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The leaching of C14-C17 chloroalkanes out of the test item 30% MCCP containing pulverised PU 
foam in aqueous media modified to Globally Harmonized System of Classification and Labelling 
of Chemicals (GHS), Rev. 5, Annex 10 (2013) and OECD No. 29 (2001) was performed from 
2016-08-16 to 2016-09-14 at Noack Laboratorien GmbH. 
30% MCCP containing pulverised PU foam was prepared by the sponsor as cured and freeze
grinded particles with a size of< 2 mm (99.9%, for details please refer to part 6.1) to increase the 
surface of the test item. The test item was determined as limit loading of 1 mg/Lin ISO Test water 
(according to OECD 202 Annex 3) for a test period of 28 days. Analytical evaluation of the 
substances of interest C14-C17 chloroalkanes was performed in triplicate at the end of the 
exposure phase (28 days) via GC-MS/MS by measuring the total concentration of chlorinated 
alkanes. 

The determined concentrations in three replicates and the control were between 0.730 µg/L and 
< LOQ (limit of quantification of 0.4 µg/L). The results are summarized in Table 1; for details of 
the analytical method, please refer to part 4. 

Table 1: Summary of the Measured Concentrations of C14-C17 chloroalkanes 

C14-C17 Chloroalkanes 

Limit Loading 1 mg/L 

Sampling Date Control 
Replicate 1 Replicate 2 

Meas. cone. Meas. cone. Meas. cone. 

[µg/L] [µg/L] [µg/L] 

2016-09-13 
< LOO 0.7251) 0.7302) 

(28 d) 

LOQ Limit of quantification (0.4 µg C14-C17 chloroalkane /L) 

Meas. cone. 

1) 

2) 

Measured concentration of C14-C17 chloroalkane 

Reanalysed on 2016-09-14, mean value of two samples 

Reanalysed on 2016-09-14, mean value of three samples 

Replicate 3 

Meas. cone. 

[µg/L] 

< LOO 

Measured concentrations of C 14-C 17 chloroalkanes were below the NOEC of 10 µg/L (lowest 
NOEC for C14-C17 chloroalkanes for aquatic invertebrates and the corresponding PNEC of 
1 µg/L (freshwater) as reported on REACH dissemination Webpage, Reg no.: 01-2119519269-
33-0000, status November 2016. 
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2 Test Item 

2.1 Test Item Properties 

TEST ITEM 

Batch number 

Substance of interest / content 

Preparation of the 
test item 

CAS-No. 

Physical state at 
room temperature 

Expiry date 

Stability under 
test conditions 

Recommended storage 

30% MCCP containing pulverised PU foam 

2 

Product contains C14-C17 chloroalkanes (30.4%); chlorine 
content 45.31% 

The preparation of the powder was carried out 
by the sponsor as follows: 

A mixture of the raw materials, including C14-C17 
chloroalkanes, was placed in a pressure vessel and a propellant 
mixture of iso-butane and dimetylether was added. The 
pressure vessel was homogenized by shaking and was kept at 
room temperature for two days (formation of pre-polymer). 
Several samples of the foam (beads) were taken (approx. 1 cm 
0) and kept at -18 °C for 24 h until complete hardening. The 
cured foam was pulverized by grinding. 

85535-85-9 

Solid, powder 

2020-11-13 

Assumed to be stable 

< 23 °C, protected from light, store dark 

The test item and the information concerning it were provided by the sponsor. 
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2.2 Test Facility Actions 

Receipt 

Identification parameters 

Retention sample 

Storage conditions 

2015-11-13 

Name, physical state and consistency 

At least 1 g has been retained on 2015-12-01 and stored at 
6 ± 2 °C. 

At 6 ± 2 °C, protected from light, in a tightly closed container. 
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3 Method 

TEST GUIDELINES 

TYPE AND PURPOSE 
OF THE STUDY 

TEST SYSTEM 

The study was performed modified to: 
Globally Harmonized System of Classification and Labelling of 
Chemicals (GHS), Rev. 5, Annex 10 (2013) 
"Guidance on transformation/dissolution of metals and metal 
compounds in aqueous media" 

and 

OECD Number 29 (2001) 
"Guidance document on transformation/dissolution of metal 
compounds in aqueous media" 

The study was performed in compliance with GLP. For the 
respective guidelines please refer to the part 9 'Literature'. 

Review of labelling of the product according to Regulation (EC) 
No. 1272/2008 (CLP). The leaching of the substance of interest 
into aqueous media in 28 days was measured at concentrations 
below the NOEC. 

ISO Test water, according to OECD 202, Annex 3 (see test 
medium) 

3.1 Experimental Procedure 

Test Item 

Limit loading 

Partical size 

Test solution 

30% MCCP containing pulverised PU foam 

A limit loading of 1 mg 30% MCCP containing pulverised PU 
foam/L was tested. 

The determination of the particle size of fractions of 30% MCCP 
containing pulverised PU foam was part of a non-GLP 
measurement using analytical sieves with the mesh width 1 mm 
and 2 mm. For results see section 6.1. 

The test solution was freshly prepared with test medium prior to 
application. For preparation see 'application'. 
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Control 

Duration 

Replicates 

Test vessels I volume 

Test medium 

Temperature 

pH value 

Dissolved oxygen 
concentration 

Light conditions 

Application 

Agitation 

Sampling 

Test medium without test item 

28 days 

Three replicates of the limit loading per sampling day and one 
control replicate 

Glass bottles / 1 OOO ml 

Table 2: ISO Test Water, according to OECD 202, Annex 3 and 

OECD Number 29 (2001) 

Component 

KCI 

NaHC03 

CaCl2. 2 H2o 

MgS04 · 7 H20 

20 ± 2 °C 

approx. 7.8; see part 6.4 

;,,;; 5.95 mg/L 

Low light conditions 

Concentration [mg/L] 

5.76 

64.8 

294 

123 

The test vessels were rinsed successively with demineralized 
water, acetone and n- hexane. After drying, the test medium was 
filled into the test vessels and the pH value as well as the 
concentration of dissolved oxygen was measured in each vessel 
after at least 30 min standing. 1 mg of the test item was weighed 
out for each test vessel containing 1 OOO ml test medium. These test 
vessels as well as control replicate were agitated. 

Shaker (150 rpm) 

At least three samples were taken from each test vessel of the limit 
loading on day 7, 14, 21 and 28. Sampling was performed directly 
from the test vessels while separating the medium from the test 
item (left standing for at least 1 h). Samples from the control were 
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TYPE AND FREQUENCY 
OF MEASUREMENTS 

Procedure control 

Equipment 

Reagents 

taken on day 28. Samples were stored at 6 ± 2 °C after sampling 
and until analysis. 

The total concentration of C14-C17 chloroalkanes (MCCP) of the 
limit loading (three ·replicates) and the control were analysed via 
GC-MS/MS at the end of the study (day 28). Additional samples 
were taken at day 7, day 14 and day 21 from additional replicates 
and stored at 6 ± 2 °C. The concentration of dissolved oxygen 
and the pH value was measured at the start (day 0) and at the 
end (day 28) of the study. The temperature was measured 
throughout the whole study. 

The test medium was spiked threefold with Cerechlor S45 at 1 x 
LOO level at the end of the study (day 28) and was analysed with 
the test samples. 

Analytical balances (SARTORIUS) 
Oximeter and pH-Meter, HQ 40d multi (HACH) 
Shaker (EDMUND BOHLER) 
Thermohygrograph (LUFFT) 
Datalogger (TESTO) 

Demineralized water, generated in house 
Magnesium sulphate heptahydrate, MgS04 * 7 H20, ~ 99%, batch: 
156240496 (ROTH) 
Sodium hydrogen carbonate, NaHC03, 99.5%, batch: 076233841 
(ROTH) 

Calcium chloride dihydrate, CaCb * 2 H20, ~ 99%, batch: 
BCBR8134V (SIGMA-ALDRICH) 

Potassium chloride, KCI, 99.5%, batch: 475237252 (ROTH) 
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4 Analytical Method 

Analytical evaluation of C14-C17 chloroalkanes was carried out via GC-MS/MS by measuring the 
total concentration of chlorinated alkanes. Matrix matched standards were used for external 
calibration. Two transitions of the same precursor ion (m/z 102) were measured, which is present 
in mass spectra of all chloroalkanes. 
Furthermore, the particle size of 30% MCCP containing pulverised PU foam was determined by 
the dry sieving technique using analytical sieves with the mesh width 1 mm and 2 mm (non-GLP). 

4.1 Analytical System 

Equipment 

Injection 

Injector temperature 

Carrier gas Helium 

Run time 

Retention time 

Gas chromatograph 
Autosampler 

Injector 
Detector 
Software 

Inlet Liner 

Column 

: 78908, AGILENT 
: CHRONECT Robotic RTC PAL, liquid, 

AXEL SEMRAU 
: Optic-4s, GLSCIENCES 
: 7010 Quadrupol-MS/MS, AGILENT 
: MassHunter B 07, AGILENT 

Chrones 4.5.1, AXEL SEMRAU 
Evolution Workstation 4.6.3, 
GLSCIENCES 

: Fritted Liner with Chromosorb for LVI, 
GLSCIENCES 

: HP5-MS, 30 m, 0.25 mm ID, 
0.25 µm film thickness, 
batch: USE723126H, AGILENT 

Large Volume Injection, 100 µL 

55°C, after 82 sec vent time ramping to 300°C with 15°C/sec 

Table 3: GC Temperature Program 

Temperature Heating rate Hold time 
[OC] [°C/min] [min] 

50 0 6 

325 40 6 

2.0 ml/min 

18.875 min 

Approx. 10-16 min 
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Conditions of detection 

Quantification/ 
Reference ions 

Additional equipment 

Additional reagents 

Analytical Standard 

4.2 Sample Preparation 

Preparation of 
standards 

Preparation of samples 
for method validation and 
quality control 

Preparation of samples 

Source Temperature 230 °C 
Ionisation mode 
Scan mode 
Scan method 

Electron ionization (El}, positive 
Centroid 
MS/MS 

m/z 102->67 (quantification), 102->65 (reference) 

Positive-displacement pipette, Microman (GILSON MEDICAL) 

n-Hexane, ~ 95%, VWR 
Sodium sulphate, ~ 99%, SIGMA-ALDRICH 
Acetone,~ 99.7%, VWR 

C14-C17 chloroalkanes, Cereclor S45, batch: 788432, chlorine 
content: 45.31%, INEOS ChlorVinyls, provided by the sponsor 

Stock solutions of 500 mg/L Cereclor S45 were prepared in 
acetone and were diluted to 10 mg/L with n-hexane and further to 
7 concentrations. From these solutions, 10 µL was added to 
990 µL of matrix-matched n-hexane. The matrix-matched 
n-hexane was prepared by extraction of the test medium (control) 
as described under 'preparation of samples'. The resulting 
solutions were used for calibration. For calibration range refer to 
part 4.3 

Stock solutions of 500 mg/L Cereclor S45 in acetone were 
diluted to concentrations of 400 µg/L (for 1 x LOQ and quality 
control) and 800 µg/L (for 2 x LOQ) in acetone. 100 µL of these 
solutions were pipetted into 100 ml test medium. The aqueous 
solution was extracted for 2 min with 5 ml n-hexane. The organic 
phase is separated and dried with Na2S04 and measured without 
further dilution. 

Samples were taken as described above for 'sampling'. The 
aqueous solution was extracted for 2 min with 5 ml n-hexane. 
The organic phase is separated and dried with Na2S04 and 
measured without further dilution. 
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4.3 Validation of Analytical Method 

The analytical method was validated regarding the aspects shown in OECD No. 29 and according 
to SANCO 3029/99 rev.4 (2000) using the following criteria: 

Table 4: Parameter, Acceptance Criteria and Results of the Method Validation 

Parameter Acceptance criteria Result 

At least 5 standard concentrations, 
2 to 30 µg C14-C17 

Linearity chloroalkaneslL (n = 7), 
r2 2: 0.992 

r22: 0.992 

Lowest calibration 
SIN 2: 9 for quantifier ion trace 

2 µg C 14-C 17 chloroalkanes/L, 

level SIN: 31 

Limit of Detection Not determined based on 
SIN 2: 3 for quantifier ion trace 

(LOO) SIN for LOQ 2: 30 

Limit of 0 .4 µg C 14-C 17 chloroalkanes (Cereclor 0.4 µg C14-C17 chloroalkanes 

Quantification (LOQ) S45)/L (Cereclor S45)IL 

Accuracy 
Mean recovery rate of 70-110% (ideally 

1 x LOQ: 98 % (n = 5) 
80-100%) 

(Fortified samples) 
per fortification level (2 levels) 

2 x LOO: 104 % (n = 5) 

Relative standard deviation :s; 20% per 1 x LOQ: 15 % 
Precision 

fortification level 2 x LOQ: 11 % 

Measurement of two transitions of the 

same precursor ion - one quantifier (used m/z 102->67 (quantifier) 

Specificity (GC- for evaluation) and one qualifier (for m/z 102->65 ( qualifier) 

MS/MS) confirmation of the analyte identity) 

Blank values < 30 % of the LOQ Blank values < 30 % of LOQ 

./ Criterion fulfilled 

,/ 

,/ 

,/ 

,/ 

,/ 

,/ 

,/ 

The results of accuracy and precision are presented in Table 5 and demonstrate the validity of 
the analytical method. Mean recoveries of 98% at 1 x LOQ and 104% at 2 x LOQ were obtained. 
The corresponding coefficients of variation were s 15%, indicating a sufficient precision of the 
analytical method. Since chlorinated alkanes are ubiquitous, the analytical background had to be 
corrected by using matrix-matched calibration standards. 
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Fortified concentrations: 0.4 µg/L C14-C17 chloroalkanes (1 x LOQ), 

0.8 µg/L C14-C17 chloroalkanes (2 x LOQ) 

C14-C17 chloroalkanes 

Replicate 1 x LOQ I 2 x LOQ 

Meas. cone. 
% 

Meas.cone. 
% 

[µa/L] [µg/L] 

1 0.412 110 0.761 93 

2 0.485 118 0.935 114 

3 0.323 79 0.714 87 

4 0.384 94 0.830 101 

5 0.400 98 1.04 127 

Mean 0.40 98 0.9 104 

so 0.06 0.1 

CV[%] 15 11 

Meas. cone. = Measured concentration 

% = Percent of fortified concentration 

SD = Standard deviation 

CV = Coefficient of variation 
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5 GLP Issues 

Dates 

Chronological 
test description 

Deviations from the 
test guideline 

Deviations from the 
study plan 

Archiving 

Study initiation 
Experimental starting 
Experimental completion 
Study completion 

• Method Validation 
• Application (experimental starting) 

2016-08-11 
2016-08-16 
2016-09-14 
Please refer to page 1 

• Measurement of the pH value and the concentration of dissolved 
oxygen (day O and day 28) 

• Determination of the concentrations of the substance of interest 
at the end of the study (day 28) 

• Evaluation of data 

The study was performed using test medium without regarding 
the pH value, since no effect of pH on solubility of the substance 
of interest is expected. 

none 

The following will be retained in the archive of the test facility for 
the period as specified in the operative national GLP regulations: 
• all raw data 
• study plan 
• final report 
• all records performed by the quality assurance programme 

including master schedules 
• sample of test item 
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The determination of the particle size of fractions of 30% MCCP containing pulverised PU foam 
was part of a non-GLP measurement using analytical sieves with the mesh width 1 mm and 2 mm. 
The empty sieves and a receiver pan were weighed out and the weight was noted. 50 g of the 
test item were weighed out in the 2 mm sieve, which was covered with the receiver pan. The stack 
was mounted on the sieving machine and sieving was performed for 15 min with an amplitude of 
1.5 mm. Afterwards, the sieve was weighed out and sieving was repeated for 5 min intervals until 
the weighing of two sequent sieving intervals differ less than 0.1 g. The procedure was repeated 
as described above covering the 1 mm sieve. The results are shown in Table 6. 

Table 6: Particle Size Distribution of 30% MCCP containing pulverised PU foam (non-GLP) 

Particle size fraction Mass fraction 

[mm] [%] 

~2 0.08 

<2-~1 5.07 

< 1 94.81 

6.2 Temperature 

The room temperature was monitored with a datalogger or thermohygrograph. The temperature 
was kept at 20 ± 2 °C during the 28 days. 
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6.3 Dissolved Oxygen Concentration 

The dissolved oxygen concentration measured at the start (day 0) and at the end (day 28) of the 
study was> 5.95 mg/L. Results are given in Table 7. 

Table 7: Dissolved Oxygen Concentration in the Test Vessels 

Date 2016-08-16 2016-09-13 
(0 d) (28 d) 

30% MCCP containing pulverised 

PU foam Dissolved oxygen concentration [mg/L] 

Limit Loading 1 mg/L 

Control 7.01 8.17 

Replicate 1 7.03 7.61 

Replicate 2 7.07 7.84 

Replicate 3 7.17 8.01 

6.4 pH Value 

The pH value was measured at the start (day 0) and at the end (day 28) of the study and was 
between 6.97 and 7.94. Exact values are given in the following table. 

Table 8: pH Values in the Test Vessels 

Date 2016-08-16 2016-09-13 
(0 d) (28 d) 

30% MCCP containing pulverised 

PU foam pH value 

Limit Loading 1 mg/L 

Control 7.64 6.92 

Replicate 1 7.94 7.11 

Replicate 2 7.90 7.00 

Replicate 3 7.90 6.97 
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6.5 Concentration of C14-C17 chloroalkanes 

Samples of the limit loading level of 1 mg/L and the control of the test item 30% MCCP containing 
pulverised PU foam were analysed at the end of the exposure phase (day 28). Analytical 
evaluation of the substances of interest C 14-C 17 chloroalkanes was performed from three 
replicates and the control via GC-MS/MS by measuring the total concentration of chlorinated 
alkanes. The determined concentrations were between 0.730 µg/L and < LOQ (limit of 
quantification of 0.4 µg/L) in the replicates and < LOQ in the control. Measurement of three 
replicates of 1 x LOQ level as procedure control indicated validity of the analytical method. The 
results are shown in Table 9 and Table 10. Since the concentrations after 28d were below the 
lowest NOEC data reported for C14-C17 chloroalkanes, no further samples (7 d, 14 d or 21 d) 
were determined. 

Table 9: Determined Concentrations of C14-C17 Chloroalkanes 

C14-C17 Chloroalkanes 

Limit loading 1 mg/L 

Sampling Date 
Control 

Replicate 1 Replicate 2 

Meas. cone. Meas. cone. Meas. cone. 

[µg /L] [µg /L] [µg /L] 

2016-09-13 (28 d) < LOQ 0.7251) 0.7302) 

LOQ 

Meas. cone. 

1} 

2) 

= Limit of quantification (0.4 µg C14-C17 chloroalkane /L} 

= Measured concentration of C14-C17 chloroalkane 

= Reanalysed on 2016-09-14, mean value of two samples 

= Reanalysed on 2016-09-14, mean value of three samples 

Table 10: Measured Concentrations of Procedure Controls 

Nominal concentration: 0.4 µg/L C14-C17 chloroalkanes 

C14-C17 chloroalkanes 

Replicate 
Analyses on 2016-09-13 

(day 28) 

Meas.cone. 
% 

h..1q/Ll 

1 0.398 99 

2 0.260 65 

3 0.437 109 

Mean 0.365 91 

Meas. cone. = Measured concentration of C14-C17 chloroalkanes 

% = Percent of the nominal concentration 

Replicate 3 

Meas. cone. 

[µg /L] 

< LOQ 
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The study was conducted modified to Globally Harmonized System of Classification and Labelling 
of Chemicals (GHS), Rev. 5, Annex 10 (2013) and OECD No. 29 (2001 ). The concentration of 
C14-C17 chloroalkanes was below the limit of quantification (LOQ) of 0.4 µg/L in one replicate. 
Concentrations above the LOQ were measured in two replicates of the limit loading. The 
measured concentrations were 0. 725 µg/L and 0. 730 µg/L and were therefore comparable and 
plausible. For calculation of a variation, the LOQ was taken into account for the third replicate. 
The variation (relative standard deviation) was 31 %. However, since two replicates showed 
comparable concentrations and the variation has to be calculated for at least three replicates, the 
study is estimated as valid. 

8 Conclusions 

30% MCCP containing pulverised PU foam was prepared by the sponsor as cured and freeze
grinded particles with a size of< 2 mm (99.9%, for details please refer to part 6.1) to increase the 
surface of the test item. The test item was determined as limit loading of 1 mg/Lin ISO Test water, 
according to OECD 202, Annex 3 for a test period of 28 days. Analytical evaluation of the 
substances of interest C14-C17 chloroalkanes was performed from three replicates and the 
control via GC-MS/MS at the end of the exposure phase. 
Measured concentrations of C 14-C 17 chloroalkanes were below the NOEC of 10 µg/L (lowest 
NOEC for C14-C17 chloroalkanes for aquatic invertebrates and the corresponding PNEC of 
1 µg/L (freshwater) as reported on REACH dissemination Webpage, Reg no.: 01-2119519269-
33-0000, status November 2016. 
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10 Representative Calibration Curve 

16893 • 7 Levels, 7 Levels Used, 7 Points, 7 Points Used, O OCs 
:{l x106 y=48214.153779'X +351406.241209 
~ 1.8 R"2 = 0.99497282 
8. Type:Linear, Origin:lgnore, Weight:1/x 

£ 1.6 

1.4 

1.2 

0.8 

0.6 

0.4 

150623HW / CLW16893 

Page 23 of 31 

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 
Concentration (µgl) 

Figure 1: Calibration of the analytical Standard Cereclor S45 

( dated 2016-09-14) 
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11 Representative Chromatograms 

Ana.tysls Info 
Data File 
AcqTime 
Position 
Sample Name 
!nj Vol 

20160914_ 140452_2ugl _M.D 
2016-09,.14 14:10 
Tray Holder 2:S1ot2:20 
2ugl_M 
100 

Acq Melhod File 
Sample Type 
Sample 
Chromatogram 

o_ 16893_MRM_ei_Hexan_M_short_50_ 160728 
Calibration 

• /\,t,,¥>'!#:.-•• ';}~'.i#,({cth-._Hi'W;.l 

4 »H"' 

.~ 1-1 

Quantitatk>n Results 
Compound 
16893 

Compound Graphics 
Target Compound 16893 
+ MRM ( 10,Ul ·> 67 .O} 20Hl0914_ 140452,,. 

{;j xto 3 ' 10.64 t min. 

B 6 

5 

4 

3 

2 

oJ--~ 
-1 ·-,---,---,---,---,--r-1 
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8 Hl ,2 14 16 18 
Acquwlion Time (mm) 

Figure 2: Chromatograms of the Lowest Analytical Standard 

0.2 µg/L (dated 2016-09-14) 
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Analysis Info 
Data File 
AcqTime 
Position 
Sample Name 
lnj Voi 

20160914_210318_30ugl _M.D 
2016-09-14 21:08 
Tray Holder 2:S1ot2:26 
30ugl_M 
100 

Acq Method File 
Sample Type 
Sample 
Chromatogram 

0_ 16893_MRM_ei_Hexan_M_short_50_ 160728 
Cafibratioo 

Quantttallon Results 
Compound 
16893 

Compound Graphics 
Target Compound 16893 
+ MAM (102,0 ·"' 67.0} 2016~14_210318 ... 

~ :K104 

s 
0 t,75 

Hi 
l.25 

1 
0.75 

0.5 
0.25 0-1--.------~ 

a 10 12 1, 1s 1s 
Ai:;qvi1,lfiioo Tirrte (mln} 

RT 
13,792 

Response 
1813096 

102.0-> 67 .0 . 102.0 -> 65,0 

'it x10 2 R'-"ti" = 16,7 (!,fl.S %} i 1.4 
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~ 
:, 

~ 0,8 

] 0.6 
a J1 0,4 

0.2 o.,....--~ 
8 10 12 i4 H, Hi 

Acqui,;,t,on Time (tr1£n) 

Figure 3: Chromatograms of the Highest Analytical Standard 

30 µg/L (dated 2016-09-14) 

Cone 
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Analysis Info 
Data File 
AcqTime 
Position 
Sample Name 
lnj Vol 
Acq Method File 
Sample Type 
Sample 
Chromatogram 

Quantitation Results 
Compound 
16893 

Compound Graphics 

20160913_233436_16893_1LOQ3.D 
2016--09-13 23:40 
Tray Holder 2:Slot:2:33 
16893_1LOQ3 
100 
0_16893_MRM_e4_Hexan_M_short_50_160728 
Sample 

u '"' 
~"-"""'"""''n,,.,,,;~., 

RT 
12,361 

Response 
720985 

Target Compound 16893 
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Cone Accuracy 
8,6968 

+ MAM (102,0 ·"' 67,0} 201$0913_2334315.,. 102.0-> 67.0, 102.0-> 65.0 + MRM {10,393-14.8&5 min) (102.0·>-) 2" 
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S 8 
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Figure 4: Chromatogram of a Procedure Control 

0.4 µg/L (dated 2016-09-13) 
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Analysis Info 
Data File 
AcqTime 
Position 
Sample Name 
lnj Vol 
Acq Method File 
Sample Type 
Sample 
Chromatogram 

Quantitation Results 
Comipound 
16893 

Compound Graphics 

20160914_172049_CLW168931_1mg_R11..S.D 
2016-09-14 17:26 
Tray Holder 2:Slot2:37 
CLW168931_ 1mg_R11-3 
100 
0_ 16893_MRM_ei_Hexan_M_short_50_ 160728 
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RT 
12,749 

Response 
1122782 

Target Comipound 16893 
+ MRM (102.0 -> S7.0) 20160914_ 172049... 102.0-> 67.0, 102.0 ·"' 65.0 
~ J<.104 • 12 749 lruh. l x10 2 R;>tfo = 17Jl (6!l.O %) ,: 

8 8 l.4 
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:::, 
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Figure 5: Chromatogram of a Test Item Replicate at Day 28 

Replicate 2 (dated 2016-09-14) 
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Analysis Info 
Data File 
AcqTime 
Position 
Sample Name 
lnjVol 
Acq Method File 
Sample Type 
Sample 
Chromatogram 

Quantitatkm Results 
Compound 
16893 

20160913_195214_CLW168931_Ktr_d28.D 
201&.09-1319:57 
Tray Holder 2:Sfot2:27 
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Sample 

tl' Tl( 

b~.,..,T.,,-,~,< 

RT 
10,654 

Response 
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Compound Graphics 
Target Compound 16893 
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Cone Ac<:uracy 
2,3835 
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2 
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Figure 6: Chromatogram of the Control at Day 28 

( dated 2016-09-13) 
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12 Certificates of Analysis 

12.1 Certificate of Analysis of the Test Item 

S Excellence is our Passion 

Leaching Test 30 % MCCP - Herstellbeschreibung der Probe 

1. Herstellung des Prepolymers 

Zu elnem Gemfsch aus 

-40g 
- 70g 
-204g 
-7 g 
-2g 

Polyethertriol (MW 1000) 
Polypropylenglykol (MW 400) 
Chlorparaffin C14-C17 (45 % Chlor) 
sifikonbaslerter Schaumstabilisator 
2,2-Dimorpholinodiethylether 

werden in einem DruckbeMlter (.Aerosoldose") 

-3489 technisehes MDI 

(CAS 25791-96--2) 
(CAS 25322-69-4) 
{CAS 85535-85-9) 

(CA$ 6425-39-4) 

{CAS 901<$-87-9} 

gegeben. Die Dose wird mit eioom Ventil verschlossen und mit den Trelbmittefn 

- 35 g lsobutan 
- 70 g Oimethy!ether 

beaufschlagt. 

Die Dose wird geschOttelt zur Homogenisierung des Gemischs und zwei Tage lang bei 
Raumtemperatur aufbewahrt zur Abreaktion der Komponenten (Prepolymerbildung}. 

Daraus resultiert elne Chlorparaffin (MCCP) Konzentration von 30,4 % im Prepolymer, 

2. Herstellung der Probe 

Ouren das Ventil werden mehrere Schaumproben in Raupenform entnommen {ea. 1 cm 0) und 
bei-18 °C 24 h lang zur Aushartung gelagert. AnsehlieBend werden die sprOden Raupen bei ~18 
"C manuell in einem MOrser pulverisiert 
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12.2 Certificate of Analysis of Cereclor S45 (External Standard) 

INEOS ChlorVinyls 

Cl:RECLOR 
CB!.TIFlCATE OF ANIILYSIS 

!:)RADE CER!:CLOR :- Ceieo'Cl< $4"5 

CUSTOMER Blletm"AG lATVIA SIA 
l'AXl.'o 
OVAHfltY 2~GS 
SHIPMelT REF.No 81057456 
BATCH No 1252053 
BATCH No 

INEOS"OH..ORVINYLS UMITEO 
Rt.t,IOORN S!lE 
Rl»lOORN, CHESHIRE, WA.7 'JE 
UK 

DATE 03().ll2S)f 4 
CUSTOMS\ OODER No 
RECIPIENT NMII:: 

I ttEREBY CERTIFYTl-'.AT THE W.TERIAL S'JPPLIEO TO YOU AGAJN'ST THEABO'JE OflDERNU~SER CONFCl\~IS 
TO THE~ YSIS SHOINN 85LOW. {D;;NSITY MC VISCOSITY Ci) 25°C (71'f) UNLESS OTliERWISE STA TEO! 

ctwlAClERISTICS 

:COLOUR 
VISCOSllY 
DENSITY 

ClillORI/IIS CONTENT" 

I\PPEAAM'CE 

COMUENTS 

HAll:.N 
POISE 
-., 
%wtw 

ITEST METH00 TEST RESULTS 
1232053 

r=tM 01i0$ 50 
l>l<>I M 0445 1.9& 
ASTM 01,75 (\JI<) 1.1~ 
CK/CER/12.l {Ok) •ut 

CLEM UQUIO fnl!E FROM VISIBLE SUSP.ENOEO MAneR 

D.0.M.03/04/14 

EIN6E6ANGEN 
2 9. April 21W, 

150623HW / CLW16893 
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13 GLP-Certificate of Noack Laboratorien GmbH 

Gewemnu&lcht 
lnN~achsen 

-StaatJlehes GliW'litbealifalcht.amt 
Hlldtshelm 

Gute Lllborpral(f$ / Good Laboratoty PnK:tlce 
GLP-Be~heinlgung / Statement of GLP Complia.nee 

S.... GIJ>.b~tllf. ~ -ll&r Ei<ifl&IUIIQ\di!t 
OCP-GR,ndflllit oePIJ.!!. Chcmilla~ b."W. -
Rkt,.<dnia~""-'!:f4~m! 

181 P~~n; ITesllkiilf 

Noack Labotatorlon Gml>H 
Kath&-Pau!us-Str. 1 

Si 1S7 Samedt 
OEUTSCtllANO 

t - P'°""'1ee,.tstllt 8.tliMUTv de.t lill~&dl
c:hemlsclten ~ uod Oehe11libe&tlmmungen 

4 .• Ollot~$.die Prtllur,gen l!ll ~lmml.llg de! 
A~gen euf aqualf6cl,e 00d mi:reSlmdw! 
0r.g8M!il'l'l8fl 

-5 ~ P~Zlllll Verhalbln im Sooen,. Im Wl3wir 
·Ulld lh dlir Llift. Pnifungoo l'M' B~~laffon und 
·zu, MctobolisiC!NliO 

G- f>nlfongffl•z.ir 8ell1lmmurg WQ!'l R~'"1 

7 - P!Ubl~,Zl!r Be~u'lj de.I ~n lflllf 
Mesce;osmoo und narodit:hll-Oko~ 

9 • ~ P~: Prllfungen zur OentOldzltl!it 
1l!l<i M!IJta9eniWiirl vitro 

Noa-ck Laborato"*-n GmbH 
l<Mhtt,.pautus.-Str. t 
31157 Sars.tedt 
GERMA~ 

4 • en\/irllnfl'll!tl_tal ~ twd'es on aqua!le l!nd 
t.lmK1ria/, org,nism&-

S • SlUdiea or; OOl'laVlour In Wil,lef, soi and air; 
~ulal:lon 

7 • llludies on elfecb; oo mesooosm& and ootur:aJ 
e<:Qty&\ioms 

0111tu<n ~ ,,.,.tiQn I~ ot tnspedio,n 
{r~~1-.<1ay.,..,.,J 

03. - 05. Juni 20-13 / Jun 03Ni - Jun 05111, 2013 
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