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QUALITY ASSURANCE REPORT

Inspection of the routine and repetitive procedures that constitute the study is process based

(as defined by OECD) and is designed to encompass the major phases at or about the time this

study was in progress.

This report has been audited by Safepharm Quality Assurance Unit, and is considered to be an

accurate account of the data generated and of the procedures followed.

In each case, the outcome of QA evaluation is reported to the Study Director and Management on

the day of evaluation. Audits of study documentation, and process inspections appropriate to the

type and schedule of this study \ilere as follows:

$ 31 January 2006 Protocol Compliance Audit

01,08 February 2006 VaPour Pressure

$ 3l March 2006 Draft RePort Audit

$ Date of QA Signature Final Report Audit

$ Evaluation specific to this study

il;;,,.,,,,M I 2 APR 2006DATE:

*Authorised QA Signatures:
Head of Department: JR Pateman CBiol MIBiol DipRQA AIQA FRQA

Deputy Head of Departrient: JM Crowther MIScT lvfRQA
Senior Audit Staff: JV Johnson BSc MRQA; G Wren ONC MRQA
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GLP COMPLIANCE STATEMENT

The work described was perfonned in compliance with UK GLP standards (Schedule l, Good

Laboratory Practice Regulations 1999 (SI 1999/3106 as amended by SI 2004/0994)). These

Regulations are in accordance with GLP standards published as OECD Principles on Good

Laboratory Practice (revised 1997, ENVilvfC/CHEM(98)17); and are in accordance with, and

implement, the requirements of Directives2004l9lEC and 2004/10/EC.

These intemational standards are acceptable to the Regulatory agencies of the following

countries: Australia, Austria, Belgium, Canada, the Czech Republic, Denmark, Finland, France,

Germany, Greece, Hungary, Iceland, Ireland, Israel, løIy, Japan, Republic of Korea,

Luxembourg, Mexico, The Netherlands, New Zealand, Norway, Poland, Portugal, Slovenia,

South Africa, Spain, Sweden, Switzerland, Turkey, the United Kingdom, and the United St¿tes of

America.

This report frrlly and accurately reflects the procedures used and data generated.

DATE: I 2 APR 2000

S P Tremain

STUDY DIRECTOR
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TrÍclocarban (TCC) CAS# l0l-20-2¿

DETERMINATION OF VAPOUR PRESSURE

SUMMARY

Method" The test procedure was Method A4 specified in Commission Directive 92169/EEC

(which constitutes Annex V of Council Directive 67/54SIF;EC).

ResalL The test material has been determined to have a vapour pressure of 4.6 x 10'll Paat25oC,
using a vapour pressure balance.
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Triclocarban (TCC) CAS# l0l-20-2t

DETERMINATION OF VAPOUR PRESSURE

1. INTRODUCTION

The vapour pressure of the test material has been determined. The method employed was

Method A4 specified in Commission Directive 92/69|EEC (which constitutes Annex V of Council

Directive 67 I 5 48 IEEC).

Testing was conducted between 09 February 2006 and 14 February 2006.

2. TEST MATERIAL

2.1 Description,IdentificationandStorageConditions

Sponsor's identification : Triclocarban (TCC) CAS# l0l-20-2
Description

Batch number

Date received

Storage conditions

white powder

CHPHNAOl96

02 February 2006

room temperature, in the dark

The integrity of supplied data relating to the identþ, purity and stability of the test material is the

responsibility of the Sponsor.

3. ARCHIVES

Unless instructed otherwise by the Sponsor, all original data and the final report will be retained

in the Safepharm archives for five years, after which instructions will be sought as to further
retention or disposal.
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4.

4.1

VAPOUR PRESSURE

Method

The vapour pressure was determined using a vapour pressure balance with measurements being

made at several temperatures and linear regression analysis used to calculate the vapour pressure

at 25 "C. Testing was conducted using Method A4 of Commission Directive 92/69!EEC (which

constitutes Annex V of Council Directive 67/548|EEC).

4.1.1 Procedure

The vapour pressure was determined using a vapour pressure balance. The temperature of the

sample was controlled electronically. The mass and temperature readings were recorded

automatically into a computer file.

A diagram of the cross-section of the vapour pressure balance is represented in Figure 4.1. After
evacuating the system, opening the shutter above the sample oven causes the escaping vapour jet

to be directed at the scale pan. The difference in mass readings with the orifice covered and

uncovered is proportional to the vapour pressure at the given oven temperature.

A sequence of runs was started after a sample of test material had been under vacuum for
approximately 7l% hours. Temperature and pressure readings were taken between 185 and 195 oC

with a one how dwell at 185 oC between runs.
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X'igure 4.1 Schematic Diagram of the Apparatus Used

Microbalance

Oven

Glass viewing panel

Balance pan

Shuttor with orifice

Test sample
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4.1.2 Calculation

The vapour pressure is related to the observed mass difference by Equation 4.1.

Equation 4.1

vo = 
fu'g.A

where:

Vp : vapour pressure (Pa)

ãrL : mass difference (kg)

g : acceleration due to gravity (9.813 m s-2)

A = area of the orifice (7.06858x10t*1

Vapour pressure is related to temperature by Equation4.2.

Equation 4.2

Logro [vp(Pa)]= , tlolt 
,=r. +intercept

temperature (Ç

A plot of Log¡e Vp (Pa) versus reciprocal temperature (l/T(K)) therefore gives a straight line

graph.

The vapour pressure of the sample was measured over a range of temperatures to enable

extrapolation to 298.15 K.
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4.2 Results

Run 1

A plot of Log¡s (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run I gives the

following statistical data using an unweighted least squares treatment.

Slope -8051.338

Standard deviation in slope 211.728

Intercept 16.836

Standard deviation in intercept 0.457

The results obtained indicate the following vapour pressure relationship:

Logto Op (Pa): -8051.338 /temp(K) + 16.836.

The above yields a vapour pressure (Pa) at 298.15 K \¡rith a common logarithm of -10.169.

Temperature

cc)
Temperature

(K)

Reciprocal
Temperature

(K-')

Mass

Difference
(pe)

Mass

Difference
(kg)

Vapour
Pressure (Pa)

Log¡e Vp

86 459.15 0.002177937 t42.55 r.426F.-07 0.t9789592t -0.703563 157

87 460.15 0.002t73204 153.37 1.534E.07 0.2129t6853 -0.671789961

88 461.15 0.002168492 175.02 1.7508-07 0.242972600 -0.614442699

89 462.15 0.002163800 184.78 1.848E-07 0.256521980 -0.590875416

90 463.t5 0.0021s9128 208.78 2.0888-07 0.289840129 -0.537841485

9l 464.15 0-0021s4/.76 224.08 2.241E.-07 0.311080449 -0.s07127283

92 465.15 0.002149844 243.6t 2.436E.-07 0.338r93093 -0.47083s267

93 466.15 0.002145232 270.46 2.7058-07 0.37546777t -0.425427335

194 467.t5 0.002140640 279.8t 2.798E.-07 0.388447967 -0.4t0667147

195 468.15 0.002136067 308.29 3.0838-07 0.427985s03 -0.368570941
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Run 1 - Graph of Logro Vapour Pressure vs Reciprocal Temperature
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Run 2

Temperature

ec)
Temperature

(K)

Reciprocal
Temperature

(K'')

Mass

Difference
(pe)

Mass

Difference
(ke)

Vapour
Pressure (Pa)

Log¡e Vp

86 459.15 0.002177937 28.72 1.287F.-07 0.178696338 -0.747884348

87 460.15 0.002173204 39.13 l.39lE-07 0.193 14808s -0.714109594

88 461.15 0.002t68492 49.79 t.498F.-07 0.207946896 -0.682047558

89 462.t5 0.002163800 63.46 l.635E-07 0.226924358 -0.644118884

90 463.15 0.002159128 81.28 l.8l3E-07 0.251663084 -0.599180486

9l 464.ts 0.002rs$76 96.66 1.967F-07 0.273014464 -0.563814344

92 465.15 0.002149844 210.57 2.106E.-07 0.292325t08 -0.534133882

93 466.15 0.002145232 231.89 23198-07 0.32t922730 -0.492248358

94 467.15 0.002140640 252.80 2.528F-07 0.35095 I 167 -0.4s47s3309

95 468.15 0.002136067 278.27 2.783F.07 0.386310052 -0.413063991

A plot of Logle (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run 2 gives the

following statistical data using an unweighted least squares treatment.

Slope -8002.269

Standard deviation in slope 98.951

Intercept 16.675

Standard deviation in intercept 0.213

The results obtained indicate the following vapour pressure relationship:

Logro ffp (Pa)) : -8002.269/temp(K) + 16.675.

The above yields a vapour pressure (Pa) at 298.15 K with a common logarithm of -10.164.
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Run 2 - Graph of Logls Vapour Pressure vs Reciprocal Temperature
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Run 3

Temperature

cc)
Temperature

(K)

Reciprocal
Temperature

(K'')

Mass

Difference
(pe)

Mass

Difference
(ke)

Vapour
Pressure (Pa)

Log¡s Vp

185 458.15 0.002182691 1t5.3'7 t.t54E-07 0.1601631 l8 -0.795437486

186 459.15 0.002t77937 127.17 t.272F.-07 0.t76s44541 -0.753145707

t87 460. l5 0.0021?3204 133.03 1.3308-07 0.t84679722 -0.733580788

188 461.15 0.002t68492 143.93 1.439F-07 0.19981 l7l5 -0.699379053

189 462.15 0.002163800 157.52 l.s75E-07 0.2186781l6 -0.660194676

190 463.|s 0.002159128 171.03 l.7l0E-07 0.237433458 -0.624458083

l9l 464.15 0.002ts4476 185.84 1.858E-07 0.257993532 -0.588391 182

192 465.t5 0.002149844 202.92 2.029F.-07 0.28t704948 -0.ss0205525

t93 466.|s 0.002145232 215.62 2.t568-07 0.299335802 -0.52384t337

t94 467.15 0.002140640 239.70 2.397E-07 0.332765011 -0.47786234s

r95 468. I s 0.002136067 260.29 2.603F-07 0.36t349206 -0.442072895

A plot of Logro (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run 3 gives the

following statistical data using an unweighted least squares treatment.

Slope -7539.449

Standard deviation in slope 123.884

Intercept 15.657

Standard deviation in intercept 0.267

The results obtained indicate the following vapour pressure relationship:

Logto ffp (Pa)) = -7539.449/temp(K) + 15.657.

The above yields a vapour pressure (Pa) at 298.15 K with a cornmon logarithm of -9.631 .
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Run 3 - Graph of Loglo Vapour Pressure vs Reciprocal Temperature

l/Temp(K)
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Run 4

Temperature
("c)

Temperature
(K)

Reciprocal
Temperature

(K'')

Mass

Difference

tue)

Mass

Difference
(ke)

Vapour
Pressure (Pa)

Log¡e Vp

186 459.15 0.002t77937 116.43 t.l64E-07 0.161634669 -0.797465481

187 460.15 0.002173204 122,45 r.225F-07 0.169991972 -0.769571589

188 46t.t5 0.002168492 t34.4t r.3448-07 0. I 865955 l6 -0.729098798

189 462.rs 0.002163800 144.99 r.4508-07 0.201283266 -0.696192329

190 463.15 0.002159128 158.42 1.584E-07 0.2t9927547 -0.657720370

l9l 464.ts 0.002154476 t74.28 t.7438-07 0.241945290 -0.6t6282827

192 465.15 0.002149844 194.62 t.946F.-07 0.270182421 -0.56834291I

193 466.15 0.002145232 211.06 2.tttE-07 0.2930053s3 -0.s33124445

194 467.t5 0.002140640 230.83 2.308E-07 0.3204511'78 -0.494238127

195 468.15 0.002r36067 255.40 2.554F-07 0.3s4s60633 -0.450309486

A plot of Log¡e (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run 4 gives the

following statistical data using an uil¡/eighted least squares treatment.

Slope -8338.890

Standard deviation in slope 177.961

Intercept 17.355

Standard deviation in intercept 0.384

The results obtained indicate the following vapour pressure relationship:

Logro Op (Pa)) : -8338.890/temp(K) + 17.355.

The above yields a vapour pressure (Pa) at 298.15 K \¡/ith a common logarithm of -10.613.
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Run 4 - Graph of Logro Vapour Pressure vs Reciprocal Temperature
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Run 5

Temperature
("c)

Temperature
(K)

Reciprocal
Temperature

ß'')

Mass

Difference
(rrg)

Mass

Difference
(kg)

Vapour
Pressure (Pa)

Log¡s Vp

185 4s8.15 0.002t82691 108.38 1.0848-07 0.150459207 -0.822s81232

186 459.15 0.002177937 tt2.77 l.l28E-07 0.156553652 -0.805336798

187 460.15 0.002t73204 128.56 1.2868-07 0.t78474217 -0.7484245t5

188 461.15 0.002t68492 137.02 1.370E-07 0.1902 I 8864 -0.720746416

189 462.15 0.002r63800 t44.83 1.4488-07 0.201061145 -0.696671848

190 463.15 0.002159128 t61.02 l.6l0E-07 0.223s37013 -0.6506s0s56

19l 464.rs 0.002t54476 178.51 1.785E-07 0.2478t7614 -0.605867829

t92 465.t5 0.002149844 r93.65 1.937F.-07 0.26883s813 -0.570512877

t93 466.15 0.002145232 213.01 2.t30F.07 0.295712453 -0.s29130386

t94 467.t5 0.002140640 235.06 2.35tF-07 0.326323502 -0.48635t647

195 468.15 0.002136067 2s4.18 2.542E.-07 0.352866961 -0.452389003

A plot of Log¡6 (vapour pressure (Pa)) versus reciprocal temperature (l/T(K)) for Run 5 gives the

following statistical data using an unweighted least squares treatment.

Slope -8141.034

Standard deviation in slope 177.361

Intercept 16.934

Standard deviation in intercept 0.383

The results obøined indicate the following vapour pressure relationship:

Logro Op (Pa)): -8141.034/temp(K) + 16.934.

The above yields a vapour pressure (Pa) at 298.15 K with a common logarithm of -10.371.
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Run 5 - Graph of Logro Vapour Pressure vs Reciprocal Temperature
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Run 6

Temperature

cc)
Temperature

(K)

Reciprocal
Temperature

(K')

Mass

Difference
(pe)

Mass

Difference
(kg)

Vapour
Pressure (Pa)

Log¡s Vp

185 4s8.15 0.002182691 106.51 1.065E-07 0. r47863 168 -0.830139994

186 459.15 0.002177937 tt6.92 t.t69E-07 0.t623149ts -0.78964t572

187 460.15 0.002173204 r24.49 1.2458-07 0.t72824014 -0.76239s912

188 461. l5 0.002168492 l3 l.l6 t.3t2E-07 0.182083683 -0.739728971

189 462.15 0.002163800 143.85 1.439E.-07 0.t99700654 -0.6996205t3

190 463.15 0.002159128 164.03 1.640E-07 0.2277t5664 -0.642607094

l9r 464.15 0.002154476 176.32 t.7638-07 0.244'.777333 -0.6t1228802

192 465.15 0.002149844 192.83 1.928E.-07 0.267697443 -0.572355777

r93 466.|s 0.002145232 204.06 2.041F-07 0.283287560 -0.547772496

194 467.t5 0.002140640 226.52 2.265F.07 0.314467794 -0.502423826

A plot of Log¡¡ (vapour pressure (Pa)) versus reciprocal temperature (l/T(K)) for Run 6 gives the

following st¿tistical data using an unweighted least squares treatment.

Slope -7827.430

Standard deviation in slope 212.348

Intercept 16.250

Standard deviation in intercept 0.459

The results obtained indicate the following vapour pressure relationship:

Logro Op (Pa)) : -7827.430/temp(K) + 16.250.

The above yields a vapour pressure (Pa) at 298.15 K with a common logarithm of -10.004.
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Run 6 - Graph of Logro Vapour Pressure vs Reciprocal Temperature
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Run 7

Temperahue
("c)

Temperature
(K)

Reciprocal
Temperature

(K'')

Mass

Difference
(pe)

Mass

Difference
(ke)

Vapour
Pressu¡e (Pa)

Log¡e Vp

8'.7 460. l5 0.002173204 l 18.63 l.l86E-07 0.164688833 -0.783335848

88 461.15 0.002168492 127.58 1.276E.-07 0.t77113726 -0.751747781

89 462.15 0.002163800 r44.10 t.44lE-07 0.200047718 -0.698866398

90 463.15 0.002159128 t54,76 1.548E-07 0.214846529 -0.667871658

9l 464.ts 0.002t54476 169.08 l.69lE-07 0.234726358 -0.629438140

92 465.15 0.002149844 183.23 1.832F.07 0.2s4370183 -0.594533797

93 466.15 0.002145232 205.69 2.0s''tB-07 0.285550417 -0.5443t720t

94 467.t5 0.002140640 227.66 2.277F.-07 0.3 r6050406 -0.s00243647

95 468. l5 0.002136067 245.48 2.455F-07 0.340789132 -0.467514264

A plot of Logl6 (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run gives the

following statistical data using an unweighted least squares treatment.

Slope -8617.040

Standard deviation in slope 159.406

Intercept 17939

Standard deviation in intercept 0.343

The results obtained indicate the following vapour pressure relationship:

Logro Op (Pa)) = -8617.040/temp(K) + 17.939.

The above yields a vapour pressure (Pa) at 298.15 K with a common logarithm of -10.962.



SPL PROJECT IIIUMBER: 222410001 PAGE 23

Run 7 - Graph of Logls vapour Pressure ys Reciprocal Temperature
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Run I

Temperature
("c)

Temperature
(K)

Reciprocal
Temperature

(K'')

Mass
Difference

(pe)

Mass

Difference

ße)

Vapour
Pressure (Pa)

Logro Vp

185 458.15 0.002182691 104.23 1.042E.-07 0.r44697944 -0.839537641

186 459.15 0.002177937 112.77 t.t28E-07 0.1565s3652 -0.805336798

187 460.15 0.002t73204 tzt.40 r.2t4B-0'l 0.168534303 -0.t73311692

188 461.15 0.002168492 127.66 1.277F'07 0.177224786 -0.75147ss39

189 462.t5 0.002r63800 r38.32 1.3838-07 0.t92023s97 -0.tt664s398

r90 463.rs 0.002159128 1s2.40 1.5248-07 0.211570245 -0.674545412

l9l 464.15 0.002154476 170;70 r.707F-07 0.236975333 -0.625296858

t92 465.15 0.002149844 187.79 1.8788-07 0.260700632 -0.583857917

193 466.15 0.002t45232 204.88 2.049F.-07 0.284425930 -0.s46030813

194 467.15 0.002140640 226.93 2.269E.-07 0.3 l 5036979 -0.501638466

195 468.15 0.002136067 246.70 2.467F-07 0.342482804 -0.465361229

A plot of Logro (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run 8 gives the

following statistical data using an unweighted least squares treatment.

Slope -8174.706

Stândard deviation in slope 226.46\

Intercept 16.989

Standard deviation in intercept 0.489

The results obtained indicate the following vapour pressure relationship:

Logro Op (Pa)) : -8174.706/temp(K) + 16.989.

The above yields a vapour pres$re (Pa) at 298.15 K with a common logarithm of -10.429.
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Run I - Graph of Logro Vapour Pressure vs Reciprocal Temperature
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Run 9

Temperature
('c)

Temperature
(K)

Reciprocal
Temperature

K'')

Mass

Difference
(pe)

Mass

Difference
(kg)

Vapour
Pressure (Pa)

Log¡6 Vp

186 459.ts 0.002177937 ttt.47 l. I l5E-07 0.154748918 -0.8t0372378
t87 460.1s 0.002173204 t20.66 t.207F.-07 0.167506993 -0.775967058
r88 46t.ts 0.002168492 128.80 1.2888-07 0.178807398 -0.747614516
189 462.t5 0.002163800 142.23 t.422F-07 0.r97451679 -0.704539169
190 463.t5 0.002t59t28 t54.02 1.5408-07 0.213819220 -0.669953260
r9l 464.|s 0.002154476 168.83 1.688E-07 0.234379294 -0.6300807s8
192 465.15 0.002149844 t87.79 1.878E-07 0.260700632 -0.583857917
193 466.ts 0.002145232 204.63 2,046F.-07 0.284078866 -0.546561074
t94 467.15 0.002140640 224.t6 2.2428-07 0.311191509 -0506972261
195 468.ts 0.002t36067 243.69 2.437E.07 0.338304153 -0.470692671

A plot of Log¡e (vapour pressure (Pa)) versus reciprocal temperature (l/T(K)) for Run 9 gives the

following statistical data using an unweighted least squares treatment.

Slope -8267.554

St¿ndard deviation in slope 128991

Intercept 17.187

Sønda¡d deviation in intercept 0.278

The results obtained indicate the following vapour pressr¡re relationship:

Logro ffp (Pa) = -8267.554/temp(Ç + 17.187.

The above yields a vapour pressure (Pa) at 298.75 K with a common logarithm of -10.542.
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Run 9 - Graph of Logro Vapour Pressure vs Reciprocal Temperature
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Run 10

Temperature
("c)

Temperature
(K)

Reciprocal
Temperature

(K')

Mass

Difference

0te)

Mass

Difference
(ke)

Vapour
Pressure (Pa)

Log¡s Vp

187 460.15 0.002t73204 I 18.14 l.l8lE-07 0.164008587 -0.785133412

188 46t.t5 0.002168492 126.85 t.269F.-07 0.176100299 -0.75423990'.1

189 462.15 0.002163800 142.39 t.4248-07 0.197673800 -0.704050889

190 463.15 0.002159128 t53.21 t.s32E-07 0.212694732 -0.672243266

l9l 464.t5 0.0021544'76 168.42 1.6848-07 0.233810109 -0.63n36716

t92 46s.15 0.002t49844 180.87 1.809E-07 0.251093899 -0.600163840

193 466.\s 0.002t45232 197.80 1.978F-07 0.27459'.1076 -0.561304091

t94 467.1s 0.002140640 220.34 2.203F.07 0.305888371 -0.514437034

195 468.15 0.002t36067 237.91 2.379F.07 0.330280032 -0.481tt7682

A plot of Log¡6 (vapour pressure (Pa)) versus reciprocal temperature (l/T(K) for Run l0 gives

the following statistical data using an unweighted least squares treatment.

Slope -8232.625

Standard deviation in slope 126.246

Intercept 17.104

Standard deviation in intercept 0.272

The results obtained indicate the following vapour pressure relationship:

Logto Op (Pa)) : -8232.625ltemp(K) + 17.104.

The above yields a vapour pressure (Pa) at 298.15 K with a common logarithm of -10.509.
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Run 10 - Graph of Logl6 Vapour Pressure vs Reciprocâl Temperature
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Summary of Results

Run Logro [Vp(25'C)]

I -10.169

2 -10.164

3 -9.631

4 -10.613

5 -10.371

6 -10.004

7 -10.962

I -ro.429

9 -10.542

t0 -10.509

Mean -10.339

Vapour Pressure 4.6 x l0-lr Pa

The test material did not change in appearance under the conditions used in the determination.

4.3 Conclusion

The vapour pressr¡re of the test material has been determined to be 4.6 x l0-ll Paat25 oC.
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Appendix 1 Statement of GLP Compliance in accordance with Directive2004l9tBC

lDìì Department
\- ' of Health

THE DEPARTMENT OFHEAXTH OFTHE GOVER}IMENT
OFTHE T'I\IITED KINGDOM

GOOD LABORATORY PRACTICE

S.IA*IEMENTOFCOMPLIANCE
IN ACCORDANCE WTTII DIRECTIVE aTO4I9IEC

LABORÄTORy IESTTYPE

S¡fePh¡rm L¡bonto¡'les Ltd. Anatytic¡l Chemístry
Sh¡rdlow Buslne¡s Psrk Environment¡l F¡te
London Ro¡d Environmcnt¡l ToÍcity
Sh¡rdlow MutrgenlcltY
Dcrby PhYs/ChemTesting
DEf¡2zGL Tolcolog¡

DATE OFINSPECTION

30û August 2üt5

A general inspection for compliance with the Principles of Good l¿bora¡ory Prastice

was canied outatthe above laboratory as part of the UK GLP Compliance Programme.

At the time of inspection no deviations were found of sr¡ffcient mapitude to affect

the validig of non-clinical studies performed at these faoilities.

PACE 3I

ry*%,*
Mr. Bryan J. Wright
Head, LiK GLP Monitoring Authority


