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PROPOSAL FOR HARMONISED CLASSIFICATION AND
LABELLING

Substance Name: aluminium-magnesium-zinc-carbonate-hydroxide

EC Number: 423-570-6

CASnumber: 169314-88-9

Registration numbers (under 67/548/EC): 96-03-023999-03-0439

Registration numbers (under REACH): 01-00000170@2&J01 and 01-0000017006-79-0002
Remark:

The entry in Annex VI to the CLP is included bassd information from the new substance
notifications 96-03-0339 and 99-03-0439. Thesefications indicate ambiguously “(hydrate)” in
the substance name. As a result the EC numberdeslboth anhydrous and hydrated forms of the
substance as specified in last paragraph of palnt 5 of Annex VI to the CLP Regulation "Entries
in Part 3 for salts (under any denomination) cobeth anhydrous and hydrous forms, unless
specified otherwise". The CAS number included isdnhydrous form only. Studies relevant for
classification, namely studies related to waterulsitity and ecotoxicological effects, are all
performed on the hydrated form.

Proposed classification based on Regulation EC 1272/2008 criteria:

Environment:

Aquatic Chronic Category 4, H413: May cause lorsgjitey harmful effects to aquatic life.

Proposed classification based on Directive 67/438/EEC criteria:

Environment:
R53: May cause long-term adverse effects in tha@genvironment.
Proposed labélling:

Regulation (EC) No 1272/2008:
H413
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Directive 67/548/EEC

R: 53
S: 61

Proposed specific concentration limits (if any): not applicable

Proposed notes (if any): not applicable
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JUSTIFICATION

1 IDENTITY OF THE SUBSTANCE AND PHYSICAL AND CHEMICAL
PROPERTIES
11 Name and other identifiers of the substance

EC number:

423-570-6

EC name (trade name):

P-93; aluminium-magnesium-zinc-carbonate-
hydroxide; Sorbacid ® 944

CASnumber (EC inventory):

de

CASnumber: 169314-88-9
CASname: Aluminium magnesium zinc carbonate hydrox
IUPAC name: Aluminium-magnesium-zinc-carbonate-

hydroxide

Annex VI index number

030-012-00-1

Molecular formula:

[AI X ng Zn, (OH)Z(x+y+z) (C03)0.5x : (0.5X+y+Z)]1*

Molecular weight range:

745 — 1297 (with n=1)

*Note: Additional information on the empirical formula:yz =1;y<1;z< 1; 0 < x < 0.5; m = 1- 1.5x.€Timolecular
weight is less than 99.68 and 99.68 is calculati¢dl @ptimal values of the above indexes of x, gnzl n. Normally, the
substance M@nAl,(OH),5(CO3)3H,0 (MW 594.417) will be used.

1.2 Composition of the substance

Composition of the hydrate:

Constituent Typical concentration Concentration range Remarks
Aluminium-magnesium-| 99.7% (w/w) 99.5 — 99.9% (w/w)
zinc-carbonate-

hydroxide

EC no.: 423-570-6

Impurities Typical concentration Concentration range Remarks
Water 0.3% (w/w) 0.1 -0.5% (w/w)

EC no.: 231-791-2
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13 Physicochemical properties
Table 2:  Overview of physicochemical properties
Property IUCLID Value Remarks
section
Physical state at 20°C and 101.3 kPa Solid white powder
Melting/freezing point 4.2 No melting point. Data from Alcamizer 5 (EC 423-
Decomposition at 150-1).
>150°C.
Boiling point 4.3 No boiling point. Study not performed.
Relative density 4.4 2.42 at 20°C
Vapour pressure 4.6 0.7 Pa at 20°C Data from Alcamizer 5 (EC 423-
150-1).
Surface tension 4.10 74.4 mN/m (90% Data from Alcamizer 5 (EC 423-
saturated solution) 150-1).
Water solubility 4.8 <2.8mg/lat19.5 + Based on measurements of Mg (2.8
1°Cand pH 6 mg/l), Zn (<0.08 mg/l) and Al (0.13
mg/l) by AAS*
(EC 92/69 A.6 Column elution
method)
Based on measurements of Al (<0.1
4.23 < 0.1 mg/l at 20°C and | mg/l) and Zn (<0.01 mg/l) by ICP-
pH 7.5-7.7 MS®
(EC 92/69 A.6 Column elution
method)
Based on measurements of Al (ca.
>1 g/l at 37°C and pH | 1.0 g/L at a nominal concentration pf
1-2 1 g/L) and Zn (ca. 1.0 g/L at
nominal concentrations of 1 and 50
g/L) by ICP-M$? (OECD 105
(1995) Flask method)
(log value) determined substances
Flash point 4.11 - Not applicable for solids.
Flammability 4.13 Not flammable Data from Alcamizer 5 (EC 423-
150-1).
Explosive properties 4.14 Not explosive Based on statement.
Self-ignition temperature 4.12 No self-ignition up to | Data from Alcamizer 5 (EC 422-
400°C 150-1).
Oxidising properties 4.15 Not oxidising Based on statement.
4.5 96% < 2um; 4% 2-5 Mass median diameter 0.8 um

Granulometry

pum

@ NOTOX Project No. 173846 (Determination of the evasolubility of P 93: 23 April 1997). After remag
undissolved test substance by centrifugation, theeatants were analysed for Al, Zn and Mg by a&aabsorption
spectrometry (AAS). Concentration determined aal toietal content (Mg, Zn, Al)

@ NOTOX Project No. 447277 (Determination of the evatolubility of Alcamizer P93 at neutral pH (20°&)d at pH
1-2 (37°C): 12 December 2005). Molecular formulaA@famizer P93 is Mg3ZnAI2(OH)12C03.3H20.

Analytical method: Inductively coupled plasma msgsctrometry (ICP-MS) , Analyte:*Zn, ®Zn, 7’Al.

-6-
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a) The solubility of the test substance in doulttilted water was determined to be <0.1 nm{@l, zZn) by (ICP-MS).
The pH was measured to be 7.5-7.7.

b) The solubility of the test substance in HCL/K@8uffer solution pH 1.3 at 39°C was determined td89g/l based
on analysis of zinc and <0.04 g/l when based omatta@ysis of aluminium. The pH increased to 5.1chhirobably
caused precipitation of aluminium. When the tefistance was dissolved/dissociated in HCL/KCL bu$@ution pH
1.3 at 37°C at a concentration below the saturatmmtentration (i.e. 1.0g/l), the pH remained satil1.6 and zinc and
aluminium remained in the solution. Based on thesaelts, the exact solubility of Alcamizer P93 &t1P2 could not be
determined, but is >1g/l.

Based on the submitted data it is not clear whetieridentical substances were tested in thesestudies. In both
cases, the tested substance was hydrate, but theutas formula is only given in the second studfe water
solubility of the substance is pH dependent andeames in acid medium. The differences in the nredswater
solubility values may be also influenced by the wéyhe test sample preparation, which is not djgetin the second
study.
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2 MANUFACTURE AND USES

21 M anufacture

Brief description of the production process:

Chemical production:

- Stochiometric reaction of MgCI2 + Na2AI204 + Z2CGt NaOH + NaCO3 + H20
(- analysis)

- washing with water

(- analysis)

Production of the preparation (mixture):

- surface coating with stearic acid

- drying
(-analysis)
- packing
2.2 | dentified uses
Table 1:  Description of identified uses
- Preparation Process category Article
Identified use Sector of Use (SoU) Category (PC) (PROC) category (AC)
Detailed information on
New chemical envisaged uses:
substance - Use ALUMINIUM-

other (NACE code to

category code: 011; | MAGNESIUM-ZINC- be used only):

Desired effects code:] CARBONATE-

049; Desired effects | HYDROXIDE- ::I’\IODLJSMIE?T(S
non-coded: (HYDRATE) is used as &
STABILISERS stabilizer in the polymer

industry.

Use of Substance by
Industry in closed

systems: 95 % Use of
Substance by Industr
in open systems: 5 %

<

Process(es) related to the use- Substance: Thedasubsis single or after mixing (in closed
reaction/mixing systems) with other additives/dtabrs charged into the closed reaction system for
the preparation of plastics or plastic articles.
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Process(es) related to the use- Preparation: Tégamtion is single or after mixing (in closed
reaction/mixing systems) with other additives/dtabrs charged into the closed reaction system for
the preparation of plastics or plastic articles.

The substance is used in the polymer industry atalilizer for plastics. In compounding, the
substance is mixed with other products to makeahilster package which contains 25% of the
substance. The stabilizer package is added toyaneol(mainly PVC) which contains 1-6% of the
substance in the end product. In end products (ymosbulded plastics) the substance will be
bound, so exposure in that stage is not considerssible anymore.

2.3 Uses advised against
Not applicable.

3 CLASSIFICATION AND LABELLING

3.1 Classification in Annex VI of EC 1272/2008
Annex VI Index number930-012-00-1

Current classificationAccording to criteria EC 1272/2008
Classification

Phys/Chem hazards: -

Health hazards: -

Environment:

Aquatic Chronic3  H412

Labelling
Signal Word: -

Symbol: -
Hazard statements codes: H412

M-factor: - not applicable.

Current classification: According to criteria 678BEC
Classification
» for physical - chemical properties: not classified

« for health effects: not classified
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» for the environment: R52-53 (Harmful to aquaticamigms, may cause long-term adverse
effects in the aquatic environment)

Labelling

Indication of danger: not applicable
R-phrases: R52/53
S-phrases: S61

Specific concentration limits: not applicable

3.2 Sdlf classification(s) and labelling

The registrant proposes not to classify and |diekubstance.

-10 -



ANNEX 1 — BACKGROUND DOCUMENT TO RAC OPINION ON
ALUMINIUM-MAGNESIUM-ZINC-CARBONATE-HYDROXIDE

4 ENVIRONMENTAL FATE PROPERTIES

4.1 Degradation

41.1 Abiotic degradation

4111 Hydrolysis

Due to the low water solubility, the study could be performed.

4.1.1.2 Phototransformation/photolysis

4.1.2 Biodegradation

4.1.2.1 Biodegradation in water
4.1.2.1.1 Estimated data

No data available

4.1.2.1.2 Screening tests

As the substance is an inorganic substance, a ladggradability study was not performed.

4.1.2.1.3 Simulation tests

No data available.

4.1.2.2 Biodegradation in sediments

No data available.

4.1.2.3 Biodegradation in soil

No data available.

4.1.2.4 Summary and discussion on biodegradation

The substance will not be biodegradable, as i igarganic substance.

-11 -
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4.1.3 Summary and discussion on degradation

There is no information on degradation. As an gaoic metal compound the substance is by
default not degradable. There is no informationtlo® rapid removal of the substance from the
environment.

414 Environmental distribution

No data available.

415 Adsor ption/desor ption

The log Koc of the substance could not be deterdhareestimated.

416 Volatilisation

No data available.

4.1.7 Distribution modelling

No data available.

4.2 Bioaccumulation

42.1 Aquatic bioaccumulation

No data available.

422 Terrestrial bioaccumulation

No data available.

4.2.3 Summary and discussion of bioaccumulation

Thereisno information on bioaccumulation

4.3 Secondary poisoning

No data available.

-12 -
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5 HUMAN HEALTH HAZARD ASSESSMENT

6 HUMAN HEALTH HAZARD ASSESSMENT OF PHYSICOCHEMICAL
PROPERTIES

7 ENVIRONMENTAL HAZARD ASSESSMENT

7.1 Aquatic compartment (including sediment)

711 Toxicity data

The substance used in all aquatic tests was alumimagnesium-zinc-carbonate-hydroxide-
hydrate with ca. 99.7 % purity (0.3 % water) exaepthe algae study from 2007 where the purity
was not known and thus the substance was treat&@l0a% pure.

The results and key issues of the aquatic toxi@sts are presented in the Table below. More

detailed information is available in the followipgragraphs.

Species Substancein Result Analytical Specific Test guiddine

water monitoring issues and test year
Cyprinus carpio, film on the 96h-LC50 Free OECD 203, GLP,
static test, fresh wate| water surface > 100 mg aluminium Klimisch 1

removed; ultra- | (nominal), no analysed; 1997

sonication and | adverse effects none detected

magnetic (no detection

stirring; test limit given),

substance results based

present as an on nominal

undissolved,

dispersed

fraction but

homogeneous
Cyprinodon magnetic 96h-LC50 No analytical OECD 203, GLP,
variegatus, static test] stirring, test > 100 mg confirmation similar to OECD
salt water substance (nominal), no 203, Klimisch 1

present as an adverse effects 1997

undissolved,

dispersed

fraction but

homogeneous

-13 -
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Species Substancein Result Analytical Specific Test guiddine
water monitoring issues and test year
Daphnia magna test substance | 48h- EC50 > 100 | Loading based OECD 202, GLP,
present as an mg/l (nominal), on Cyprinus Klimisch 1
undissolved, no adverse carpio test 1997
dispersed effects
fraction but
homogeneous
Acartia tonsa, marine 48h -EC50 > 100| No ISO/DIS 14669,
copepod mg/l (nominal), GLP, Klimisch 1
no adverse 1997
effects
Pseudokirchneriella | film on the 72h- ErC50 56 Free Effects OECD 201,
subcapitata water surface mg/l (nominal); aluminium caused by GLP, Klimisch 1
removed; NOECr 10.7 analysed; reduced 1997
magnetic mg/| none detected | light
gtirring; test (no detection conditions?
substance limit given),
present asan results based
undissolved, on nominal
disper sed
fraction
Pseudokirchneriella | Substanceon 48h-ErL50 > No I dentity of Essential parts
subcapitata petri-dishes, 100 mgll, the based on EEC
algal NOELr =100 substance C-3, OECD 201,
suspensions mg/I (nominal) unknown SO 8692)
wer e exposed to Klimisch 1, GLP
light only via 1997
the petri-dishes
with test
solution
Pseudokirchneriella | film on the 48h-ErC50 > Yes Filtrate, OECD/EU/I SO,
subcapitata water surface water solubility key study OECD
removed; ultra- | (100 mg/l for the Guidance on
sonication and nominal, 0.15 proposal difficult to test
magnetic mg/l as substances,
gtirring; aluminium and GLP
filtration, 0.12 mg/l as 2007
filtrateused for | zinc); NOECr =
testing, test water solubility;
solution clear concentration
and colourless; are measur ed
no aluminium total metal
caps used content (ICP-
MS)
Skeletonema Stirring, 48h-ErC50 > 180 No ISO 10253, GLP,
costatum undissolved test| mg/l Klimisch 1
substance NOECr =180 1997
particles, mg/l
homogenous,

milky dispersion

-14 -




ANNEX 1 — BACKGROUND DOCUMENT TO RAC OPINION ON
ALUMINIUM-MAGNESIUM-ZINC-CARBONATE-HYDROXIDE

7.1.1.1 Fish

7.1.1.1.1 Short-term toxicity to fish

A static acute toxicity study in ca@yprinus carpio (1997, GLP, OECD 203, Klimisch 1) was
performed. The standard test procedures requireérggon of test solutions, which contained
completely dissolved test substance concentrationsstable and homogenous mixtures or
dispersions. The testing of concentrations thatlevdisturb the test system was prevented as much
as possible (e.g. film of the substance on the matdace). Ultra sonication and magnetic stirring
were used to accelerate the suspension of thesubstance at a concentration of 100 mg/l. In the
range-finding test, subsequent dilutions were mep#o obtain the lower concentrations required.
Test solutions were clear and colourless up tomigdl. Test solutions of 10 and 100 mg/l were
turbid but remained homogeneous throughout the tékt adverse effects were shown up to a
nominal concentration of 100 mg/l and the studylted in a 96h-LC50 which is above the water
solubility limit (LC50 > 2.8 mg/l). Samples werekém during the range-finding test and analysed
for free aluminium. No free aluminium was detectedany of these samples. Information on the
limit of detection or limit of determination of thenalytical method for free aluminium is not given.
Hence, for the final limit test it was decided t@ke reference to the weighted amount of test
substance used for the preparation of the testigolun the final limit test, the test substancasw
mainly present as an undissolved, dispersed fraetiohe maximum concentration of 100 mg/l.

A static acute toxicity study in the marine fishegpshead minno@yprinodon variegatus (1997,
GLP, similar to OECD 203, Klimisch 1), showed nwvae effects up to a nominal concentration
of 100 mg/l and resulted in a 96h-LC50 which is\abothe water solubility limit. Data on fresh
water fish showed that the substance induced ribleigffects in carp at a concentration of 100
mg/l during a 96-h test period. Therefore, a litegt was performed with 100 mg/l. The standard
test procedure required generation of test solgfiamhich contain completely dissolved test
substance concentrations or stable and homogenodsres or dispersions. The substance is a
slightly water soluble substance. A stock solutias prepared at 1000 mg/l in 500 ml of Milli-Q
water applying magnetic stirring for one hour taelerate the dispersing of the test substance
(507.1 mg in 500 ml). Then, the stock was quanieht transferred to a 5 litres measuring flask
and filled up with synthetic seawater to provide fmal test concentration of 100 mg/l. The test
solution was left stirring for another 5 minutedeTfinal test solution was a homogeneous white
dispersion and the test substance was mainly pgresean undissolved, dispersed fraction. No
analytical confirmation of the test substance catreéion was performed.

7.1.1.1.2 .Long-term toxicity to fish

No data available.

7.1.1.2 Aquaticinvertebrates

7.1.1.2.1 Short-term toxicity to aquatic invertebrates

An acute study ibaphnia magna (1997, GLP, OECD 202, Klimisch 1) showed no adeerects
at a nominal concentration of 100 mg/l and resultech 48h-EC50 which is above the water
solubility limit (EC50 > 2.8 mg/l). In the finalrit test, the test substance was mainly presean as

-15 -
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undissolved, dispersed fraction at the maximum eotration of 100 mg/l. The test solution
remained homogeneous during the test period. Basdtie analysis performed on samples taken
from the Cyprinus carpio toxicity test, it was shown that the actual temtaentration could not be
determined by analysis of free aluminium. The s&dution used in the final test originated from
solutions prepared for the acute fish toxicity tes€arpCyprinus carpio.

An acute study in the marine copepéachrtia tonsa (1997, GLP, ISO/DIS 14669, Klimisch 1),
showed no adverse effects at a nominal concentratiol00 mg/l and resulted in a 48h-EC50
which is above 100 mg/l.

7.1.1.2.2 Long-term toxicity to aquatic invertebrates

No data available.

7.1.1.3 Algaeand aquatic plants

A freshwater algal growth inhibition test (1997, KBL OECD 201, Klimisch 1) with
Pseudokirchnerella subcapitata, showed cell growth inhibition and reduced growdte at nominal
concentrations of 18 mg/l and higher. The standes procedure required generation of test
solutions, which contain completely dissolved testbstance concentrations or stable and
homogenous mixtures or dispersions. The testingooicentrations that would disturb the test
system was prevented (e.g. film of the substancéhenwater surface). The test solutions were
prepared using a stock solution of 100 mg/l in i®@dium. The stock solution was magnetically
stirred for 3 hours before it was used to prepdrh® lower test concentrations. The stock was a
homogeneous, white and turbid suspension. Volunie€gDanl of the various test solution were
added to the respective replicates. Subsequentlpjuame of< 1 ml of an algal suspension was
added to provide the required cell density in e&glicate. At the start of the test, the test sohd
were clear and colourless up to 1.0 mg/l. The sedéitions from 10 to 100 mg/l ranged from
slightly turbid to turbid. The test substance waainty present as an undissolved, dispersed
fraction. The pH in the test medium ranged fromt8.8.6. Samples were taken during the test and
analysed for free aluminium. However, the solupitif the substance could not be detected as it is
below the limit of determination. Information dmetlimit of detection or limit of determination of
the analytical method for free aluminium is notegiv For the final test it was decided to make
reference to the weighted amount of test substased for the preparation of test solution instead
of analytical confirmation. The EC50 for growthegaeduction (72h-ErC50) was 56 mg/l, based on
nominal concentrations. The NOEC was 10.7 mg/ltéss$ solutions were increasingly turbid it is
possible that the solutions absorbed light increggj which may have contributed to the inhibitive
effect on algal growth. Consequently, the issue eaasidered further.

A study was performed to assess the effect of tdheuced solution of the test substance on the
growth of the fresh water alga@seudokirchnerella subcapitata. The study was performed as
described with essential parts based on the fatfigwguidelines: EEC C-3 (1992), OECD 201
(1984), I1ISO 8692 (1989). The identity of the testb@mical is unclear. The test was performed
with two replicates for each test concentration &md or three for the controls. Each replicate
consisted of three petri-dishes. Two petri-dishesavilled with the respective test solution withou
algae present. The petri-dish with algal suspensias placed between the two petri-dishes
containing the test solution. These three petti@iswvere placed in the incubator in such a way that
the algal suspensions were exposed to the lighyt wal the petri-dishes with test solution. Three
replicates were exposed to light using untreatsdnedium (negative control), while two replicates
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were exposed via petri-dishes that were completatitened (positive control). The 48h-EL50 was
> 100 mg/l and NOELR 100 mg/l as nominal conceidmatThus, it was concluded in the study
summary that the effects observed in the algal tirastudy prescribed in the chapter above were
caused by toxic effects of the test substance rétla@ interception of the wavelengths required for
normal cell growth. The study met the acceptabititigeria prescribed by the protocol and was
considered valid. However, due to the very low bibity of the test substance in water,
concentration levels that might be toxic for algaeld not be reached. Therefore an additional test
was performed.

In an additional study with the same species chneater algad€seudokirchneriella subcapitata
(2007, GLP, OECD 201, EU C.3, ISO 8692, accordinthe OECD guidance document on aquatic
toxicity testing of difficult to test substancedlifisch 1) duration of the test was 48 hours and in
addition to removing the film from the surface amdgnetic stirring used in the 1997 test, ultra-
sonication and filtration was used. The standat f@ocedures required generation of test
solutions, which contained completely dissolvedt tegbstance concentrations or stable and
homogenous mixtures or dispersions. The testingooicentrations that would disturb the test
system was prevented as much as possible (e.gofilthe substance on the water surface). The
batch of the substance tested was a white powdktreated as 100 % pure. The substance was not
completely soluble in test medium at a loading dt200 mg/l. Preparation of test solutions started
with a loading rate of 100 mg/l applying a 15-mmuteatment period with ultrasonic waves
followed by 3 days of magnetic stirring to obtaimximum solubility of the test substance in test
medium. The resulting mixture was filtered throumimembrane filter (0.4hm) and the filtrate
was used for testing. In addition, three lower testcentrations were prepared by subsequent
dilutions of the filtrate in test medium. The finast solutions were all clear and colourless. The
control medium received the same treatment. Afteparation, volumes of 50 ml were added to
each replicate of the respective test concentratasequently, 1 ml of an algal suspension was
added to each replicate providing cell density@fdells/ml. Normally, test vessels are closed with
perforated aluminium caps. For this specific stuggt vessels were closed with a wad of cotton
because the test substance contains aluminiumhandnalytical method was based on measured
aluminium. For reference an extra control group watided in which the test vessels were closed
in the standard way.

The temperature of the test medium was 21.8C asttme of the test. During the exposure period
the temperature measured in the incubator was gignaraintained between 22,4 and 24°C, except
for a relatively short period of two hours durindnish temperature increased to a maximum of
24,5°C. The pH in the test medium ranged from @.8.0. The test samples were analysed with
ICP-MS. The measured initial test substance conagors in the undiluted filtrate were 0.24 mg/l
based on the aluminium and 0.12 mg/l based on itiie €oncentration based on the aluminium
decreases during the 48-hour exposure period to &0itial, concentration based on the zinc
appeared to remain stable, although the concemtraieasured after 24 hours of exposure was
higher (0,19mg/l) than at the start and the entheftest. No explanation was given. The effect
parameters were based on the loading rate, thageéest substance exposure concentration based
on the aluminium and the initial test substanceceatration based on zinc. The concentrations are
determined as total metal content. No toxicity whserved up to the solubility limit of 0.15 mg/I
(based on aluminium) and 0.12 mg/l based on ziom({nal 100 mg/l), as determined in this study.
Therefore, the 48h-ErC50 for algal growth rate odidun is concluded to be above the water
solubility limit.

A marine algal growth inhibition test (1997, GLFSQ 10253, Klimisch 1) withSkeletonema
costatum, showed no effects up to a nominal concentratfiot80 mg/l and resulted in a 48h-EC50
> 180 mg/l. The substance did not significantlyilathcell growth or reduce growth rate of
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Skeletonema costatum at nominal concentrations and up to and includi@@ mg/l. Effects on algal
growth were not clearly test concentration relad@d were probably caused by the presence of
undissolved test substance particles. Hence, thedhs all exceeded the solubility limits of the
substance-components in water. Further, as efteete most prominent after 48-hours and non-
affected algal suspensions had already reachedp@mum growth within 48 hours, the EC50
values were based on the 0 - 48h interval. The EABBOfor cell growth inhibition corresponded
with a prepared concentration of 530 mg/l. The E@&a0growth reduction exceeded the range
tested. The EC 0-48h for cell growth inhibition esponded with the prepared concentration of
150 mg/l. The standard test procedure required rggor of test solutions which contain
completely dissolved test substance concentrationsstable and homogenous mixtures or
dispersions. The substance is a slightly watersdelsubstance. However, homogeneous and milky
dispersions could be reached in water at concémtsatip to 10 000 mg/l. The protocol prescribed
to test concentrations of 5.6 to 100 mg/l. Howewdeie to an error in the procedure of preparation
of the test concentrations, these were all a faaftd0 higher. The biological results were suclt tha
repetition of testing at the intended concentraiaas not necessary. Preparation started with a 100
ml stock solution of 10 000 mg/l in Lilli-Q watefThe stock solution was stirred until a
homogenous, milky dispersion was reached. Thiskssotution was diluted by adding 900 ml of
synthetic seawater providing a nominal concentmatit1000 mg/l. This solution was a turbid, still
milky, dispersion, and it was used to prepare theratest concentrations in synthetic seawater. The
final volume of Milli-Q water in the salt water ditbt exceed 10 5 (v/v). Then volumes of 50 ml of
each solution were added to each replicate of éspective test concentration. Subsequently, a
volume of 0.077 ml of an algal suspension was addezhch replicate providing a cell density of
2x1C cells/ml.

7.1.1.4 Sediment organisms

No data available.

7.1.1.5 Other aguatic organisms

A study with the marine bioluminescent bacteridirio fischeri (1997, non GLP, NEN/ISO
11348, Klimisch 2) showed no significant inhibition the light emission up to a nominal
concentration of 5 mg/l.

7.1.2 Calculation of Predicted No Effect Concentration (PNEC)

For the purpose of this dossier, no PNEC valuesianged.

7.2 Terrestrial compartment

No data available.

7.3 Atmospheric compartment

No data available.
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74 Microbiological activity in sewage treatment systems

74.1 Toxicity to aquatic micro-organisms

In an activated sludge respiration-inhibition t€5896, GLP, OECD 209, Klimisch 1) a stock
solution of 0.5 g/l was prepared in Milli-Q watdi00 mg of the test substance, corresponding to
100 ml of the prepared stock solution in 500 mlafivolume, was tested in duplicate. No
significant inhibition in respiration rate of theudge was observed at a nominal concentration of
100 mg/l. Consequently the nominal 0.5h-IC50 o008 ing/I.

74.2 PNEC for sewage treatment plant

For the purpose of this dossier, no PNEC valuesianged.

7.5 Non compartment specific effects relevant for the food chain (secondary poisoning)

For the purpose of this dossier, not relevant.

7.6 Conclusion on the environmental classification and labelling

The substance is an inorganic substance contamiels. It is very similar to hydrotalocite,
aluminum-magnesium-hydroxide-carbonate hydrate.rdhe no information on dissociation of
metal ions in aquatic environment at environmentalevant pH range.

In the dossier submitter's proposal the toxicitytieé substance is determined by testing the
substance in aquatic ecotoxicity tests. The lowasiie to base the classification on is the 72h-
ErC50 56 mg/l for the alga@seudokirchnerella subcapitata, based on nominal concentrations. As
the observed effects could have been caused bygeddight conditions, a second study with the
same species was performed. It was concluded snstbdy that the observed inhibition following
direct exposure is due to toxicity or physical efée but not due to interception of wavelengths
required for normal cell growth. In the followinglditional study the test substance solution was
prepared at a loading rate of 100 mg/l applyind anlnute treatment period with ultrasonic waves
followed by 3 days of magnetic stirring. The resigt mixture was filtered (0.4%m) and the
filtrate was used for testing. In practice, thesdlged fraction of the substance in water is define
as the fraction that passes a Ou4b filter. Ultra-sonication or filtration was not e in the first
test. In addition, three lower test concentratiese prepared by subsequent dilutions of the fédtra
in test medium. All final test solutions were clead colourless. No toxicity was observed up to the
solubility limit of 0.15 mg/l (based on aluminiurahd 0.12 mg/l based on zinc (nominal 100 mg/l),
as determined in this study. Therefore, the EC5@ligal growth rate reduction is concluded to be
above the water solubility limit.

There is no evidence that the substance would pillyalost from the environment or would
rapidly partition from the water column. There sinformation on bioaccumulation.

The substance is an inorganic metal substance.egoantly the classification should be based on
the metals strategy presented in the GuidanceeApiplication of the CLP criteria. Following the

-19 -



ANNEX 1 — BACKGROUND DOCUMENT TO RAC OPINION ON
ALUMINIUM-MAGNESIUM-ZINC-CARBONATE-HYDROXIDE

guidance consideration should be given to the |le¥ethe metal ion which may be present in
solution following the addition of the metal compol In case of this particular substance there are
three metals to consider. The guidance does netagivice how to treat multi metal compounds but
it was decided to follow the guidance for each mieta separately. The lowest acute toxicity value
for zinc ion is EC50 fobaphnia of 0.07 mg/l as defined in the EU Risk Assessnirayort on zinc
metal (2010). The lowest acute toxicity value famainium 3+ ion is 96h-LC50 of 0.095 mg/| for
fish as referred in the EU Risk Assessment Repo@l& (2008). Aluminium ion is not, however,
classified for aquatic effects because of the engdethat shows rapid removal from the water
column. The acute toxicity values for magnesiumaoa greater than 100 mg/l according to several
databases. Based on this information the clas8dit#s based on zinc ion.

According to the metals strategy defined in thedaoce on the Application of the CLP criteria
(2009) where the compound is sufficiently poorlyubte that the levels dissolved following normal
attempts at solubilisation do not exceed the abkld (E)C50s, it is the rate and extent of
transformation, which must be considered. In tlasecthere are water solubility data in two studies
showing that based on measurements of Zn the \wakebility values are < 0.08 mg/l and < 0.01
mg/l. Comparing to the EC50 value fdraphnia of 0.07 mg/l the substance is, noting that the
values are very close to each other but basedeoavérall evidence, treated as poorly soluble metal
compound which means that more information on thie rand extent of transformation and
dissolution is needed in order to conclude the msatubility of the substance.

According to the metals strategy, where the L(E)@50the metal ions of concern is less than or
equal to 100 mg/l consideration must be given &data available on the rate and extent to which
these ions can be generated from the metal. Suel) wabe valid and useable should have been
generated using the Transformation/Dissolution dait WWhere such data are unavailable, like in
the case of this substance, the safety net cleatdn should be applied if there is no evidence of
both rapid partitioning from the water column arndence of bioaccumulation. In the case of this
substance there is no evidence that the substaookl we rapidly lost from the environment or
would rapidly partition from the water column. Inddition there is no information on
bioaccumulation. The reason for the safety nethat the known classifiable toxicity of these
soluble forms is considered to produce sufficiemtaern.

Conclusion of environmental classification according to Regulation (EC) No 1272/2008 (CL P
Regulation)

The safety net classification is Aquatic Chroniceégary 4, H413: May cause long lasting harmful
effects to aquatic life.

Conclusion of environmental classification according to Directive 67/548/EEC

The safety net classification is R53: May causeg{tarm adverse effects in the aquatic
environment.

Conclusion of environmental classification according to Regulation (EC) No 1272/2008 (CL P
Regulation), 2nd ATP

The new criteria in the 2nd ATP takes into accdhetchronic ecotoxicity values when available.
Consequently, the Guidance on the Application ef@wP Criteria is being updated. According to
the guidance update that is available at the ECléAsite (4.2b Further development of the RIP 3.6
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guidance — Environmental hazards) at the stageE@® Eonsultation, the Al-Mg-Zn-carbonate-
hydroxide should be classified following the metsiisategy. There is no guidance for multi metal
substances in the new guidance either.

Metal compounds whose water solubility estimatey &#om the solubility product is greater or
equal to the acute ERV of the dissolved metal iomcentration are considered readily soluble. As
described before classification is based on the imin and to the comparison of its water solubility
data to the lowest acute ecotoxicity value (acetaxicity reference value, ERV). There are two
studies showing that based on measurements of &nwHter solubility values for the metal
compound are < 0.08 mg/l and < 0.01 mg/l. Compé&wetie EC50 value fdbaphnia of 0.07 mg/I
the substance is seen, based on the overall eddascpoorly soluble metal compound which
means that more information on the rate and exiebmtansformation and dissolution is needed in
order to conclude the water solubility of the sabske.

Acute hazard:

According to the revised draft guidance, it is maissible to classify a poorly soluble metal
compound for acute aquatic hazard without data rgée@ using the Transformation/Dissolution
test.

Long-term hazard:

When classifying a poorly soluble metal compound ltmg-term hazard a chronic ecotoxicity
reference value (ERV) is used if available. ForMg-Zn-carbonate-hydroxide it is calculated for
zinc which is the most toxic of the three iongslstated in the EU Risk Assessment Report on Zinc
metal that the "species mean” NOEC values for mn¢based on studies that were used for PNEC
derivation (freshwater PNECadd, aquatic), rangefid to 66Qug/l. Using the lowest value 0.017
mg/l for calculating a tentative ERV for the compduwould be 0.15 mg/l (Chronic ERV of the
metal ion x (molecular weight of the metal compdlataimic weight of the metal = hydrate:
(594.417/65.409) x 0.017 = 0.154; anhydrous: (484/&5.409) x 0.017 = 0.119). The molecular
formula used for calculation of the hydrate isdigAl,(OH);2(CO3%H-0.

According to the revised draft guidance, wheredm®nic ERVcompound is less than or equal to 1
mg/l consideration must be given to the data albhdlan the rate and extent to which these ions can
be generated from the metal compound. Such rateexiethd data, to be valid and useable should
have been generated using the Transformation/issol Protocol for a 28d period. Where 28d
T/Dp data are unavailable, the surrogate approactld be applied.

According to the surrogate system, where the aERécompound is less than or equal to 100 mg/I
consideration must be given to the data availabl¢éhe rate and extent to which these ions can be
generated from the metal. Such rate and extend ttatae valid and useable should have been
generated using the 8 Transformation/Dissolutiootdeol for a 7d period. Where such 7d T/Dp
data are unavailable, i.e. there is no clear datafficient validity to show that the transfornati

to metal ions will not occur; the safety net clésation (Category Chronic 4) is applied.
Consequently, the chronic ERV being less than arakdqo 1 mg/l and in the absence of
Transformation/Dissolution data, Al-Mg-Zn-carbonatglroxide as well as the hydrate should be
classified with the safety net classification: AgaaChronic Category 4, H413: May cause long
lasting harmful effects to aquatic life.
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JUSTIFICATION THAT ACTION ISREQUIRED ON A
COMMUNITY-WIDE BASIS

The substance P-93 is manufactured/imported ated t¢ >1000 tonnes per annum. Based on the
information submitted under the notification systén new chemicals (67/548/EEC), the Dutch
competent authorities proposed in September 200ibratassify the substance.

The Technical Committee responsible for environ@leolkassification and labeling did not meet
after January 2007. As a consequence, the classiincand labelling of P-93 has not been revised,
and thus P-93 is included in the*3ATP of Council Directive 67/548/EC with the cld&sation
R52/53.

As a consequence of the entering into force of rieev CLP Regulation EC 1272/2008, this
classification is included in Annex VI of this rdgtion by the i ATP to the CLP Regulation.

In line with the procedures as laid down in the CREgulation art 37(6), this proposal for de-
classification has been prepared by Kisuma Chemi®., Veendam, The Netherlands, in
accordance with the'2subparagraph of art 37(2).
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