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DATA REVIEW FOR SKIN SENSITIZATION TESTING (§81-6)
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DATA REVIEW FOR SKIN SENSITIZATION TESTING (§81-6)
(,va//kou?
Product Manager: ( 2.1 ) Reviewer: M-—wWatter

MRID No.: Lip§&ieQ -0| Report Date: -G -G 2
Testing Laboratory:(],cf 5g££§a Pey f:"’f Qﬂmﬁfal_'Report No. =8 - 003/ -TX— 0O

Author(s)= /\(—’{’I/(/Ulls"'l}’ 'C- k:llcen

Species: )
Sex :__=maf /[ Weight: ET I
Source: m{(ﬁﬂw 1 4 ) l 2:,'4 (V2N pﬂ _ 7
Test Material: 2 to thaleinil
Positive Contro aterial: nene  pmemtizncd

Quality Assurance (40 CFR §160.12): Aande
9 maxnlzabion stadies j "‘Mi“] t

Method: l - O Zen &Kl L ] ! (,/ L g L /
MNo chmti.( "[‘es"[’. (P ccetone Fot b sl—u@ —t resdisS /3l faod

ummary : includef Te disseclvef (v selite
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STUOY DESICN FOR THE SINSITIZATION TESTINC IN THE FIRST
CUINEA FIC MAXIHIZATION STUDY VITH TECENICAL CHMLOROTHALOKIL (TC)

Material Adainistered

Induction Phase
Day O

- gix §.4. injections
per anisaly

Pay 7

- one topical spplicatien
per oninals

Chsllenge Plase

T pay 21

"< tvo teplesl epplications
per anisal:

Rechsllence Phgse.
Day 30

- tvo topical applications
per anizal:

Test Group .

Control Group

Dose —

SM+S5F

0.5% (v/v} TC in
acetone

.
0.3% (v/v) TC in
acetone/FCA (50130)

+
scetone/FCA (50150)

1.6% Cx/v) 1C in
ecetonn

0.001% (v/v) TC in
acetone

*w
acetona

0.001X (v/v) TC in .

scetonie )
4

aceloi

SImasF

acetone
‘ -
scetone/FCA (50150)

L 3
scetone/FCA (50:50)

asglone

0.001% (v/v) IC in
azetone

*
ecetone

0.09012 (v/v) 1C in
acetone

i 3
acetone

0.1 al/site
x 2 sites —

+
0.1 al/gite
x 2 pités

+
0.1 l/site —
X 2 sites

0.1 mi/eite
x 3 site

0.05 nl/site —
% 1 eite

4
0.05 8}/ Ite
x 1 site —_—

0.075 nl/site
x1 site_ -—

L ]
0.075 nl/site
zx 1 site

FCA - Freund’'s Cosplete Adjuvant uvvicw'fzf S RESU@J
Qe

l)fcmh—a_/ Gru‘ulb C-ond 243 YT hougs
';’;_Ies{ (0. 075‘/44] . 007 :’;b/a.h;m £A/onﬂm‘/¢>m'/ ‘v aca‘{)eﬂe'

4@&&4@@455 0. 0208 U houte
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. STUDY DESIGH FOR THR SENSITIZATION TESTING IN THEE SEOORD '
CUIWEA PIC MAXINIZATION STUDY VITH TECENICAL CELOROTHALONIL (TC) .

Induction Phase

Day O

- six 1.4. injections
per animals

Day 7

- one topical applicaticn
per animal:

Chzllenge Phase

Naterial Administered

Test Croup . Control Group Dose

Sm+&F Em+ GE -
3.0% (w/v) IC in propylene glycel 0.1°ml/2ite
propylene glyecol ' x 2 sites

+ . +
5.6% (v/v) TC in propylene glycol/ 0.1 ml/site
propylene glyecol/ PCA (50130) x 2 sites
FCA (50130)

¢ L *
propylene glycol/ propylaene glycol/ 0.1 ml/site
FCA (50:50) FCA (50:50) x 2 sites
1.0% (v/v) 1€ in scetona 0.13 mlrsite

scatene

x 1 site

- Day 21 )
—— -~ tvo topical spplications 0.0125% (w/v) 1C 0.0125% (v/v) TC 0.075 el/site

per zuimal:s in acetone in scetone x 1 site
- acc:one, ace:onq 0 07S’nllzhe
. x 1 site
— FCA - Freund’s Complete Adjuvant

Un 7(4/0%6. -
RESOITS
2 ) )
2—; mwmelaq 5(:-:‘*’«5'(/0 4#1«!"':4//_)3 —r0+ (czzl‘él’dl
2. 4T P A iid
Mot seeccss (225 oo 0.5
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STUDY DESIGH POR THE OPRN EPICUTARZOUS STUDY !
VITH TECHNICAL CRLOROTRALONIL (TC)

iy .« ' Sensitis ‘tion Yestd
Pugber of Ipfd y ' . b e
Geoup Cuinea Pigs/Sex e, tla/ . Induation Challenge

/

coatrol PRRRREE acetone 0.007, 0.015, 6,075,
0.2%, 0.7, 1.85% .
{ TC fa ecetone (v/v)
{ _
Lavinoge 4 0.01% 1C 0.020073, 0.00025,
in acatone (v/v) 0.00075, 0.0025,
0.0075, 0.025%
IC {n scetone (v/v)
pid-Base 4 0.1% 1¢ 0.000075, 0.00425,
in scetone (v/v) 0.03075, 0.0025,
0.0275, 0.025%
¢ in geetone (vw/<)
M sh-pose A 1.0X ¥C . 0.03075, 0.030285,
35 fa acotene (w/v) 0.00075, 0.G025,

0.0075, 0.02%%
7C in scetona (v/v)

~ H

One epplication using & dose voluss of G.0I5 wl/site and a second spplication, 24 houts
{ latet, uclng & deze veluss of 0.05 wi/site.

Lfa;m{ sppiicatisns uslicy n doge voluwe of, 8.1 al/site, sdeiuinte. 4 en veekdeys durinz a
(—ouruwr.c!: prrisd,

Cme ernlication using & duse volume of 0.05 sl/sfta adalnisterad during the fi{th veak of the
stugy,

¢
Anicals In this group vere not expored to chlorotbalonil during the Ircritancy tegting.

N . *e . .
/ZEgié I AeTme (il
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_induced (0775 |.5  0.3) 0.2 -0 0.0
Quphes v pefiaTC 1S ols ol  c.0 o:f
W 0. LTS 0.56 g.21 0.9 -0 2.9
induced jofoTC [-RC 0.0 5.0 .0 6,0
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Page is not included in this copy.

Pages 17) through §<7 are not included.

The material not included contains the following type of
information:

______ Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
::zz/; draft product label.

The product confidential statement of formula.
Information about a pending registration action.
FIFRA registration data.

The document is a duplicate of page(s) .

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.
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