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Table A7 1 1 1 I-1: Type and composition of buffer solutions (specify kind of water if necessary)

pH Type of buffer (final Composition
molarity)
4 monopotassium citrate 9.0 mL 0.1 M NaOH + 50 mL 0.1 M monopotassium
see OECD-guideline 111 (1:1;&2;[()3 made up to 100 mL with bi-distilled water (at
7 monopotassium phosphate 29.63 mL 0.1 M NaOH + 50 mL 0.1 M monopotassium
see OECD-guideline 111 phgsphate made up to 100 mL with bi-distilled water (at
20°C)
9 boric acid 21.30 mL 0.1 M NaOH + 50 mL 0.1 M boric acid (in 0.1
see OECD-guideline 111 M(}(CI) made up to 100 mL with bi-distilled water (at
20°C)
Table A7_1 1 1 1-2:  Description of test solution
Criteria Details

Purity of water Bi-distilled, sterile water

Preparation of test medium Buffer preparation according OECD-guideline 111.

The buffers were thermostated at 20°C. After pH-
control nitrogen was dumped in the bottles for 5
minutes. Then the weighed K(HDO) was transferred
into the testing bottle and the bottle was shaken.

Test concentrations (mg a.i./L) (1) 100.28 mg/100 ml
2) 99,71 mg/100 ml

(3) 99,71 mg/100 ml

(1) 30°C
o
Temperature (°C) @) 42°C
(3) 50°C

Controls

Identity and concentration of co-solvent none

Replicates -
Table A7_1 1 1 1-3:  Description of test system

Glassware 100 ml brown glass bottle, DURAN with new

Polypropylene - screw caps; all sterile

Other equipment Water bath :  Lauda DLK 15
pH meter :  Knick pH-Meter 765 Calimetric

Method of sterilization temperature sterilisation
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Table A7_1 1 1 1-4: Hydrolysis of test compound, transformation products and reference substance,
expressed as percentage of initial concentrations, at pH 4)

Parent compound
[mg/100ml]

Compound Sampling times (days)
0 1 2 3 4 7

t6 tn
10028 [ 5513 [ 17,75 [ 1222 [ 1088 [ 1185

Transformation product 1

Transformation product 2

Transformation product n

Reference compound

Volatiles (if measured)

Total % recovery
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Table A7_1 1 1_1-5:  Dissipation times of parent compound, transformation products and reference
compound at pH S, pH 7 and pH 9

pH S

pH7

pH9

DTso

DToo

DTso DToo

DTso

DToo

Parent compound

Transformation
product 1

Transformation
product 2

Transformation
product n

Reference compound

Table A7 1 1 1 1-6: Specification and amount of transformation products (adjust table size as
required)

Numbe | Name(s)
r

CAS- CAS and/or IUPAC Chemical

Amount [%] of parent compound measured at

pHS

pH7

pH9
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Table A7_1_1 2-1: Guideline-methods of EC and OECD for tests on ready/inherent biodegradability
(according to OECD criteria); simulation test

Test EC-method OECD- Test on ready/inherent

Guideline biodegradability

DOC Die-Away-Test C4-A 301A ready

CO; Evolution-Test C.4-C 301B ready

(Modified Sturm Test)

Modified OECD-Screening- C4-B 301E ready

Test

Manometric Respirometry C4-D 301F ready

MITI-I-Test CA4-F 301C ready

Closed-Bottle-Test C4-E 301D ready

Zahn-Wellens-test C.9 302B Inherent

Modified MITI-Test (IT) - 302C Inherent

Modified SCAS-Test C.12 302A Inherent

Simulation Test with activated C.10 302A Simulation TestV

Sewage (Coupled Units-Test)

D Test for the determination of the ultimate degradation of test material under conditions which simulate
the treatment in an activated sludge plant

Table A7 _1_1 _2-2: Inoculum / Test organism

Criteria Details

Nature Activated sludge

Species Not applicable

Strain Not applicable

Source Activated sludge from a laboratory waste water plant

fed with municipal sewage

Sampling site Laboratory plants with municipal waste water
Laboratory culture Cultured in the laboratory waste water plant
Method of cultivation DIN 38409 part 51, annex to guideline 92/69/EEC

biochemical oxygen demand C.5

Different, via a dilution series produced concentration
of the test substance were mixed with defined dilution
water and incubated in the darkness for 30 days. The
dilution water has been pre-incubated for 7 days. At the
start and the end of the test the dissolved oxygen has
been measured with an oxygen electrode and the BOD
value has been calculated in g per g test substance. A
blind value without test substance has also been tested.

Preparation of inoculum for exposure The inoculum was washed with drinking water

Pretreatment Adaptation

Initial cell concentration 1 g/l dry weight
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Table A7_1_1 2-3: Test system
Criteria Details
Culturing apparatus Respirometer

Number of culture flasks/concentration

2

Aeration device

According to guideline

Measuring equipment WTW oxygen electrode
Test performed in closed vessels due to significant | No
volatility of TS
Table A7_1_1 2-4: Test conditions
Criteria Details

Composition of medium

Activated sludge

Additional substrate

Yes, yeast extract

Test temperature

20+/-1°C

pH

6 - 9 according to the guideline

Aeration of dilution water

According to the guideline

Suspended solids concentration

Supernatant from the study 95/0179/10/2

Other relevant criteria

no further criteria
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Table A7_1_1 2-5: Pass levels and validity criteria for tests on ready biodegradability
| fulfilled not fulfilled
Pass levels
70% removal of DOC resp. 60% removal of ThOD or ThCO, X
Pass values reached within 10-d window (within 28-d test period) Not applicable
- not applicable to MITI-I-Test to BSB
- 14-d window acceptable for Closed-Bottle-Test dilution
method
Criteria for validity
Deviation of the degradation degree of the test substance in the Not applicable
plateau phase > 20 %
Degradation degree of the reference substance > 60 % after 14 Not
days applicable
Reference
substance
was not
tested
Oxygen demand at the end of the test, blank control < 1.5 mg/1 X
Oxygen concentration at the end of the test, test substance > 0.5 X
mg/1
Degradation degree in the inhibition control > 25 % after 14 days Not applicable
to BSB
dilution
method

The test is valid: Yes, Reliability 2 (restrictions are non GLP and no reference substance was proved)

Table A7_1_1 2-6: Pass levels and validity criteria for inherent biodegradability tests

| fulfilled not fulfilled

Pass levels

20% removal (DOC or COD);

Pass values reached within 10-d window (within 28-d test period)

Removal of reference substance (DOC or COD) > 70 % within 14 d

Criteria for validity

Percentage of DOC/COD-removal of reference compound = 70 %
within 14 days (OECD 302 B)

Percentage of DOC-removal of reference compound > 40 % within
7 days and > 65 % within 14 days

Average residual amount of test compound in blank tests > 40 %
(OECD 302 C)

Removal curve of DOC or COD in the test suspension indicative for
biodegradation (gradual elimination over days/weeks)

Criteria for poorly soluble test substances
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Table A7_1_1 2-1:

(according to OECD criteria); simulation test

Guideline-methods of EC and OECD for tests on ready/inherent biodegradability

Test EC-method OECD- Test on ready/inherent

Guideline biodegradability

DOC Die-Away-Test C4-A 301A ready

CO; Evolution-Test C.4-C 301B ready

(Modified Sturm Test)

Modified OECD-Screening- C4-B 301E ready

Test

Manometric Respirometry C4-D 301F ready

MITI-I-Test CA4-F 301C ready

Closed-Bottle-Test C4-E 301D ready

Zahn-Wellens-test C.9 302B Inherent

Modified MITI-Test (IT) - 302C Inherent

Modified SCAS-Test C.12 302A Inherent

Simulation Test with activated C.10 302A Simulation TestV

Sewage (Coupled Units-Test)

1) Test for the determination of the ultimate degradation of test material under conditions which simulate
the treatment in an activated sludge plant

Table A7 1 1 _2-2:

Inoculum / Test organism

Criteria Details

Nature Activated sludge

Species not applicable

Strain not applicable

Source Activated sludge from laboratory plants with municipal

waste water

Sampling site

Laboratory plants with municipal waste water

Laboratory culture

Cultured in the laboratory wastewater plant

Method of cultivation

The test substance, a defined inorganic medium and as
inoculum activated sludge from a municipal sewage
plant or laboratory plant were mixed and aerated at
room temperature up to 28 days.

Preparation of inoculum for exposure

The inoculum was washed with drinking water

Pretreatment

No adaptation

Initial cell concentration

1 g/l dry weight
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Table A7_1_1 2-3: Test system

Criteria Details

Culturing apparatus DOC analyser

Number of culture flasks/concentration 1

Aeration device Yes

Measuring equipment DOC-analyser

Test performed in closed vessels due to significant volatility of TS No

Table A7_1_1 2-4: Test conditions

Criteria Details

Composition of medium According to guideline OECD 302 B:

Stock solutions:

(a) Potassium dihydrogen orthophosphate, KH,PO4: 8.5 g
Dipotassium hydrogen orthophosphate, KoHPO4: 21.75 g
Disodium hydrogen orthophosphate dihydrate, Na,HPO4.2H,0: 33.4 g
Ammonium chloride, NH4Cl: 0.5 g

Water: ad. 1 litre.

PH:7.4.

(b) Calcium chloride, anhydrous, CaCl,: 27.5 g

or Calcium chloride dihydrate, CaCl,.2H,0: 36.4 g

water: ad 1 litre.

(c) Magnesium sulphate heptahydrate, MgS04.7H,0: 22.5 g
water: ad 1 litre.

(d) Iron (IIT) chloride hexahydrate, FeCl3.6H,O: 0.25 g
water: ad. 1 litre.

Preparation of mineral medium:

10 ml of solution (a)

800 ml water

1 ml of solutions (b), (c) and (d)

water: ad. 1 litre

Additional substrate No addititional substrate

Test temperature 20-25°C

pH Date Day BWI1 KS1 PS1

pH pH pH

26.6.95 0 7.0 6.9 7.1
26.6.95 0.125 7.8 7.9 7.8
27.6.95 1 7.2 7.2 7.3
30.6.95 4 7.0 5.3 7.2
3.7.95 7 6.7 8.1 6.8
5.7.95 9 6.9 7.2 nv
6.7.95 10 7.1 7.1 7.2
10.7.95 14 7.0 7.1 7.0
13.7.95 17 6.8
17.7.95 21 6.8
20.7.95 24 6.9
23.7.95 27 7.0
24.7.95 28 7.1

Aecration of dilution water | According to the guideline

Suspended solids 1g/l
concentration
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Other relevant criteria No other information

Table A7_1_1_2-5: Pass levels and validity criteria for tests on ready biodegradability

fulfilled

not fulfilled

Pass levels

70% removal of DOC resp. 60% removal of ThOD or ThCO,

Pass values reached within 10-d window (within 28-d test period)
- not applicable to MITI-I-Test
- 14-d window acceptable for Closed-Bottle-Test

Criteria for validity

Difference of extremes of replicate values of TS removal at
plateau (at the end of test or end of 10-d window) < 20%

Percentage of removal of reference substance reaches pass level by
day 14

Criteria for poorly soluble test substances

Table A7_1_1 2-6: Pass levels and validity criteria for inherent biodegradability tests

fulfilled

not fulfilled

Pass levels

20% removal (DOC or COD);

not relevant,
specific
analysis

Pass values reached within 10-d window (within 28-d test period)

not relevant,
inherent
method

Removal of reference substance (DOC or COD) > 70 % within 14 d

Criteria for validity

Percentage of DOC/COD-removal of reference compound = 70 %
within 14 days (OECD 302 B)

Percentage of DOC-removal of reference compound > 40 % within
7 days and = 65 % within 14 days

Average residual amount of test compound in blank tests > 40 %

(OECD 302 C)

Removal curve of DOC or COD in the test suspension indicative for
biodegradation (gradual elimination over days/weeks)

X, with
specific
analysis

Criteria for poorly soluble test substances
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Reliability
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Table A7 1 _3-1:

Classification and physico-chemical properties of soils used as adsorbents

Standard soil

Standard soil

Soil specification Bruch West I;:gllzzAg%Sl I;:LZJEZAQ%SZ type type
LUFA 2.3 LUFA6 S

BASF soil sample No. 05/060/03 05/735/03 05/736/03
LUFA soil sample No. Sp2.3 4105 Sp6S 4505
Total nitrogen % 0.15 0.06 0.18 - -
Org.C (%) % 2.54 0.63 211 1.02 1.83
pH-value (CaCly) 7.2 5.8 5.6 5.8 6.8
lon exchange capacity cmol‘/kg 12.7 1.8 7.9 9 18
Water holding capacity 0/100g 40.2 30.5 43.4 35 41.9
Bu k density g/L 1252 1321 1118 1320 1225
Particle size distribution USDA
Clay <0.002mm % 11.4 2.4 5.6 8.8 42.2
Silt  0.002 - 0.05 mm % 24.6 6.9 9.7 28.8 36.1
Sand 0.05-2.0 mm % 64.0 90.7 84.7 62.5 21.7
Soil class Sandy loam sand Loamy sand Sandy loam clay
Particle size distribution DIN
Clay <0.002mm % 11.4 2.4 5.6 8.6 39.1
Silt  0.002 - 0.063 mm % 27.6 7.6 105 325 39.2
Sand 0.063 - 2.0 mm % 61.0 89.9 83.9 59.4 21.8
Soil class loamy sand sand Loamy sand Salr;g)r/nsilt Clayey loam
Granular size DIN
0.63-2.0mm % 1.6 2.7 0.6 24 3.6
0.2-0.63mm % 20.7 32.9 42.2 25.9 9.0
0.063 - 0.2 mm % 38.7 54.3 41.1 31.1 9.2
0.020 - 0.063 mm % 13.6 3.6 4.8 19.7 154
0.006 - 0.020 mm % 8.7 2.0 35 10.3 13.9
0.002 - 0.006 mm % 5.3 2.0 2.2 25 9.9
<0.002 mm % 11.4 2.4 5.6 8.6 39.1
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Section A7.4.1.1 Acute toxicity to fish
Annex Point ITA7.1
Reliability 2
Acceptability acceptable
Remarks -

COMMENTS FROM ...
Date Give date of comments submitted
Materials and Methods  Discuss additional relevant discrepancies referring to the (sub)heading numbers and

Results and discussion
Conclusion

Reliability
Acceptability

Remarks

to applicant's summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Table A7_4 1 1-2: Dilution water

Criteria Details

Source Prepared from demineralized water

Alkalinity

Hardness ~ 2.6 mmol/l

pH ~8.0

Oxygen content > 8 mg/l

Conductance

Holding water different from dilution water No
Table A7 4 1 1-3: Test organisms

Criteria Details

Species/strain Leuciscus idus

Source P. Eggers, Hohenwestedt, Germany

Wild caught No

Age/size Body length: 6,4 cm

Body weight: 1,9 g
Kind of food

Amount of food

Feeding frequency

Pretreatment adaptation
Feeding of animals during test No

Table A7 4 1 1-4: Test system
Criteria Details
Test type Static
Renewal of test solution
Volume of test vessels
Volume/animal
Number of animals/vessel 10

Number of vessels/ concentration

Test performed in closed vessels due to significant
volatility of TS
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Table A7_4 1 1-5: Test conditions
Criteria Details
Test temperature 20°C
Dissolved oxygen > 6 mg/l
pH About 8.0
Adjustment of pH
Aeration of dilution water
Intensity of irradiation
Photoperiod
Table A7_4 1 _1-6: Mortality data
Test-Substance Mortality
Concentration
(nominal) Number Percentage
[mg/1] 24h 48h 72h 96 h 24 h 48 h 72 h 96 h
0 0 0 0 0
46,4 0 0 0 0
68,1 0 0 0 0
100 0 0 0 0
147 0 2 2 2
215 0 1 5 9
316 0 3 9 10
464 3 10 10 10
681 2 10 10 10
Temperature [°C] 20
pH 7.7-7.9
Oxygen [mg/l] 7.8-8.3
Table A7_4 1 1-7: Effect data
48 h [mg/1]! 95%cl. 96 h [mg/1]! 95 % c.l.
LCo >100 >100
LCso 340 171
LC1o00
! effect data are based on nominal (n) concentrations
Table A7 4 1 1-8: Validity criteria for acute fish test according to OECD Guideline 203
fulfilled Not fulfilled
Mortality of control animals <10% X
Concentration of dissolved oxygen in all test vessels > 60% saturation X
Concentration of test substance >80% of initial concentration during test X
Criteria for poorly soluble test substances n.a
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Table A7_4_1_2-2: Dilution water

Criteria Details

Source M4 water, special test water

Alkalinity

Hardness 2.7 mmol/L

pH 8

Ca / Mg ratio 4:1

Na /K ratio

Oxygen content saturated

Conductance 550-650 uS/cm

Holding water different from dilution water

Table A7 4_1 2-3:

Test organisms

Criteria Details

Strain Daphnia magna Strauss

Source Institute National Recherche Chimique Appliquée,
France.

Age 2 — 24 hours at the start of the test

Breeding method

Kind of food —

Amount of food None

Feeding frequency —

Pretreatment e.g. acclimation

Feeding of animals during test No

Table A7_4 1 _2-4: Test system

Criteria Details

Renewal of test solution No

Volume of test vessels 10 ml

Volume/animal 0,5 ml per animal
Number of animals/vessel 5
Number of vessels/ concentration 4

Test performed in closed vessels due to significant
volatility of TS




Dr. Wolman GmbH A7.4.1.2
K-HDO

Competent Authority Austria Page 7 of 7
Table A7_4_1_2-5: Test conditions

Criteria Details

Test temperature 18-22°C

Dissolved oxygen >3

pH 8

Adjustment of pH No

Aeration of dilution water

Quality/Intensity of irradiation Artificial light

About 1 — 8 pE /m? s) in the range of 400 — 700 nm
Photoperiod Day : night - thythm 16 : 8 hours

Table A7 4 1 2-6:

Immobilisation data

Test-Substance

Concentration Immobile Daphnia
(nominal) Number Percentage Oxygen pH | Temperature
[mg/l] [mg/l] [°C]
3h | 6h | 24h 48h 3h| 6h| 24h 48h 48 h 48 h 48 h
100 0 1 2 0 5] 10 8.8 8 19.5-20.4
50 0 1 1 0 51 5 8.8 8 19.5-20.4
25 0 0 0 0 0] 0 8.8 8 19.5-20.4
12.5 0 0 0 0 0] 0 8.8 8.1 19.5-20.4
6.25 0 0 0 0 0] 0 8.8 8.1 19.5-20.4
Table A7_4_1_2-7: Effect data
ECso! 95 % cl. ECy! ECioo’
3h >100 mg/I(n) > 100 mg/1 (n) > 100 mg/1 (n)
6h >100 mg/l (n) > 100 mg/1 (n) > 100 mg/1 (n)
24 h [mg/1] > 100 mg/1 (n) > 100 mg/1 (n) > 100 mg/1 (n)
48 h [mg/1] >100 mg/l (n) > 100 mg/1 (n) > 100 mg/1 (n)

! effect data are based on nominal (n) concentrations

Table A7 4 1 2-8:

Validity criteria for acute daphnia immobilisation test according to OECD

Guideline 202
fulfilled Not fulfilled
Immobilisation of control animals <10% X
Control animals not staying at the surface X
Concentration of dissolved oxygen in all test vessels >3 mg/1 X
Concentration of test substance >80% of initial concentration during test X

Criteria for poorly soluble test substances
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Table A7_4 1 3-1: Preparation of TS solution for poorly soluble or volatile test substances
Criteria Details
Dispersion
Vehicle

Concentration of vehicle

Vehicle control performed

Other procedures

Table A7 4 1 3-2: Test organisms

Criteria Details

Species Desmodesmus subspicatus

Strain Chodat SAG 86.61

Source SAG (collection of algal cultures, Go6ttingen)

Laboratory culture

Yes

Method of cultivation

Exponentially growing algae are cultured under defined conditions for
several generations, and multiplication of cells is determined under the
influence of test substance in relation to an untreated control. Test
temperature was 23 °C. Test duration was 72 hours.

Pre-treatment

Seed-culture:
A seed culture was incubated for 7 days at 23°C + 2 °C.
Final cell density: 343 x 10* cells/ml

Pre-culture:

Seed-culture was taken to inoculate a pre-culture (initial cell density: 1 x
10* cells/ml). The pre-culture was incubated for 3 days at 23 °C + 2 °C.
final cell density: 31 x 10* cells/ml.

Initial cell concentration

approx. 10* cells/ml

Table A7 4 1 3-3: Test system

Criteria

Details

Volume of culture flasks

250 ml

Culturing apparatus Erlenmeyer-flask
Light quality Permanent illumination,
Colour of light is universal white, (Osram)
Procedure for suspending algae Shaking
Number of vessels/ concentration 3

volatility of TS

Test performed in closed vessels due to significant | No, Erlenmeyer flasks were plugged with gas-

permeable silicon-sponge caps
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Table A7 4 1 3-4: Test conditions
Criteria Details
Test temperature 23+2°C
pH
Aeration of dilution water No
Light intensity 60-120 pE/m?s]
Colour of light is universal white, L 25(Osram)
Photoperiod Permanent illumination
Table A7 4 1 _3-5: Cell concentration data
’éest-Substa.nce Cell density (parameter fluorescent, mean values)
(n(:)r:;;a:;;)atlon Measured Percent of control
[ml/1] 0h 24 h 48 h 72 h 0h 24 h 48 h 72 h
0 30 146 621 2393 100 100 100 100
0,39 29 134 612 2452 98 92 99 102
0,78 30 136 572 2565 102 93 92 107
1,56 29 141 597 2488 98 97 96 104
3,13 28 140 583 2720 96 96 94 114
6,25 29 136 598 2945 99 93 96 123
12,5 29 138 649 3184 98 94 104 133
25 31 120 445 2346 103 82 72 98
50 29 95 280 1422 99 65 45 59
100 28 80 191 592 94 55 31 25
3.  Tables for Applicant's Summary and Conclusion
31 Validity criteria for algal growth inhibition test according to OECD Guideline 201
Fulfilled Not fulfilled
Cell concentration in control cultures increased at least by a factor of 16 within X
3C(()irfiz,/Zntration of test substance >80% of initial concentration during test X
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Criteria for poorly soluble test substances
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Table A7_4_1_4-2: Inoculum / Test organism

Criteria Details

Nature activated sludge

Species not applicable

Strain not applicable

Source laboratory wastewater plant treating municipal

sewage

Sampling site

Laboratory wastewater plant

Laboratory culture

Cultured in the laboratory wastewater plant

Method of cultivation

Laboratory wastewater plant

Preparation of inoculum for exposure

The inoculum was washed with drinking water

Pretreatment

Aeration for 24 h

Initial cell concentration

1 g/l dry weight

Table A7 4 1 4-3: Test system

Criteria

Details

Culturing apparatus

Erlenmeyer flasks (250 ml volume)

Number of culture flasks/concentration

171

Aeration device

Shaking

Measuring equipment

pH-electrode, O;-electrode

Test performed in closed vessels due to significant | No
volatility of TS
Table A7_4_1_4-4: Test conditions
Criteria Details
5.3.1  Test temperature 20+2°C
532 pH 7,5+/-0,5
5.3.3  Aeration of dilution water According to guideline

5.3.4  Suspended solids concentration

1 g/l dry weight
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19

72

2,29/2,34

73775

Mean

94

Determination of the test item in the test samples at test item concentration of nominal 50,0

mg/L (two replicates).

Age Concentration % of nominal
Days Hours measured (mg/L)
0 0 51,8/53,3 104 /107
2 48 51,9/51,0 104 /102
10 0 51,3 /54,0 103 /108
12 48 52,0/51,1 104 /102
16 0 51,4/52,5 103 /105
19 72 48,2 /48,8 96 /98
Mean 103

At the lowest test concentration of 0,39 mg/L, the measured concentration is below the

limit of quantification.

Under the test conditions, the test item was sufficiently stable during the test medium
renewal periods of 48 and 72 hours.

Since the determined concentrations at the nominal test concentrations of 3,13 and 50,0

mg/L were well within the range of 80 % to 120 %, all reported results are related to

nominal concentrations of the test item.
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Table A7_4_3_4-2: Dilution water
Criteria Details
Source The synthetic medium Elendt “M4” is used for the culture and test. The medium is
prepared on the basis of an ultrapure, deionised water
Salinity Reported
Hardness 2.5 mmol/l (=250 mg/L) as CaCO;
PH 8.0+0.5
Ca / Mg ratio About 4:1
Na /K ratio No mention in the test report
Oxygen content Approx. 8,5 mg/L
Conductance No mention in the test report
TOC No mention in the test report
Holding water different | The cultivation of the parental daphnia is performed in the same kind of test water as
from dilution water used in the test.
Table A7_4_3 4-3: Test organisms
Criteria Details
Strain / Clone Daphnia magna STRAUS, CLONE 5
Source UBA, Germany
Age 6.5 — 20,5 hours at start of the test
Breeding method Standard laboratory conditions. Similar temperature
and light conditions as in the test.
Kind of food Green algae of the species Scenedesmus subspicatus
Amount of food 0,1 — 0,2 mg/daphnia/day
Feeding frequency Daphnia are fed at least each working day
Pretreatment No pre-treatment described in the test report
Feeding of animals during test The daphnia were fed each working day with green
algae. The amount of food was based on the
concentration of total organic carbon (TOC) in the
food suspension.
Amount of TOC/daphnia and day:
Days 0 — 3: 0,1 mg TOC/daphnia
Days 4 — 6/10 — 12: 0,15 mg TOC/daphnia
Days 13/17 — 20: 0,2 mg TOC/daphnia
Day 7: 0,3 mg TOC/daphnia
Day 14: 0,5 mg TOC/daphnia
Table A7_4_3 4-4: Test system
Criteria Details
Test type Semistatic
Renewal of test solution The test media of all test concentrations and of the

control were renewed on days 3,5,7,9,12,14,16 and 19
of the exposure period (every Monday, Wednesday
and Friday). By that, a total of 9 treatments were
performed.
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Volume of test vessels

100 ml glass beakers containing 80 ml test media

Volume/animal 8 ml test media /animal
Number of animals/vessel 10
Number of vessels/ concentration 1

Table A7_4_3_4-5:

Test performed in closed vessels due to significant
volatility of TS

No mention in the test report

Test conditions

Criteria Details

Test temperature 21 °C

Dissolved oxygen > 8.1 mg/l

pH 7.7-8.5

Adjustment of pH No mention in the test report

Table A7_4 3 4-6:

Aeration of dilution water

No mention in the test report

Quality/Intensity of irradiation

390-450 lux

Photoperiod

Light regime: 16 h light / 8 h dark

Validity criteria for invertebrate reproduction test according to OECD

Guideline 211
fulfilled Not fulfilled
Mortality of parent animals < 20% at test termination X
Mean number of live offspring produced per parent animal surviving at test X

termination > 60

Criteria for poorly soluble test substances
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Table A7 5 1 1-1: Microbial sample / Inoculum
Criteria Details
Nature Soil sample
Sampling site: Country: Germany
Federal state: Sachsen
Municipality: Canitz
Field name: Schlag 34/3
Land owner: Wassergut Canitz

Geographical reference on the sampling site

GPS position: 12.694435960 degrees East
51.403774567 degrees North

Data on the history of the site

Cultivation:
At soil removal (2004)
Pre-cultivation (2003)
Application of fertilizers:

fallow ground
fallow ground

Organic fertilizer: none
Inorganic fertilizers: none
Last application of plant
protection products: none

Use pattern

Agricultural soil

Depth of sampling [cm]

20 cm

Sand / Silt / Clay content [% dry weight]

Particle size distribution (%):

- sand (2 - 0.063 mm) 50.2
- silt (0.063 - 0.002 mm) 39.1
- clay (<0.002 mm) 10.7
pH 6.6
Organic carbon content [% dry weight] 1.46

Nitrogen content [% dry weight]

Nmin (mg/100 g d m.): 0.99
Total-N (%): 0.14

Cation exchange capacity [cmol'/kg]

12.15

Initial microbial biomass

24.37 mg C/100 g d.m. = 1.67 % compared to Corg

Reference of methods

Collection / storage of samples

The soil was removed to a depth of 20 cm as mixed
samples. Because the soil was wet, it was carefully
dried at room temperature. Afterwards the soil was
passed through a 2 mm mesh sieve.

The soil was stored at a temperature of 4°C in
containers under aerobic conditions in the dark

Preparation of inoculum for exposure

1200 g soil d.w. per vessel was weighed in the mixing
vessel of a mixing machine. The test item was
dissolved in water and the test solution was then
mixed with the soil in the mixing machine. Water was
added to the soil to achieve a moisture of 45 % of
WHC. The incubation was carried out in new plastic
vessels. The water content of the soil in each test
vessel was determined weekly and ranged with values
from 16.27 g to 16.62 g/100 g soil d.w. within the
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required range (40 — 50 % of WHC). Water loss was
compensated when necessary.

Pretreatment

Table A7 5 1 1-3: Test system

Criteria Details

Culturing apparatus 500 ml reaction flasks
Number of vessels / concentration 3

Aecration device —

Measuring equipment Mettler-balance AG204

Mettler-balance PB1502
Sartorius-balance LC220S
Mixing machine “Kitchen aid”
Respirometer BSB-digi (Selutec)
Digital pH-meter MV-870

Data logger Testo 175

Drying oven

Test performed in closed vessels

The assay is based on the determination of O
consumption of soil samples after glucose-induced
respiration in a closed system for at least 24 hours.

Table A7_5 1 1-4: Application of test substance

Criteria

Details

Application procedure

mixed directly to soil

Carrier

Concentration of liquid carrier [% v/V]

Liquid carrier control

Other procedures

Table A7 5 1 _1-5: Test conditions

Criteria Details
Organic substrate 0.4 % Glucose
Incubation temperature 20+2°C

Soil moisture

45 % of WHC

Method of soil incubation

The method is base on the initial respiratory response
of microbial populations to which a carbon and
energy source has been added (substrate-induced
respiration, SIR)

Aeration
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Section A7.5.1.1/04 Inhibition to microbial activity (terrestrial)
Annex Point I1A7.4

D (%) = deviation to control

SD = standard deviation

CV (%) = coefticient of variation
I+ = 9% stimulation; - = % inhibition
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Table A7 5 1 1-1: Microbial sample / Inoculum

Criteria Details

Nature Soil sample

Sampling site:

Wassergut Canitz, Germany, Sachsen

Geographical reference on the sampling site

GPS position: 12.694435960 degrees East
51.403774567 North

Data on the history of the site

No treatment with organic or inorganic fertilizers

Use pattern

Cultivation:

At soil removal (2004): fallow ground
Pre-cultivation (2003): fallow ground

Depth of sampling [cm]

After uprooting the vegetation cover, the soil was
removed to a depth of 20 cm as mixed samples

Sand / Silt / Clay content [% dry weight]

Particle size distribution (%):

- sand (2 - 0.063 mm) 50.2
- silt (0.063 -0.002 mm)  39.1
- clay (<0.002 mm) 10.7
pH 6.6
Organic carbon content [% dry weight] 1.46 %

Nitrogen content [% dry weight]

Nmin: 0.99 mg/100 g soil d.w.
Total-N: 0.14 %

Cation exchange capacity [cmol+/kg]

12.15

Initial microbial biomass

24.37 mg C/100 g soil d.w. =1.67 % compared to
Corg.

Reference of methods

Collection / storage of samples

The soil was removed to a depth of 20 cm as mixed
samples. Because the soil was wet, it was carefully
dried at room temperature. Afterwards the soil was
passed through a 2 mm mesh sieve. Subsequently,
the soil was stored at a temperature of 4°C in
containers under aerobic conditions in the dark

Preparation of inoculum for exposure

Pretreatment

Before the start of the test the following parameters
were determined:

- pH-value
- Soil moisture
- Maximum water-holding capacity (WHC)

Table A7_5 1 1-3: Test system

Criteria

Details

Culturing apparatus

Plastic vessels

Number of vessels / concentration

The soil of each treatment was incubated as a series
of 3 replicates.

Aeration device

The tops of the vessels used permitted an air
exchange with negligible moisture leakage (< 1%
loss)




Dr. Wolman GmbH
Competent Authority Austria

A7.5.1.1/04
Page 8 of 8

K-HDO

Measuring equipment

Mettler-balance AG204
Mettler-balance PB1502
Sartorius-balance LC220S
Autoanalyzer II (BRAN+LUEBBE)
Digital pH-meter MV-870

Data logger Testo 175

Drying oven

Test performed in closed vessels No
Table A7 5 1 1-4: Application of test substance
Criteria Details

Application procedure

The test item was dissolved in water and mixed with
the soil by means of a hand-stirrer

Carrier

Concentration of liquid carrier [% v/V]

Liquid carrier control

Other procedures

Table A7 5 1 _1-5: Test conditions

Criteria

Details

Organic substrate

0.5 % Lucerne meal

Incubation temperature

20 £ 2°C in a climatic room

Soil moisture

Water was added to the soil to achieve a moisture of 45 % of
WHC. The water content of the soil in each test vessel was
determined weekly and ranged with values from 16.00 to
16.86 g/100 g soil d.w. within the required range (40 — 50 %
of WHC). Water loss was compensated when necessary.

Method of soil incubation

The incubation of the prepared soil was carried out in new
plastic vessels (500 ml) under the following conditions:

- Temperature: 20 + 2 °C in a climatic room

- Illumination: darkness

- Water content of soil: approx. 45 % of WHC

- Test duration: 28 days

Aeration

The tops of the vessels used permitted an air exchange with
negligible moisture leakage (< 1% loss)
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Table A7 5 1 2-1: Preparation of TS solution
Criteria Details

Type and source of dilution water

Deionised water

Alkalinity / Salinity

Hardness

pH

Oxygen content

Conductance

Holding water different from dilution water

In case of the use of an organic solvent

Dispersion

Vehicle

Concentration of vehicle

Vehicle control performed

Other procedures

Table A7_5 1 1-2: Test organisms

Criteria

Details

Species/strain

Earthworm FEisenia foetida (SAVIGNY) 1826,
subspecies Eisenia fetida andrei (BOUCHE)

Source of the initial stock

The animals were originally purchased from “W.
Neudorff GmbH KG”

Culturing techniques

Breeding medium: Mixture of horse manure, straw,
peat (1:1:1)

Breeding conditions:

- Breeding cages (50 cm x 40 cm x 30 cm)

- constant diffuse light

- Temperature: about 20 °C

- Moist soil

- pH:about7

Age/weight

Adult worms (about 6 months old with clitellum)
Weight: 330 — 476 mg/worm

Pre-treatment

24 hours acclimatization to test conditions
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Table A7 5 1 1-3: Test system

Criteria Details

Atrtificial soil test substrate

10 % sphagnum peat

20 % kaolinite clay

0.5 % calcium carbonate

69.5 % industrial quartz sand (more than 50 % of the
particles between 0.05 mm and 0.2 mm)

deionised water

Test mixture

Mixing time: 2 x 1 minute for each replicate
Rotations per minute: 240

Size, volume and material of test container

1 litre glass container

Amount of artificial soil (kg)/ container

About 750 g wet weight corresponding to 556 g dry
weight of artificial soil with about 35 % water
content.

Nominal levels of test concentrations

0, 100, 500, 1000 mg/kg dry weight of the artificial
soil)

Number of replicates/concentration 4
Number of earthworms/test concentration 40
Number of earthworms/container 10

Light source

Continuous illumination

Test performed in closed vessels due to significant | No
volatility of test substrate

Table A7_5 1 2-4: Test conditions
Criteria Details
Test temperature 18 -21°C

Water content

35.1 — 35. 3 % at the beginning and 34.6 — 35.3 % at
test termination corresponding to 52.8 — 53.1 % and
52.0 — 53.1 % of water holding capacity

pH Test initiation: 5.9 — 6.0
Test termination: 5.8 — 5.9
Adjustment of pH No

Light intensity / photoperiod

Continuous illumination, 600 1x

Relevant degradation products
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Table A7_5 1 2-5: Mortality data
Test Substance Mortality
Concentration
(nominal) Number Percentage
[mg/kg artificial soil] 7d 14d 7d 14 d
0 0 0 0 0
100 0 0 0 0
500 0 0 0 0
1000 0 0 0 0
Temperature [°C] 18 -21°C
pH 5.8-6.0
water content 35.1 -35.3 % at the beginning and 34.6
—35.3 % at test termination correspon-
ding to 52.8 — 53.1 % and 52.0 — 53.1 %
of water holding capacity
Table A7 5 1 2-6: Effect data
14 d [mg/kg soil]! 95 % cl.
LCo > 1000
LCso > 1000
LC100 > 1000
! data are based on nominal (n) concentrations
Table A7_5 1 2-7: Validity criteria for acute earthworm test according to OECD 207
Fulfilled Not fulfilled
Mortality of control animals < 10% X
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Table A7 5 1 _3-1:

Preparation of TS solution for poorly soluble or volatile test substances

Criteria Details
Dispersion Yes
Vehicle Quartz sand

Concentration of vehicle

The required amount of the test substance was given
to about 13 g of quartz sand and mixed well. This
mixture was blended with about 1316 g of dry test
substrate (corresponds to about 1500 g moist soil
with a water content of 40% WHC(max)).

Vehicle control performed No

Other procedures No

Table A7 5 1 3-2: Dilution water

Criteria Details

5.3.1 Source Not applicable, test substance was not diluted in
water

5.3.2  Alkalinity / Salinity Not applicable

5.3.3  Hardness Not applicable

534 pH Not applicable

5.3.5  Oxygen content Not applicable

5.3.6  Conductance Not applicable

5.3.7  Holding water different from dilution water Not applicable
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Table A7_5 1 3-3: Test plants

Family Species Common name Source

(seed/plant)
Dicotyledonae 5.3.8  Brassicaceaec | 5.3.9  Brassica 5.3.10 oilseedrape | 5.3.11 10
napus

5.3.12 Fabaceae 5.3.13  Vicia sativa 5.3.14 vetch 53.15 10
Monocotyledonae | 5316 Poaceae 53.17 Avenasativa |53.18 oats 53.19 10
Table A7_5_ 1 3-4: Test system
Criteria Details
5.3.20 Test type Growth chamber test
5.3.21 Container type PVC plant pots with an upper internal diameter of 85 mm, covered by plastic

Petri-dishes until the beginning of emergence

5.3.22 Seed germination In the controls the germinability was > 5 healthy plants

potential
5.3.23 Identification of the | Not reported
plant species

5.3.24 Number of replicates | 4

5.3.25 Numbers of plants 40 seeds per concentration
per replicate per
dose

5.3.26 Date of planting 29. Nov. 2005 (start of exposure of the seed)

5.3.27 Plant density 10 dry seeds per plant and plant pot, after germination of at least 5 plants in each
pot of the control, the seedlings in all pots were reduced to five uniform
distributed plants.

5.3.28 Date of test 29. Nov. 2005 (start of exposure of the seed)

substance
application

5.3.29 High of plants at Not applicable, the test substance was incorporated into the soil with quartz sand

application at various concentrations and seeds were sown

5.3.30 Date of Measurement of emergence: Daily, beginning with the emergence of the first

phytotoxicity rating seedlings and ending after 17 days.

or harvest Measurement of plant length, fresh weight and dry weight: At the end of the
exposure period after 15 days when 5 of the seedlings have emerged in all
controls

5.3.31 Dates of analysis Concentration control analyses in the soil matrix were not carried out.
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Table A7_5 1 _3-5: Test conditions

Criteria

Details

5.3.32  Test type

Emergence rate and growth inhibition test with higher plants

5.3.33 Method of
application

The required amount of the test substance was given to about 13 g of quartz sand and
mixed well. This mixture was blended with about 1316 g of dry test substrate
(corresponds to about 1500 g moist soil with a water content of 40% WHC(max)).

5.3.34 Application
levels

0, 1000, 500, 250, 125, 62.5 mg/kg based on technical test substance

5.3.35 Dose rates

0, 1000, 500, 250, 125, 62.5 mg/kg based on technical test substance

5.3.36  Substrate
charac-
teristics

Field soil type 2.3; the soil was unsterile and sieved to 5 mm before using in the test.
Max. water holding capacity (WHCmax) | 35.0 £ 3.0 g/100g dry weight

pH value 5.8 + 1.8 (calcium chloride method)
Organic carbon 1.02+0.16 %

Particle sizes <20um 204+£22%

Soil typ (according to USDA) loamy sand

Soil typ (according to German DIN) loamy sand (IS)

Water content 10.7 g/100g DM

The soil was prepared at the 10 Nov 2005. 27 kg of the delivered soil with a water content
of 10.7 g/100g DM were mixed with 805 g demineralised water in a 60 L barrel. The
barrel was closed with a cap. After that the soil was incubated until use at room
temperature.

5.3.37 Watering of

Daily pouring with de-ionized water, beginning with the emergence of the first seedlings.

the plants Using de-ionized water with an conductivity of < 0.5 pS/cm.
5.3.38 Tempera- 20+2 °C
ture
5.3.39 Thermo- Not appropriate
period
5.3.40 Light White light source, light intensity: Mv 7000 + 500 Lux, measured on a level with the plant
regime pots, measured at the beginning of the exposure, Light rhythm: day/night (on/off): 16/8

hours

5.3.41 Relative

Relative Humidity: 60 - 80 %

humidity Soil humidity in the exposure phase: 45 % (of maximum water holding capacity)
5.3.42 Wind Not appropriate

volatility
5.3.43 Observation Measurement of Daily, beginning with the emergence of the

periods and emergence: first seedlings and ending after 17 days.

duration of Measurement of plant = At the end of the exposure period after 15 days

test length, fresh weight when 5 of the seedlings have emerged in all

and dry weight: controls

Test termination date: = 10.02.2006

5.3.44 Pest control

Not appropriate

5.3.45 Any other
treatments
and
procedures

Daily pouring with de-ionized water, beginning with the emergence of the first seedlings.
Using de-ionized water with an conductivity of < 0.5 uS/cm.

Sowing depth: oats approx. 15 mm
oilseed rape approx. 5 mm
vetch approx. 10 mm
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Table A7_5 1 _3-6a: Effective phytotoxicity after test termination - Avena sativa

Test Substance Absolute Numbers Per cent relative to control
Concentration
(nominal) Sprout | Plant | Plant Germination | Sprout | Plant | Plant Germination
[mg/kg] length | dry fresh length |dry fresh

weight | weight weight | weight
0 320 0.1899 [2.4743 |8.8 100.00 |100.00 100.00 100.00
62.5 328 0.2044 [2.4687 [9.5 102.50 | 107.64 99.77 107.95
125 307 0.1743 [2.1436 |8.3 95.94 | 91.79 86.63 94.32
250 312 0.1765 [2.1094 [9.8 97.50 | 92.94 85.25 111.36
500 301 0.1285 | 1.6827 |8.8 94.06 | 67.67 68.01 100.00
1000 281 0.1335 [ 1.4417 |9.8 87.81 | 70.30 58.27 111.36
Temperature [°C] 202 | 202 | 20+2 20+2
Relative humidity 60-80| 60-80| 60-80 60 - 80
[Yo]

Table A7_5 1 _3-6b: Effective phytotoxicity after test termination - Brassica napus

Test Substance Absolute Numbers Per cent relative to control
Concentration
(nominal) Sprout | Plant | Plant Germination | Sprout | Plant | Plant Germination
[mg/kg] length | dry fresh length |dry fresh

weight | weight weight | weight
0 100 0.1023 |2.0483 |7.3 100 | 100.00 | 100.00 100.00
62.5 94 0.0851 | 1.9152 |6.5 94 | 83.19 93.50 89.04
125 90 0.0667 | 1.5925 |8.3 90 | 65.20 77.75 113.70
250 67 0.0235 10.7707 |7.3 67 | 2297 37.63 100.00
500 50 0.0273 | 0.4025 |8.3 50 | 26.69 19.65 113.70
1000 41 0.0770 10.2194 |9.0 41 | 75.27 10.71 123.29
Temperature [°C] 202 | 202 | 20+£2 20+2
Relative humidity 60-80|60-80| 60-280 60 - 80
[Yo]
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Table A7_5 1 3-6¢: Effective phytotoxicity after test termination - Vicia sativa

Test Substance Absolute Numbers Per cent relative to control
Concentration
(nominal) Sprout | Plant | Plant Germination | Sprout | Plant | Plant Germination
[mg/kg] length | dry fresh length |dry fresh
weight | weight weight | weight
0 444 | 0.2827 | 2.6713 9.3 100.00 [ 100.00 | 100.00 100.00
62.5 432 | 0.2870 | 2.6632 8.5 97.30 | 101.52 99.70 91.40
125 435 102776 | 2.6143 8.3 97.97 | 98.20 97.87 89.25
250 413 | 0.2713 2.4051 8.8 93.02 | 95.97 90.03 94.62
500 423 | 0.2893 2.5114 8.3 95.27 |102.33 94.01 89.25
1000 394 | 0.2407 1.9632 8.5 88.74 | 85.14 73.49 91.40
Temperature [°C] 202 | 202 | 20+2 20+2
Relative humidity 60-80| 60-80| 60-80 60 - 80
[%]
Table A7 5 1 3-7: Validity criteria for terrestrial plant toxicity according to OECD Guideline for
Testing of Chemicals. No. 208: Terrestrial Plants, Growth Test
Fulfilled Not fulfilled
A minimum of 80 per cent of the control seeds X
produced healthy seedlings
The control seedlings exhibited normal growth X
throughout the test
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Section A8

Measures necessary to protect man, animals and the
environment

Results and discussion

Conclusion
Reliability
Acceptability

8.1.1. Application of K-HDO is restricted to industrial fully automatic systems which
practically exclude any exposure.

For the case of interventions necessary due to failure of the fully automatic system clean
personal protective equipment, including a mask and daily new gloves, is highly
essential. This since the product is a skin irritant and may cause severe damage of the
eye.

Since the knowledge about the potential human toxicity of the biocidal substance K-
HDO will remain limited due to the fact that the absence of alerts for reproductive
toxicity was deduced only from repeated dose toxicity and developmental toxicity
studies, but no reproductive toxicity study was submitted, the biocidal efficacy is
considered to be a sufficient toxicological alert to trigger safety measures for pregnant
and lactating women: Pregnant and lactating women should neither work in the K-HDO
production plant nor with the application of K-HDO nor with the processing of K-HDO
treated wood composites.

For the same reasons and also because the risk assessment for infants exposure chewing
K-HDO treated wood composites resulted in an unacceptable risk the use of K-HDO
treated wood composites has to be restricted to applications where biocidal treatment is
unavoidable which could be construction but definitely excludes indoor living areas
applications with the potential of direct human contact. This requirement is also in line
with Article 3.7. of BPD 98/8/EC that aims to limit the use of biocide to the minimum
necessary.

Since no analytical methods and no toxicological risk assessment for K-HDO
contamination in food and feeding stuff was provided the use of K-HDO treated wood
composites must exclude applications that may lead to contact with food and feeding
stuff or contamination thereof.

8.1.2 Furthermore, the inner lining of the containers should consist of polyethylene (PE).
Temperatures should not drop below -12°C, since otherwise crystallisation may occur.
8.3.1.

general advice: Remove contaminated clothing
if inhaled: keep patient calm, move to fresh air, summon medical help.

contact with eyes: In case contact lenses are in the eye, remove them immediately; wash
for 10 to 15 minutes under running (no pressure) and warm water
with eyelids held open or preferably if available with an eye washing
bottle; consult an eye specialist.

on ingestion: Rinse mouth immediately with water and drink some water, summon
medical aid.

on skin contact: wash thoroughly with soap and water
8.5. Additionally, according to the European waste list 2001/118/EEC the following

waste classification is proposed: The six-digit code for wastes from wood preserving
agents should start with 03 02 XX.

8.7. Since K-HDO doesn’t fulfil the criteria for List I, it is classed in List II, because it
is a biocide. There are no additives or impurities in the active substance as manufactured
which fall within the scope of the Lists.

See above
n.a.

acceptable
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