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Substance identity IT screening campaign

Scope defined by 10 Issue types:

1. Missing concentration ranges

2. Typical concentration outside of concentration range

3. Composition reported with no constituents

4. Low or ambiguous degree of purity for well-defined substances
5

. Unidentified constituent or impurity present at significant
concentration

6. Well-defined substance with inconsistency between degree of purity
and constituent concentrations

7. Well-defined substance with inconsistency between degree of purity
and impurity concentrations

8. No spectral and analytical information provided
9. Additives without stabilising function
10. Inconsistent identifiers of constituents, impurities and additives
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Issue types observed during the IT screening

Missing information

. Issue type 1: Missing concentration ranges
. Issue type 3: Composition reported with no constituents
. Issue type 8: No spectral and analytical information provided

Unclear information

. Issue type 4: Low or ambiguous degree of purity for well-defined
substances

. Issue type 5: Unidentified constituent or impurity present at
significant concentration

. Issue type 9: Additives without stabilising function
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Please note that, in general, the
examples in this presentation

are invented to illustrate and

explain the different issue types
better. Please note that these
examples have been created
without any practical or
scientific considerations.



Issue type 1: Missing
concentration ranges
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Issue type 1: Missing concentration ranges

Excerpt from the information letter:

“Missing concentration ranges

The composition with name “xxxxxx" and local UUID

XXX XXXXXXX XXX X" contains the constituent with reference

substance name “xxxxxx" and IUPAC name “xxxxxx" for which the

concentration range has not been provided.”
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E C H A Issue type 1: Missing concentration ranges

EUROPEAN CHEMICALS AGENCY

Section 1.2 Composition

Substance composition

¥ 8
test & & 3 4| 3

Mame |test '-%|

Brief description | '-%.|

Composition ID |L—Eed8221?—9953—40?3—8518—031d300dd2df @, |

Degree of purity
P )
— 7| [eoo RETTUN

Constituents

¥ & b

90 % (w/w) ethanol / ethanol / ethanol / 64-17-5 & G 3 d | X
[P |
Reference substance [ [f] ethanol / ethanol / ethanol / 64-17-5 a ||E||E|
EC number EC name -
[200-578-6 | |ethanal ]
CAS number CAS name

|64-17-5 | |ethanal
IUPAC name
|ethano|
Typical concentration | v| a0 |%(w,lv|a v|
Concentration range | v| | | | v| | | | -

Remarks |
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E C H A Issue type 1: Missing concentration ranges

EUROPEAN CHEMICALS AGENCY

Section 1.2 Composition

Substance composition

¥ 2
test & & 3 oo
Mame |te5t ~.:§|
Brief description | ».g|
Composition ID |L-EEd8221?-995a-40?3-3513-U3ld300dd2df Q},l
Degree of purity
. |
=) [ss | [~ [a00 REITEN
Constituents
¥ a2 e
30 % (wwh ethanol / ethanol / ethanol / 64-17-5 ® & o X
L |
Reference substance | T ethanol / ethanal / ethanal f §4-17-5 Q, ||§”E|
EC number EC name
|200-578-6 | |ethanol a|
CAS number CAS name
64-17-5 | ethanor
IUPAC name
|ethano|
Typical concentration | v| a0 |%Qw,|fwﬁ vl

Caoncentration range| v| 85 | vl |95

Remarks |
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Issue type 1: Missing concentration ranges

Section 1.2 Composition

Impurities
¥ & b
2.5 % (ww impurity 1 # ¢ Do X
Typical concentration | | |2.5 | % twjwy ~ |
Concentration range | -| |2 | | -| |3 | EXTE
Remarks | a,

|:| this impurity is considered relevant for the classification and labelling of the substance

Additives
¥ & &
1.5 % {w/w) additive 1 ® 0 3 X
Typical concentration |_v| IL' % (wfwy = |
Concentration range | ~| |1—‘ [ ~] 2 | [ % owwr ~|
Remarks | a

[ ] this additive is considered relevant for the classification and labelling of the substance
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Issue type 3:

Composition reported with no
constituents
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Issue type 3: Composition reported with no
constituents

Excerpt from the information letter:

“Composition reported with no constituents

IUCLID section 1.2 does not contain any constituents identified by

reference substances.”
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E C H A Issue type 3: Composition reported

EUROPEAN CHEMICALS AGENCY With no Constituents

Section 1.2 Composition

Substance composition

¥ AP
test K 0 | X
Mame |test “:%|
Erief description | ““\|
Compaosition 1D |L-eedszzl?-995a-40?3-8518-031d300dd2df %|
Degree of purity
[P |
L] [ | [ [zo0 RETVEN
Constituents
| ¥R b
Impurities
¥ ad
2.5 % (w/w) impurity 1 ¥ 2o X
Additives
¥ a
1.5 % (w/w) additive 1 ¥ 53 a X
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Section 1.2 Composition

Issue type 3: Composition reported

with no constituents

Substance composition

¥ a b
test ® 3| X
MName |test %|
Brief description | %|
Composition 1D |L—eeds221?—995a—4n?3—8518—031d30ndd2df %|
Degree of purity
[P |
L) [ss | [ [200 | [ omw ~
I ¥ 2 $
L
| 90 % (w/w) ethanol / ethanol / ethanal § 64-17-5 $ o X
Impurities
¥ &4
2.5 % (w/w) impurity 1 ¥ & 2 X
Additives
¥ a o
Lt IR N 4

1.5 % (w/wh additive 1
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Issue type 8:
No spectral and analytical
Information provided
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Issue type 8: No spectral and analytical
Information provided

Excerpt from the information letter:
“No spectral and analytical information provided

Section 1.4 in your technical dossier does not seem to contain an attachment
in a paperclip, which suggests that your registration may not include all the
required spectral and analytical information.”
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E C H A Issue type 8: No spectral and analytical

EUROPEAN CHEMICALS AGENCY information provided

Section 1.4 Analytical information

Analytical information

Analytical methods [pT_|p @
and spectral data |ppp
V-5
CC-M3
A%
Optical activity | not applicable Q,

Results of analysis
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Issue type 8: No spectral and analytical
information provided

Section 1.4 Analytical information

Analytical information

(P

Analytical methods | Jyoyis
and spectral data |ymp
CC-M5

IR

| D Analytical method description.doc f 21.5 KB

Optical activity

Results of analysis

Uv-vIsS

Analysis type |U\-"-VIS

Tested substance |samp|e 123

You are expected to attach

Method used |

Remarks

¥aa

the document by clicking the P

paperclip buttons shown here. :

1]

| [ Uv-Vis.doc / 215 KB _ |
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Issue type 4:

Low or ambiguous degree of
purity for well-defined
substances
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Issue type 4: Low or ambiguous degree of
purity for well-defined substances

Excerpt from the information letter:

“Low or ambiguous degree of purity provided for well-defined
substances

An unexpectedly low or wide degree of purity has been provided for the
composition with name “xxxxxx" and local UUID
XXX KKK HKHKHK XXX K KKK XXX .
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E C H A Issue type 4: Low or ambiguous degree of

FonOTEAT cHEMICALS AeEReY purity for well-defined substances

Section 1.2 Composition

Substance composition

¥ R
test ® & 3| X
Mame |te5t Q|
Brief description | -.:,,,|
Composition 1D |L—eed8221?-9953-40?3—8518—031d300dd2df ug|
Degree of purity
LE ]
L -] [t | [~ [= REIVENS
Constituents
¥ R &
20 % (w/w) ethanol f ethanol / ethanol / 64-17-5 ¥ i | X
Impurities
| ¥ 2 &
Additives
| ¥ 2 &

20
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Issue type 5:
Unidentified constituent or

Impurity present at
significant
concentration
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Issue type 5: Unidentified constituent or
Impurity present at significant concentration

Excerpt from the information letter:

“Unidentified constituent or impurity present at significant
concentration

The composition with name “xxxxxx" and local UUID

XXX XXXXX XXX XXX XXX XXXXXXX" contains the constituent with reference
substance name “XXXXXXXXXXXXXX" and ITUPAC name "XXXXXXXXXXXXXX"
which is present at a significant concentration, but for which no numerical
substance identifiers (EC or CAS number) have been provided and for which
the chemical name allows no conclusion to be drawn on its identity.”

29 April 2014 echa.europa.eu 22



E C H A Issue type 5: Unidentified constituent or

A Y impurity present at significant concentration
Example 1, Well-defined substances

Section 1.2 Composition

Substance composition

¥ 2
test & & 3 o
Mam e |test L%|
Brief description | L%|
Composition ID |L—eed8221?—9953—40?3—8518—031d300dd2df ‘%|
Degree of purity
L7 [o0 | [~ [2o0 RETE
Constituents
¥a
70 % (w/w) ethanol / ethanol / ethanol / 64-17-5 ¥ - X

30 % (w/w) unidentified constituent L A 4
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@ E C H A Issue type 5: Unidentified constituent or

A Y impurity present at significant concentration
Example 2, UVCB substances

Section 1.2 Composition

Substance composition

¥ & @
U A W e e ® &+ oo | X
Name|¢* T T T B ET T $|
Erief description | - = - | ——— - — . — ~;+|
CompositionlD|----—- S — ——r ‘%|
Degree of purity
|| Eu:REACH ]
[ ] [roo RN | [ oo |
Constituents
¥ 2
ca. 24.1 % (wfw) i e IR RL ] ¥ 4 3 dh | X
ca. 15.7 % (w/w) staiistinms « aeinstioniss G . Emle  clnme ¥ 4 3 X
ca. 6.1 % (win) =Sambiethiam - ol b ln ke T T PErTW IR ® i b R
ca. 51.1 % (w/w) Unknown constituents / Unknown constituents ¥ & 3 X

See further information in chapter 2.1, figure 5 of the Data Submission Manual Part 18 —
How to report the substance identity in IUCLID 5 for registration under REACH.
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Issue type 9:
Additives without stabilising
function
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Issue type 9: Additives without stabilising
function

Excerpt from the information letter:
“Additives without stabilising function

The composition with name “xxxxxx" and local UUID
XXXXXXXXX XXX XXX XXXXXX XXX contains the additive with reference
substance name “xxxxxxx" and IUPAC name “xXxxxxxx” that has a technical
function that does not appear to be compatible with stabiliser.”

29 April 2014 echa.europa.eu
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Issue type 9: Additives without
stabilising function

CECHA

EUROPEAN CHEMICALS AGENCY

Section 1.2 Composition

Additives
¥ ad

additive 1 f additive 1 / additive 1 f1111-11-1

|| this additive is considered relevant for the classification and lab

W B Pick list - = |
Reference substance | T additive 1 / additive 1 / additive 1 / 1111-11-1 Select the function Q |@@|E|
| — i
EC number EC name E
| A = 3]
CAS number CAS name 3
[1111-11-1 | [additive 1 = q]
IUPAC name absorbent
[adaitive 1 adsarbent q]
- |anticaking agent
ElRELian | a |E]| anticoagulant \;%|
booster
Typical concentration l vl | | [ v] buffer
Concentration range - - 3 coagulant -
Remarks | [ Cancel a
— - —

echa.europa.eu
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E C H A Issue type 9: Additives without

EUROPEAN CHEMICALS AGENCY Stabilising function

Section 1.2 Composition

Additives
¥ R e
1% dw/wh additive 1 f additive 1 f additive 1 / 1111-11-1 ® 0 3 d X
LP ]
Reference substance [ [F] additive 1 / additive 1 / additive 1 / 1111-11-1 Q |@|§||E|
EC number EC name
| A 4]
CAS number CAS name
[1111-11-1 % [additive 1 a|
IUPAC name
|additive 1 a]
Function |stabiliser Q | | -.‘%|
Typical concentration | V| |1 | |% (o) v|
Concentration rangel V| |U.5 | | "| |1.5 | |%(w,fw) "|
Rem ark_i |Additive 1 has afunction of stabilizer, because it prevents further polymerisation of the substancel Q,
| | this additive is considered relevant for the classification and labelling of the substance
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E C H A Issue type 9: Additives without

EUROPEAN CHEMICALS AGENCY Stabilising function

Example of incorrectly reported solvent

| Additives I
¥ & &
8 % (w/wh water / water [ 7732-18-5 - A
L ]
Reference substance | (37 water / water / 7732-18-5 Q ||Z||§|
EC number EC name
231-791-2 | |water ]
CAS number CAS name
[7732-18-5 4| | 0y
IUPAC name
ver ]
I Function | salvent Q, ||;|i %|
Typical concentration |~ |8 | % twjwy ~ |
Concentration range | +| |? | [~ |9 | % twfwy ~
Remarks | Q,
| | this additive is considered relevant for the classification and labelling of the substance
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E C H A Issue type 9: Additives without

EUROPEAN CHEMICALS AGENCY Stabilising function

Example of correctly reported solvent

Impurities
¥ &k
8 % (w)'wh water [ water f 7732-18-5 & 5 1o | X
P |
Reference substance | T#] water / water / 7732-18-5 Q, |E]|§”E|
EC number EC name
231-791-2 | |water Q]
CAS number CAS name
[7732-18-5 4| | Q]
IUPAC name
|water %|
Typical concentration | vl |E= | |%M,fw}| vl
Concentration range| vl |? | | v| |9 | |%M}M 'r|
Remarks |The solvent cannot be further removed without affecting the stability of the substance. Q
|:| this impurity is considered relevant for the classification and labelling of the substance
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Thank you

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA
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