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Summary of effects on target organisms and likely concentration at which the active substance will be used.

Section 5.3: Summary table of experimental data on the effectiveness of the active substance against target organisms at different fields of use envisaged, where

applicable
Function | Field  of}|Test Test organism(s) | Test method Test conditions Test results: effects, mode of action, resistance | Reference*
use substance
envisaged
PTO08 MGO02 As Hylotrupes As  described in|As described in | Ageing Treating ~ Mean Larvae Average Berry, RW
prescribed bajulus  (House | IUCLID entry IUCLID entry ;{((J)Begdure solntion. g morhaliny (1977)
borer) None Toluene 7.4 26
0.001 4.4 56
0.010 52 48
0.100 0 100
3 months Toluene 6.4 36
0.10 0 100
1.0 0 100
10 0 100
3 months Toluene 8 20
0.10 0.8 92
1.0 0 100
10 0 100
PT08 MGO02 As Reticulitermes As described in|As described in|The treatment with Sg/kg allowed only|Berry, RW
prescribed sanionensis IUCLID entry IUCLID entry negligible surface abrasion. (1977)
{Hueqpean Treatments at 0325 and 1.25 allowed
subterranean : ; ,
: perforation, but single discrete tunnels as
termite)

opposed to general area damage.

At 0.325, the veneer was perforated in large
areas, at 1.25 and 5.0 the wveneer was
perforated in a few places.
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Function |Field of]|Test Test organism(s) | Test method Test conditions Test results: effects, mode of action, resistance | Reference*
use substance
envisaged
Mean Termite survival was 55, 52, 54% at the
three treatment levels (0.325, 1.25, 5.0 g/kg).
PTO8 MG02 As Anobium As  described in|As described in Lfiadi“g Aé’ﬁiﬁ‘a’gf’?"d §5$fsmm£_(6mth5) bead | BerTy, RW
prescribed | punctatum IUCLID entry IUCLID entry S (Vggfess odee) s T (1977)
{Furniture bectle)
Toluene 7 15 16 3
60 12 14 4
08 70 12 12
60 319 11
2.0 70 21 6
60 2 7 19
5.0 70 18 21
60 09 23
PT08 MGO02 As Iyctus  brunmeus|As  described  in|As described in | Treating solution Number of blocks Berrv. R W
prescribed (Powderpost IUCLID entry IUCLID entry (mg aig(_‘(_?; SOlzem) mfested (3) (19%)
beetle) 50 1
200 0
800 0
PTO8 MG02 As . HJ’_"OIWPQS As described  in|As  deseribed | Afier 12 weeks exposure to larvae, the lowest | Carey, 1. K.,
prescribed bajulus  (House | IUCLID entry IUCLID entry treating solution concentration was effective, | Lea, R.G.,
borer) giving an upper toxic value of 75 kg/m3, |Reeves, N.
equivalent to 0.09 kg permethrin/m3, achieved | (1999a)
using a treating solution of 16.7% (m/m)
equivalent to 0.02% (m/m) permethrin.
When interpreted in accordance with EN 599-
1, the Dbiological reference wvalue for
permethrin was 0.09 kg permethrin/m3 for
hazard classes 1 and 2
PTO3 MGO2 As _ HJ’?OIWPQS As described  in|As deseribed  in| Afier 12 weeks exposure to larvae, the lowest | Carey, 1. K.,
prescribed bajulus  (House | TUCLID entry IUCLID entry treating solution concentration was effective, | Lea, R.G.,
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Function |Field of]|Test Test organism(s) | Test method Test conditions Test results: effects, mode of action, resistance | Reference*
use substance
envisaged
borer) giving an upper toxic value of 25.9 kg/m3, | Reeves, N.
equivalent to 0.14 kg permethrin/m3, achieved | (1999b)
using a treating solution of 3.70% (m/m)
equivalent to 0.02% (m/m) permethrin.
When interpreted in accordance with EN 599-
1, the biological reference values for
permethrin are 0.14 kg permethrin/m3  for
hazard classes 1 and 2, and 0.15 kg
permethrin/m3 for hazard classes 3, 4 and 5
PT08 MGO2 As Hylotrupes As described in|As described in| At the end of the test (12 weeks), the toxic | No Author
prescribed | bajulus - (House | IUCLID entry TUCLID entry values of the product tested was 5.51 - 11.95 | (1981)
borer) g/m3.
PTO8 MGO2 As _ Anobium As described in|As described in| At the end of the test (12 months), the toxic | No Author
prescribed | punctatum IUCLID entry IUCLID entry values of the product tested was 42.2 - 96.3 [ (1980)
{Furniture beetle) o/m3.
PTO8 MG02 As _ Anobium A solution  of| No data The application of Xylamon wormwood killer | Berry, R W
prescribed | punctatm Xylamon N at 300 ml/m2 gave a mortality of 87.5% | (1980)
(Furniture beetle) | wormwood killer N
containing
permethrin was
tested according to
EN48, B55436:1977
PT08 MGO0O2 As Anobium Solutions of | No data Lowest loading preventing survival Berry, RW
prescribed | punctatum Xylamon _ (1982)
(Fumiture beetle) | wormwood killer N, Nylamat womwosd Killer W 18 kel
Xylamon Xyiamon Wormwoc_)c} killer 6.53 kgij
wormwood  killer Xylamon BV Specia 0.41 kg/m3
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Function |Field of]|Test Test organism(s) |Test method Test conditions Test results: effects, mode of action, resistance | Reference®
use |substance
envisaged
and Xylamon BV
special  containing Highest loading allowing survival
permethrin were Xylamon wormwood killer N 1.56 kg/m3
tested according to Xylamon wormwood killer 3.53 kg/m3
EN49. BS5434:1977 Xylamon BV Special not established
PTO8 MGO2 AS Lyctw brunneus DIN EN20 As descrj-be d ]_T]. Table 1; Summary of results of tests on the insect-controlling effect of "WTA-H-384" on | (Gers Onde M
prescﬂbe d (Powderp ost ]1]’ CL ID entl"y Lyctus brunneus (Steph.) using a method based on DIN BN 20, 1 9 82 ?
beetl e) [ Amount of preservative Sample no, Number of beetles ( )
= emerging*
K1l 10
K2 32
v K3 21 -
K4 T 3
K3 2]
Pl B ]
P2 — 0 |
200 ml per m* P3 0 1
T4 ] l
PS5 0 |
* Beetles emerged from start of August to end of November 1981
PTO 8 M G02 AS HyEOImpeS ln ac COIdance “rlth AS describe d ]II. ‘Table: Results of_I\«' test using F_E,-IB 2123 with a rate of application of 2.0 - 220 i’ Ja]‘]_otta, O
prescribed bajulus  (House [EN 46 after | [UCLID entry AP o o A el (1993)
borer) Prewous}'y Wa’Shlng Sample o, wood not gnawed hl’g;’?;::::ﬂ:ﬂ“ﬂ&}}*m::“ﬁ isSIng
out in accordance ; de dead
with EN 84. § %g § .
| 4 1w . ‘ - ‘
5 n - -
6 10 |
unireoted
controls ‘ ‘
9K i
WK . - 10 g
11K - g | 1
12K - - 9 4

10
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Function |Feld of]|Test Test organism(s) | Test method Test conditions Test results: effects, mode of action, resistance | Reference*
use substance
envisaged
PTOS8 MGO02 As Hylotrupes In accordance with|As described 1in| Rresubs of testing the preventive effect of VP FE-HI 1561, color: reddish brown* on Rudolph, D
. . - freshly hatched larvae of the house longhorn beetle after being subjected to the conditions 2
prescribed bajulus  (House|section 5.4 of the |IUCLID entry in  wind tunnel, withot lain off any wood and when planing offa 1 mm aod 2mm | (1990)
borer) teSt pI‘lnClpleS Of th_e layer of the treated wood surfaces before starting the animal trials.

IfBt and based in
part on EN 46

Yo-nge Amount of | Thickness | Duration | Mumber and condition of Jarvae at
congentration | preservative | oflayer | of trial end of trial
of solution | applied per | planed | inweeks dead living
m’ of wood | off in mm wood | wood | wood not
not | gnawed | grawed | found
gnawed

1] ] ] o
10 0 1] o
] 4 16 0 0 0
10 0 0 0
1o 0 0 0
1) @ 0 0
180 ml = 0% 0 ] 0
oo 14852 g 10 (] 0 i
| 4 10% o 0 0
o o 1] o
1 (1] o o
10 ] o 1]
10 4] 0 V]
10 0 ] 0
2 4 10% 1] 0 0
1% 0 0 0
1o 0 [y 1]
| 10¢ i 0 i
unireated control samples 1 I 8 0
- 4 ] ] 9 I

L 0 o | w | o

* Some larvae had grawed the wood, but not gnawed decply.
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Function |Field of]|Test Test organism(s) | Test method Test conditions Test results: effects, mode of action, resistance | Reference®
use substance
envisaged
PTOS MG02 AS . Hyfompes EN46 aﬁer pIEVIO]:]'S AS des Clled 11 Table: Results of Iv test using l-'_E-lB 2123 with a rate of application of 210 - 220 mlim? Janotta, O
prescribed bajulus  (House | evaporation in | IUCLID entry gl (1993)
: Nomber of house longhom larvac
borer) accordance Wlth Sample no. wood not gnawed | wood ;rawed living i missing
EN7 3 dead dead
1 10 :
2 10 -
3 2] - i _
4 10 = - [ 3
3 [o - e 5
1] i0
untreated
controls
oK - - o 1
10K - - 0
1K = - 10 -
|12K = = g 2
PTOS MG02 AS Hylro trupes D IN EN 22 AS deS Cﬂbed in Results of'test on the controlling effect of "WTA-H-384" on large larvae of the house
Teport
- " longhorn beetle after a 12-week animal tral.
prescribed bajulus  (House TUCLID entry (1980)
borer) | % cone. | Amount ofprgscn'ativc Number and condition of larvac and their distance
of applied per m* of wood | (mm) from the treated surface
solution i : e living not
number | mm found
L 20 1
100 I ml =240 g 2 22.25 2
- 22-30 ]
a = 1
unireated comparisos wood G = 1
2 beetles

12
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Function |Field of]|Test Test organism(s) | Test method Test conditions Test results: effects, mode of action, resistance | Reference*
use substance
envisaged
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APPENDIX 1 TO DOC IIT-AS

Reference List Doc. III-AS. sorted by reference no.

Section No/
Reference
No

Author (s)

Year

Title.
Source, Report No.
GLP /(Un) Published

Data
Protection
Claimed
(Yes/No)

Owner

5.2

Racey,P.A
& Swift,
SM

1986

The residual effects of remedial timber
treatments on  bats.  Biological
conservation, 35, 215-214; Not GLP;
Published

No

N/A

5.3.1

a2

Berry, RW

1977

The evaluation of permethrin for wood
preservation. Pestic. Sci, 8, 284-290;
Not GLP; Published

N/A

53,1

Berry, R.W

1980

Determination of Eradicant Action
against Anobium punctatum larvae.
EN 48& BS55436:1977 BRE Report
PRL B 8002(2); PR 168/014; Not
GLP; Unpublished

Yes

Sumitomo
Chemical

5.3.1

R

Berry, RW

1982

Determination of Toxic values against
Anobium punctatum by egg-laying and
larval survival. EN 49 & BS5434:1977
BRE Report PI 07 31; PR 168/014;
Not GLP; Unpublished

Yes

Sumitomo
Chemical

53,1

Carey, LK.,
Lea, R.G.,
Reeves, N.

1999a

Determination of Toxic Values against
larvae  of  Hylotrupes  bajulus.
(Laboratory method) EN 47:1988 BRE
Report No. TCR 32/99; Not GLP;
Unpublished

Yes

Sumitomo
Chemical

53,1

Carey, LK.,
Lea, R.G.,
Reeves, N.

1999b

Determination of Toxic Values against
larvae  of  Hylotrupes  bajulus.
(Laboratory method) EN 47:1988 BRE
Report No. TCR 33/99, Not GLP;
Unpublished

Yes

Sumitomo
Chemical

5,3.1

No Author

1980

No Author; 1980; Determination of
Toxic Values against Anobium
punctatum larvae. EN 21&
BS5215:1975 Princes  Risborough
Laboratory  Report; Not  GLP;
Unpublished

Yes

Sumitomo
Chemical

53,1

No Author

1981

Determination of Toxic Values against
Hylotrupes bajulus larvaec. EN 47 &
BS 5435:1977 Princes Risborough
Laboratory Report No. 80/11; Not
GLP; Unpublished

Yes

Sumitomo
Chemical

53,1

Janotta, O

1993

To determine the preventive effect ¢
wood preservatives on freshly hatche
larvac of Hylotrupes bajulus (L.), i
accordance with EN 46 after previoy
evaporation in accordance with EN 73
Austrian  Wood Research Instituf]

Report No. 708/92/1v-4

Yes

DESOWAG
Gmbh
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Section No/| Author (s) | Year | Title. Data Owner
Reference Source, Report No. Protection
No GLP /(Un) Published Claimed
(Yes/No)
53,1 Gersonde, 1982 | To test the insect-controlling effect g Yes DESOWAG
M the wood preservative "WTA-H-384" o Gmbh
Lyctus, using a method based on DII
EN 20 and a rate of application d
200 mI'm* . BAM report Ref. No
5.1/3313 L
53,1 BAM report | 1980 |To test the nsect-controlling effect ¢ Yes DESOWAG
the wood preservative "WTA-H-384" o Gmbh
large larvae of house longhorns bectle
Report No. 5.1/3313 A
53,1 Swiss 1983 | To determine the preventive effect o Yes DESOWAG
Federal freshly hatched larvae of the houg Gmbh
Laboratorics longhom (Hylotrupes bajulus L.) afid
for aging in a wind tunnel for 24 weel
Materials Reference 23'10477.
Testing and
Research
53,1 Rudolph, D | 1990 | To test the preventive effect on freshly Yes DESOWAG
hatched larvae of the house longhom Gmbh
beetle after being subjected to the
conditions m a wind tunnel, without
planing off any wood and when
planing off a 1 mm and 2 mm layer of
the treated wood surfaces before
starting the animal trials. BAM report
Ref. No.: 5.1/5307 B
5,3.2 Gruning, R., | 1986 | Pyrethroids: Isomerism and efficacy. Yes Sumitomo
Pospischil, IRG/WP/1284; Not GIP; Published Chemical
R.,
Cymorek,
S., Metzner,
W.
5,3.2 Orsler, R.J.. | 1984 | The permanence of permethrin in Yes Sumitomo
Stone, wood preservation. IRG/WP/1284; Not Chemical
M.W.S. GLP; Unpublished
5,3.2 Powell, 1992 |Penetration and permanence of No N/A
PK., permethrin in four softwoods. I
Robinson, Economic Entomology, 85, 5, 1818 -
W.H 1821; Not GLP; Published
5.3.2 Rutherford, | 1983 |Loss of pyrethroids from treated wood. No N/A
D., Reay, Biodeterioration 5, 144 - 153; Not
R.C, Ford, GLP; Published
M.G.
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Section No/| Author (s) | Year | Title. Data Owner
Reference Source, Report No. Protection
No GLP /(Un) Published Claimed
(Yes/No)
5.4 Miller, T. 1985 | Chapter 2. The mode of action of No N/A
A., Salgado, pyrethroids on insects. In: The
V.L. Pyrethroid Insecticides. Ed.
J.P.Leahey. Published by Taylor &
Francis; Not GLP; Published
5,0 Garrod, 2000 |Potential exposure of Amateurs No N/A
AN.L, (Consumers) through pamting Wood
Guiver, R., Preservative and Antifoulant
Rimmer, preparations. Ann. Occup. Hyg., 44, 6,
D.A 421-426; Not GLP; Published
5,6 Rodes, C.E | 2001 |Experimental methodologies  and No N/A
ct al preliminary transfer factor data for
estimation of dermal exposure to
particles. J. Exposure Analysis and
Environmental Epidemiology, 11, 123-
139; Not GLP; Published
5,7 Brogdon, 1998 | Insecticide Resistance and Vector No N/A
W.G, Control. Emerging Infectious
McAllister, Diseases, US CDDC Publication, Vol.4
I.C No.4; Not GLP; Unpublished
5,7 UNEP, 2002 | Reducing and Eliminating the Use of No N/A
FAO, WHO Persistent ~ Organic  Pesticides -
Guidance on Alternative Strategies for
Sustainable  Pest and  Vector
Management, Chapter 3. Specific
aspects of pest and  vector
management;, Not GLP; Published
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COMMENTS FROM ...

Date Give date of comments submitted

Materials and Methods  pyieys5  additional  relevant  discrepancies  referring to  the
(sub)heading numbers and to applicant's summary and conclusion.
Discuss if deviating from view of rapporteur member state

Results and discussion 1505 if deviating from view of rapporteur member state

Conclusion Discuss if deviating from view of rapporteur member state
Reliability Discuss if deviating from view of rapporteur member state
Acceptability Discuss if deviating from view of rapporteur member state
Remarks

Appendix

Table A6 1 4FE-1. Results of eye irritation study

Use this table, if relevant effects occur.

Cornea Iris Conjunctiva

redness | chemosis

score (average of animals in unwashed eyes group) 0to 4 Oto2 Oto3 Oto 4
60 min 4] 0 0.5 0.5
24h 4] 0 0.5 0.67
Stippling
48 h 4] 0 0 0
72h 0 0 4] 4]
Average 24h, 48h, 72h 0 0 0.17 0.22
Area affected =0.25 0 Not Not
reported | reported
Maximum average score (including area affected, max 110) Not Not Not Not
reported reported | reported | reported
Reversibility” & Not ¢ ¢
applicable
average time for reversion 48h Not 42h 42h
applicable
Give method of calculation maximum average scorve. - - - -
* e completely reversible
nec:  notcompletely reversible
e not reversible

24
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Table AG_1-48-1. Table for skin irritation study
score (average animals investigated) time Erythema Edema
60 min - -
average score 24 h 0.5 0
Draize scores
(0 to maximum 4) 48h ? =
72h 0 0
other times State time - -
average score 24h, 72h 0.25 0
reversibility: * c not
applicable
average time for reversibility 72h not
applicable
* ¢:  completely reversible
nc: not completely reversible
n: notreversible
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Section A6.1.5
Annex Point 1TA6.1.5
Acceptability

Remarks

Date
Materials and Methods

Results and discussion
Conclusion

Reliability
Acceptability

Remarks

6.1.3 Skin sensitisation (GPMT)

Acceptable

COMMENTS FROM ...
Give date of comments submitted

Discuss additional relevant discrepancies referring to the
(sub)heading numbers and 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 A6_1_5-1.

Detailed information including induction/challenge/scoring schedule

for skin sensitisation test

state test applied, delete other (modify if necessary, ie. day of

treatment)

Inductions

GPMT

Buehler test

Observations/Remarks
give information on

effects

irritation

day of
treatment

application

day of
treatment

Induction 1

0 intradermal

Necrosis was recorded at sites
receiving  Freund’s  Complete
Adjuvant in test and control
animals.

Iiritation was seen in test animals
at sites receiving a permethrin
25/75 cis/trans 1somer ratio, as
supplied and slight irritation was
observed in  control  animals
receiving corn oil.

pretreatment for non-
irritating substances

6 0.2 ml 10 %
SLS in
petrolatum

Induction 2

topical

Slight erythema was observed in
test animals following topical
application with a permethrin 25/75
cis/trans isomer ratio, as supplied
and similar signs of irritation were
seen in the controls.

Induction 3

challenge

21-22 topical

There were no dermal reactions
seen in any of the test or control
animals.

(rechallenge)

scoring 1

23 0/20

There were no dermal reactions
seen in any of the test or control
animals.

scoring 2

24 0/20

There were no dermal reactions
seen in any of the test or control
animals,

scoring 3

25 0/20

There were no dermal reactions
seen in any of the test or control
animals.

Table A6 1 5-2. Result of skin sensitisation test

Number of animals with signs of allergic reactions /
number of animals in group

Negative control Test group Positive control
scored after 24h 0/20 0/20 10 /10 (most recent)
scored after 48h 0/20 0/20 10 /10 (most recent)
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Section A6.2
Annex Point ITA6.2

6.2(2) Percutaneous absorption (in vivo test - human)

Key study
Table A6 2(2). Table for Percutaneous absorption (in vivo test - human)
Percent Recovery of Radiocarbon following Topical Dosing of Volunteers with C-
permethrin
Volunteer No. Urine Faeces ]I;I::S()S?;l’q’ussive &];ZLlsnl;m
1 0.40 <0.02 59.6 0.012
2 0.29 <0.01 46.1 0.0004
3 1.28 <0.02 75.6 0.01
4 2.00 0.08 74.4 0.005
5 1.82 0.06 68.6 0.01
6 1.39 < 0.05 70.2 0.04
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