


Report Title: Rabbit Skin Irritation Patch Test

Test Type: Skin Irritation

Conducting Laboratory and Location: International Bio-Research Europe

Test Substance(s): #E2414.01 — 1% Octopirox in shampoo

Species: Rabbit

# of Animals: 3 animals per group

Test Conditions: Test material tested at 1 and 5% dilution. 0.4 mi of the substance
applied to pad. Applied to intact and abraded skin. The site was graded at 24 and 72 hrs

after application of patch.

Results: Primary Irritation Index at both 1 and 5 % dilution on both intact and abraded
skin = 0. E2414.01 is considered to be non-irritating.

Study #: IBRE-1-3-599-84; IBRE-1-3-600-84
Report Date: 10/19/84

Accession #: 32038
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BIOLOGLIOAL SEST FOR BAPETY - EUROPEAN fPEﬂM‘IGHS muwr DOCUNRST R
Cairns

Triginator originator's T L. Bell %(tdgma’cor s B.E, aAtkinson
Bang Date BH Baze Date 4D Nozs Date
%'/ ’W\’m 4 Jtz‘af
Toxicolo- _ D:J-6. MEHerigy rans su G, Calving % S pans Wanager _TM, Mefartn{*/dY
gist Yano Date axe nte Same Tute

Betivated Totel Coss : & 1400

BEatinsted Datea of 3 Koceipt of Report : _Summer 1984

Availsbillity of ' ,

Anglyticel Dats : Product Cooxdieation 7 ‘ .
Bansger ¢ B Canden 0 a/9/Y% 1§

E " Date

B

Wams of Test Substance : Head & Shoulder AR w/ 1% Identification Humber E~2414,01

e e Octopirox

Subatances vequired by (date) Agraed by PDP

TSCE Completion Date

Papel/Blind Test Ship Test Tont Market  Nationsl

Bype of Comsumer Ho. ¢f Subjecte @ 200

Bepoaure(a)far Starting Date @ fall 'R4

Vhickh Bafety Duration H § weeks

Clearance ig Location : UK

Reguented

% ty g ( )

Safaty Teat Reguirementa (By PARS

Tests Asount of Substance Cost

Hesded

1, 0 ](rﬂtli T 200 g £ 300
. EyE Irritation {rabbit 20 i 250
3. okin Irritat 2049 2 £ 100
1. dkin densit il g £ 750

D.J.6. Mill erl‘/%J / 2-5-P¥

Yoxirciogist Date
,’“" - 022%
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KEBULTS AND CORCIUSIONS
1. Acute Oral Toxigity {rate} (HEC 85170D/P&C 1365/AC)
Tesr Material Concentration Roge 1bsg
E~2414.01 endiluked up & down W 16,9 glkeg
(R&S AR with {13.0-22.1)
12 octopyrox} ¥ 10.7 glkg
(8.1-14.0)

2‘

At all doses (4.8 gfkg ~ 23.3 g/kg for the males; 4.8 gikg - 13.8 g/kg for
the fewmales), animals showed piloerection, sbnorwma?! body cavviege and
increaged salivation., lethargy and diarrthoes were frequently observed. For
the supviving animals, recovery was complete by day 8 and terminal autopay
did not revaal umusual findiags wpart from & subcutanecus gbscess of z male
rat dosed at 17.9 glkg.

Eye Irritation {rabbit) (HRC 84981D/PsC 1164/5R)
Test Matarial Treatment MAS Corneas Eye. mormal in Indicated
Involyed Bumber of Days
E~71414.01 ¢.01 wl,BR 11 4f6 1in 2, 1in3
3in?d, linls
.01 wl R <1 /3 2inl,lin2
When no rinsing occurred, transieat corasal opacitias developped, ‘l‘empornnr
iritis and conjunctivitis were observed. Copyideravle discharge was seen in
one animal.
Skin Irritation {rabbit) (IER 1-3-599-84 and 1-3-600-8B4)
Test Materigl Concentration Primary Irrvitstjon  Degres of Irritatiom
Index
E-2414,01 5% aq. 4] non irritaring
1% aq. (] non irritating
Skin Sensitization {guinea pig) (IBR 2-5-598-84)
Test Weberial Concentration Incidence of
Induction Chgllange Sensitization

¥ sipos of Bevlhewa vy oehens were obgerved on the yeimsl skin.
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COBCLUSTONS ¢

Bead & Shoulders AR (TEA surfactsnt, Meridian perfume) with 1 I octopyrox is
not acutely toxic, AL the concentrstions tented, thie material iz ooam
irritatinog for the eye. Under the comditions of the treatmenr, B-2414.01 does
not induce sensitiecation in guioes pigs.

W p.H.8. Bay
Digtribution :

Mr. A. Catmma

Hr. T.C, Bell

Hr. R.E. «htkiﬁ”ﬂ

Mr. J. Crompton

Mr. E.A., Jamieson {+ reports)
¥r. J.E. Waaver

My, R.BE. Balmbra

”ta CuBa CIiﬂeunillie

Y¥r. ¥,P. Meier/C.J. Schmitt
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& TEST SURSTANCE CHARACTERIZATION REDORT (TSCR)

A
* Tast Substance Identification Mumber E~2414.01
mommmtmmuymnmmm 930 -

Ociginators b Crivon o e /05
{Nave)

-

e

B
Fame of Product or Ingradient {or oode desigration) B85 ASLCC (NORMAL/DEY) ¢/focbma)
Bran? Matebook Ref. (including Production code If availahie)
Phyeical Porm LOTION/SHAMPOD Colour GREEN/BLUE Density 1.0%%gfcn
SGLUBLE T

4,6 (50X 20LN
Salubd livy WATZR pH (conc. )18 Ho0)  gample Bwpiraticn Dake
Recompended Storage Conditicns DO ROT FREEZE

Basards (i.e. flammpility, toric gases) KOWE

€

Comonent(2)  Nomiral  Acompteble () Stock Swmlier  Lotl®)

Level Range Code Nupher
t wt' } m-

L l
R e 535 5L D s 3
PRELL PASTE 55,560 64508 PYGC UK )
CITRIC ACID {(2) 0.880 45076 FFISER )
SODIUM CHLORIDE(2) 0,750 48070 BRLTIEN SALT )
COCONUT AMIDE 3.000 64501  MANRD 3
BGDS 5.000 45470 EMERY INDUSTRIZS W
OCTOFIROX 1.000 HOECHST? AG NK
CUOLOUR SOLTUTION(2) ©.220 56516 KHONSIAMM )
MERIDIAN PERFIME 0.500 55416 PG (US) )
WATER T0 100 PTS 73819 PiC OK 3

{1) T0TAL XaTHON CC IN YINISHED PRODUCT IS5 5
{?) CAX BE YARVED TO MEET FIRISHED PRODUCT L

I

{a} Ingredients will be listed by chamical name: nomechemical rames mxh as Tergitol 15-3
or Yellow Dye DeC Ho. 10 may be acceptable hut should be previewed with the responsible
tezicologist. Chemical names which age incou=riently long mxy be akibreviated ip tabls but
ahenld be listed in £ull in referenced foornotes. Non-defimitive identifications (¢.g.
Arquisl, EC-Base) are not acceptable),

() 1r udorrecion requested is not known then the mymkol NX will te entered.
The alove information provided by:

Process Davelopmant
Parascm {FDP) A, CALRNS {sigmazure) P
{Naze) Datg
Woep.

Issne 2: 21.3
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T mis dsta is needed for noorclinicml amfzty steiles.
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Forschungs GmbH

Sldernpen Nr. 51
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Test artiale YE-241R.01*

S A tiebiacdebarinte

LB 513 530)

1% in Squs dest

Erizary Skis Irvitatice in Babbits
LCloaed Putch test)
Heontd 4 shoutclanr AR oy Cotr prREX
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Prostar & Gamble

Burapasn Yeoupioml Centor

Taasalsgn 160
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TRODUCTION

Tha chjsctive of this ptudy was to aacess the relative level of
pripary siels iveitation of the cospound SE-2434.0% (S0M BIZ 930)
t ¥ in Aqua cest™ under ocoluded conditicns in rabbits.




.l - Jo3~599.84 iBR

. SBMARY

The relative level of primary akin Irpitaticn of the test articly |
BE-2818,07 (BCM BTS 930) t £ 1 Aqus dest® mg jxvestigated in ~

e group of three ratbita.

Al: signes of arythema, eschar and edoms formatiog were racorded

duriog the two day chasrvation psrind.

The test compound induced during the entire cbgervwation period

no skin altsrations..

The Frimary Isritation Index is 0,0.

The substance "R-2315.01 (BCM BIS 930) 1 3 in iqua dest” is
couatdered to bs on-ireitating,



1.3.569.8x IBR

bs, the wndsreigned, hsreby deolars that the work was parformed
under our suparvision and xnoording Lo the procedare berein deserided.
Tha acribed symptoms, findings wpd data correspond to tha resmite

obtained in this teat.

. Dr. . Staruner

Fachtiorarst fOr
Pharpskologie u. Toxikologie

Expert zgrée

pareacologue, taxisologue
Paohtiorurst fir

klin. Laboratorimmsdisgrostik

Fachtierarzt fir
Versuchstierkunde

Dr. G. Chibengvss

Zachticrarat rfds
Darmcologie u. Toxikolrgie

e

ke
.

g
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1.1

1.3

1.4

1.5

1.6

1.8
1.9

1.10

Spesien:
Strains
Scuroe:

Calar:

Baokground of
the strain:

Dats of receipt:
Asalimatizetion kime:
Bszdcaisation:

inimal adentification:

flelight Mngs st e

Babhit
ite Neuw Zeadanders

darald Sohrisver, Kanirchenfarm,
D « 2740 Bresarvirds, Weusndaas 88

uhite

1/65 imported from the USL. Breating by hrother/
sister mating. 1971 orosa-breading with buoks of
daniah brwed Rawit-land (WHZ with lang emrs).
Contimamd dresding by brother/eister mating, suppiied
periodisally with neterogmmevoa blovd from seleoted
prize wiming bucks.

Salecticns are conduoted according to oriteriss of
the Babbit Breeding iaszooiation for Whits New Zes-
landers. he breeding is constaptly inder vetsrinary
supervisios and Iree of epldemior sinos odmwemcesert,
At the age of 4 weeln the gnisals are treated cnce
against cocoldia With “Sulkenin® mived ioto the
drinking watar.

02, 10,84
T days at least
kr the say of lottery drawing

capge tard with the following infocestion:
dosags, wuatyk, Bex, Qiy of the begiaming of the
“uﬂ’.

baginring of tha stuay:¥ 2,% kg
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21

2.2

2,3

2.4

2.5

2.6

2.7

Cagatyp:
Sigs:

Lighting:

kighting perigds:

Temperature!

Relative tueigity:

Regiatmtion:

1-3-599-54 1BR

xlngla cuging in vectary of cages

lattion plate borss with feacel basain wxlerneath.
35 om hlgh, 35 om vide, 50 o lmg

fluorescent Light, 5000° K, 120 Luv

12 hours daily, from 7.00 a.m. to 7.00 p.n.
1®ecz2®e

5 -85 %

bty therwdhygromsbsr
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3.3

3.2

3.3

3.5

Food end Pestiing

Faiff Spexialfutter (abd
%720 Soest/Weatfalen

el 2 Daninchsnguchikomm
{alieinfutter fir Zuohtkaninohsn)

¥heat red dogs

brisd puger baet pulp
Luasrne suaj

BEland of vitamins
Blmd of sineraln

Caladun oarbmmate (Cal0
Cholins chlewido

Ingradients:

Cruge proteln
(#sthionin + Cystin)

Grude fivre

Ko
kl‘mms

Fesd odditiven / ka Food
15.000 I.9.

Pallets, 1,0 - 1,5 on large, 0,5 om diamater

31,50 %
10,00 §
W,00 %
13,00 %
28,00 3
1,00 %
o,40 &
2,56 ¢
0,50 %
9,08

{Chargu ooptryl by “Wesnder Feed stuff anaiysia™,
Bt = Tolerances of Jan.1380)

=
i
BEEEEREEREERR

Botyihysropstolnel (Anviscidant}
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k.1

4.2

4-3

3.3

5.5

.

5.1

§.2

5-3

5.l

-9 - 1-3-599-8% 1B R
Bodding
Produser: Smiff Spesinlfubter Oulil
170 Scest/Weatinlen
Mame: Sealff « Badding
Produotion: from pure sprute~, fire and pins-yomt,
éried arel dinduated.
Sterilisation: #o° ¢

Water hinding capacity
{% of badding usedd: 276,5

Mater

Aaninistration: ad libitus

Systen: d&rinking oipples

Quality: aque fontans as for htomn consamption
Gunlity ocatrel: Regular snziysie by ao official laboratory

for water ansiyais.
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5.2

6'3

- 30 - A 1-3-549-54 188

Test mater

The test compound "EL2U94.0%° wus supplied by Prooter & Gasbis,
Buropean Teobnionl Canter, Grisbergen {Strosbeek-Baver), Belgium.

DRS~rumber: B(M BTS 630

General

characsteriation: The sampls im a bloe, turbid, strovg visoous
Ugurid.

Storaga: asbimt temperature
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Bxperismtad Dasign

Praperation of the mnimals

Pollowing en ecolimatissbion pericd of 7 deya at loxxt to socugstom the
rebbits to the esvircomental conditions exssting in the »~iadl room,
the test wax initiated.

Frior vo rsatmant the back of each apimal was clipped uwith & mall
animal clippar. Tva test zitos of osoh anizal ware laft iotact and two
tost mites wore abradad with a alean clipber blade, 20 §5 {0 pensirale
the rorny layer of the epidarmis, bt without cuuatsg bleeding.

Preparation of the test saterinl
Tas zemple "B-2N13.017 wus applied as 3 1 § dilution in qua dest {v/v).

Brogedure

0.4 gl af the aybstence to be tanted was applisd under 8 2.5 x 2.5 ¢»
gatixe pad.

Tha test 1liquid was spplied to both intuct and sbraded skin sites o
the loft tmlf of the dormsl ares.

The patohes were goourad with adhesive tapes by placing tbem around the
border of the patehes. The suimals were Samcbilizet in restraigers for
24 hours to prevant them from sesoving the patches.

After that Limn, the test sites verm unoovered and the test aubstance
was removed with wt disposabls gauxe.

Ohsareetions

Thirty dmutes after the patohes hed L.en rezoved, ths tost attes wwe
evalvated wad this svaluation war roportad as the 28-hauwr post-treatweut
svalmation.

again an evaluation of the reastions wus taken 30 bours after the rewswal
ol the patches and this ua3 ropértod as 72-hour post-irestuent evaluztion.




T.5

-t2e 1-3-595-55 {BR

The soores of the tast substande on both intect and sbredsd skin xites
of all suissle for erythess and eschsr formmtion (12 sooven), and sepa~
rataly for odama foarmpticn (12 scorsa) were avereged. The sum of thase
tw aversges was the Priwwry Irritstion Index of the correspondiog text
compound ..

Classifioebion of the Prissry Irpitation Index

2e0 dppendix .
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~13 - 1359388 1BR

RisoLYs
Under tqe describod nondivions the following wax recorded:

The aswple "B-2415.91 (BOM BTS 930) 1 ¥ in Agon dest™ ifndueed
during the antirs observation period no askip altzrations.

The Primary Irritation Imiex ia 0,0,

The test compound "E~2414.01% is conaidered Yo be nop-irritativs.



Spenenr:

Study performed by

Study direotor:

frojact iemdar:

Anslatanta:
Quality assuranae:
Tima of atudys

drobhives and dosvmeiba’

I R R
B

-~ 1% - 1-3-530-2% $BR

frooter & Gauble
Buropmn Techrionl Caster
Texsslaan 100

3 - 1820 Grimborgen (Strosbesk-Bever)

IHR Ferachurgs GebH
Stdkaxpen ¥r. 31

3030 Walsrods 2

br. Dbr, ¥. Sterzar

Pachtierarat f0r
Pharpakologie v, Toxikologle

Bxpert agrée
pharmascalogus, toxicoleogune

faoxiererst fir
klin. Laboratoriussdisgnostik

Feontiorarst i
Yersuohat ferkango

Dr. med, sut, G. Ohibengusn

Pachtisrarxt
Pharpskologlie u. Toxikologie

. Wiret, M. Mw&t&r, B. Guaren

P. Yolimenn

18.10. - 13.10.82

11 rew deta and a topy of the fimel
report will b stored in the wrohives
of IER.

™a test aubsvapce wilii be meduresd o
the aponmor.
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Ereibation

{a) Erythema and Bashar Porwation

Ro esytham

Vory olight erythesa (harely percaptibls)
Woll~defingd erythome
Moderste to ssvare erythoma

Severe wythem (best reduess) to slight esohar Cor-

mtion {(injuries 1o depth)

Bighast posslble erythass soCrs

{b) Bdess Formaticn

Vary slight edexa {baraly perasptible

Slight sdoma {edges of area well defined by dafinite
raisiog}

Modarate edems (raised spprovisutaly 1 mm)

Severs odems {raised more than 1 mo and extonding beyond

area of eXposure
Bighast possible edess soore

Classitiontion of gg!rt_gg Inita;im Index

{
0,y -2
2«5
5=-8
68

Memedrritating

Hildly irritating

Noderacely Irritaking

Hoderztely to sovdrely irritablog
Severaly irritating




ot s - 1.3-559-6% 1BR

Appendiz 2

Individus) valiusw

Anisal 1 Kours
2% 72 (x8)
intact 1. Erythasy, eschar forwatico 0 Y
2. Edeas formation ¢ a
abradad 1. Erythemm, sashar forestion & 0
2, Edema furasation ] ]
Angmal 2 Bours
2 72 {48)
intact 1, Erythsaz, eschar formation ] 0
2. Bdama foraatian ¢] o
sbraded 1. Erytbemn, sashar formation g 1)
2, Bdams Yormatilon 1] )
Animal 1 Bourg
-] 72 (58)
intaat 1. Brythrma, eschar farmstion ] 1]
2. Bdesa formsiion g 0
abradad 1, Brytheas, aschar formation o .0
2. Blesm forwsbion Q 4]
Primary Ireitation Indioes
eythean o;dau
intaak abragsed fotaet abreded :
dndani-Bo. 2¥h T2k WV L TTw foimpli-lis, 24h T2h 285k T2t |
b 1+ O f b ] P ) 7] ‘g
2 1] o 0 0 2 )] o ! 8
2 o (1] ] ) 3 e ] 4] ]
0,0 = 0,0
F1 s 5,0 Kz = 8,0

Xte T230,0
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The gonditions for the parforsancs of all studies, &.g. anienl ozre,
roows, technical squipment and personnel are regularly eantrolled by
the Quelity Aasurence Onjt.

This report providsd a ocrreat and faithfud record of the results

ohbfuined.

¥, Yolimanr

1«.!‘.-‘0.’1.;.0 tavrtenrovEn

Sldknapon , ..tﬁ; .‘7;55'.....
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5 % in dqus dest

P Fiio Irwibtation io Zabpits

{acees Patobs Foat)

Hrod 2 shousslues ¥Ry Colepeex

Bpmsor;

Prooter & Saubis

hm m Center

Temnelson 100
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INTHODUCTION

JMARY

HATERIAL AFD METHOD

GENERAL YEFORMATION

APPENDIX

PPEADIX 2

QAU=-DRCLABATTON




1.

-2 : T3-600-84 1 BR

The objective of this study was to assess tha relakive laval of
primary sicin ireitation of the somprund “Ew2814.071 (EOM BIS 930)
5 ¥ in dqux deat® imder occoluded oomditivos in rebbits.
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-8 1-3-600-84 BR

JRGURY

The relative level of primary sicin irritastion of the tsat article
sl

SRe2H1E nY {ROM BTA 030) § £ im Saum damtP  was investiaat in

wa group of thres radhits,

All aigns of erythems, eachar und odeme formation were recorded
during the two day obaervatich pericd.

The test compound induced during the entire chaervabion paricd va
Bkin alterations,

The Primary Irritation Irdex im 0,0.

Tha mbstance PE~2010.01 (BCH BTA 530) 5 % tn Adqua dest¥ is
conslderad to be poueirritating.

M
¥
+
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II.

-4 .3-600-82 BR

Ths reiative level of primary akin frritation of the test artiole
»E-2410.07 {ELM BIS 9303 5 % in Aqua dest® was investigated in
oce group vl tbree rabbits,

411 signe of erythses, sscher gnd «lemd fhemttion were recorded
curing the tw day observation period.

The test ocompound Induced during ths emtirs obsarvation pariod no
gkin sltesrations.

The Primery Irritation Index is 0,0.

Tee subatanas *BE-24vh.01 (RIM BIS8 930} & § In Aqua dest™ fa
nonsidered to be pon-irritaing.




Wa, the mdersigned, dereby doclurs that tho work was perfiorwed

under our supsrvivion axd anoarding to She pronedure barein desardbed.
The descoribed sympboms, fimtings mnd data correspand to the resulis
obtainet in this test.

i

rFa
rd

kc m. H- Stlmr "'lf.’.tviooﬁvoonvu--no-c

Faohtisruret POr
Fhermakolagie u. Torikelegis
Zapert agrée

pharmnsoligie, toxiocclogue

Eachtiorarzt O
kilin. LahorsatordiumedSegnoatilc

Facihtiersrst I0r
Yaraychetiorkunde

Dr. G, Chibunguzs was . .

Paohtimwrst fOr
Frarzakologle u. Toxtkelogle

dhréovEnvay
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141
1.2

1.3

1.5
1.5

1. %

§

. b 1-3-600.52 1BR
MATRRLAL AND HETMOD
fnils
Speniest Eshblt
Btrain: Hhite New Sealandars
Scurows Bareld Sabriever, Ksninohenfarw,

D - 27% PreaervSrde, Kensadewms 83

Colcur: srite
Baskgrowmd of
ths strain: 165 Saportad from the 1A, Breading by beather/

Duto of reosipt:
dnclisatizabion tims:
{andonization:

Apizal fdencilicatiom:

Yelght range &t the

beglontox of the stody:

alster meting. 1371 cross-bresding with bucks of
denish breed Bswit-Land (MEZ with Rang earm).
Continued Breeding bty drotber/sister mating, supplied
pariodioally with beterogensous blood from saleotad
prize winning boaks.

Selecilous are aonduoted ascerding to oritariss of
the Rabbit Hreeding Assoelaticn for Wbite New Zes-
laaders. The bresding ie constantly under veterinary
superyiaids and frem of spidamics since cosmanommant.
4% the sgs of 4 waecka the anigmls are trested moe
Bgainat ooooidis with “Sulkanin® mixed into the
drinkicg vater. '

62, 19,84
7 days at leaxt
W the way of iottery drawing

onge card with the following inforsmbion:

dossge, sarmark, sei, day of the beginping of the
study.

F2,4 xg




2.

2.1

2.2

2'3

2.4

2.5

2.6

2.7

Relativo humidiry:

Reglatration:

siogle aagirg in bettery of cages

lattiae piate bores with fzacel bessin underneath.
¥ o= high, 35 om wids, 50 ap lexg

fluoresasnt light, %000° X, 120 Lux

12 bowrs daily, from 7.00 a.s. to 7.00 p.m,
B8%c22%¢

50 - 55 %

by tharmohygrometer
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3.

3.t

3-2

3.3

3.4

¥ood_and Ferding

Progusars

Componition:

Irgredisnts:

Seni?t Spexialfutter Oubd
#770 Soset/Vsstialen

Mol 2 Kaninobessuohtkom
{Alleinfutter fOr Iuchtlkaninaben)

Pellata, 3,0 - 1,5 om large, 0,5 ox diwgeter

Wheet rad Sags 31,50 §
Oats W00 8
Soym meal A 10,00 $
Dried suger best paul 13,00 3
Luserns meal 2,00 %
Holasgen 4,00 3
Blend of vitamins 0,40 3
Blend of minerals 2,5 %
Caloium onrbomate (oacos} 0.50. %

Choline chloride 0,04 §

{Ctiarge oontral by "Weendur Pasd stuff analysis®,

EC -~ Tolerences of Jan.1880)

Crude protsin WH0
Kathionin 0,20 =~
(Mathionir + Cystin) 0,38 -
L?un 0.55 -
Gruda It L9 -
Crude Fibre 1,0 =
hh a|“ hd
Calofum et -
Phoaphorus 0,35 -
Sodiam ﬂ,ﬁﬂ‘ -
Q 1! .W -
free axipact

Foud 7 Tood

15,000 1.U. Yitemin A
15 ag Vitemia B

Butyibytrosytolunl {Antioxidant)

7,60 3

13,00 §

diftarenns oo 100 3




ul‘

8.2

‘03

2.8

L R

8.1

5.2

5.3

5.4

Prodnoer: Sanift Spexiulfutter (abE
ATTC Somst/Nestfalen

Hams? Soaitt ~ Badding

Produosion: from pure apruce-, fire and pine-wood,
dried and disdusted.

Sterilisaticn: wo® ¢

Water binding capanivy
{5 af badding used): 276,5

¥ater

Admtnistration: sd _libitus

Syatom: deinkivg nipples

Quality: squa foutena ws Por upgn ccnsumption
Guility controls kegnlar anslysis by an official Jaboretory

for wmter .aalyais.



6.

5.1

6.2

Test waterial

ARyt

The tast compound "B-2414,0%" was supplisd by Proster & Gamble,
Burogesn Techmionl Canter, Orimbergen (Strombeck-Bewer}, Belgium.

DRD-puslier BOM BIS 9%

General

charaateristios: The pample ia = biue, turdid, streng viscons
liquis,

Storsge: axbimt temperature




7-

7.1

7.2

1.3

T4

fomta. D8s

Proguration of the silsals

Pedlowing an aselimatization period of T days st lesst to acuuztom the
rabbitae to the savirccsental sanditions exiating v the stimal room,
the test was iaitisted.

Prior o treatmant the bask of wmah aimel was alipped with a mee]ll
animal clipper. Tuo tost aitos of onch animnl were left intast and two
tast attas were sbmaded with a slewn olipper blade, ac as to panetrate
the horny layer of the epiderwis, but without causing bleeding.

Preparution of the tast saterisl

The oasple "B-2515.01 (3CH BIS 930)* vas applisd 88 a 5 $ diluticn in
Squa deoet (v/v).

Froasdura

0.8 ml of the sibatanen o be tested wms wrplied avdur g 2.5 %= 2.5 oa
gauxe pad.

Tha test liquid s applled to both intast end sbrwded sikin attes @
ths 2aft Wlf of the dsresl ares.

The pateven were ssoursd with adhesive tspes by plucisg thes sround e
horder of tha patohes. The salnels wore immobllixed in restrinsrs for
2% houre to prevent thes from rexoving the patches.

After that tfme, the tsat sites smre uncoversd and Lhe tast aubstance
a8 remved with swet dispomable pavss.

Sbesrvitions

Thirty aimntes af¥or the patales had besn resoved, the tast mites ware
evluatod and this ovr inaticn was reported aa the 2h-jouwr poat-treatmwt:
eralustion.

dgein an eyzlmtion of the rasstions wap fake 43 hours alfter tha yweavsl
of the patohes snd this e reportad a8 TE-DoUur poat-treatisat svalmation.



-2 - : 1-3-500-55 IBR

Ths soores of the taet sdbstancs o both intact and ebeades skin sites
of ell animsls fo erythema xnd esober formation {12 sooresx), ané sspe~
rately for edean foruuiion (12 scores) were averaged. Ths suk of thess

t50 avernges wes the Primery Irritation Indsx of the norruapanding test
compoand .

(Rassifiontice tha Pe Irritation Index
Sea dppendix 1.




S’ cianiag 5 B _ ‘ n ‘ n ;
B

Iv,

s
Usndar the described sonditions the fullowing wae resorded:

The sample "R-2A34.01 (BCX BYS 930) S £ in fqua dest® indused
during tis sotire obssrvation periof no skin altewkions,

Thae Prixsry Irritation Imiex ia 0,9,

e test compound "B-2R18.01 {208 B3T3 9320) S § in Aqua dest®
is considared to he non-iyritating,




)

¢

Sponsor:

Stugy director:

Prajest lesder:

- Assistante:

Quality asaurenos

Time of wstudy:

Bhidy performad by:

Areliivas and dosnmanby:

Prooter & Oumbls
Suropean Teshnioal Centwr
Temaalagn 100

B = 1820 Orimbergen {Stromdonik-Sevar)

IBR Porschungs (bR
Stdiampen. Nr. 31

3030 Wmlarode 2

Dr. Br. W, 3tarcer

Teohtierarst £l
Pharsakologic u. Yoxikalogie

Bapert agrée
paramcologua, taxicnlogus

Frontigrarst fr
klin. labarstorivesdisgnostix

Patttierarst L0
Yorsuctistierkunde

Dr. wod. wvet. G. Chibunguza

Fechtierarst v
Pharwavologis v, Toglkologlie

M. Frst, W, B¥edechice, H. Guaren

P. Tollkaann

‘00100 - '30‘0.”

Ald T dala 2nC & onpy of the fimal
rpat WAL be stored Se the sreitives
of Ik,

e tant subatanas: wtll ba seturnes o
the: Wo
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Appeodsz 3

Primary Irvitation Sooring

(a)

{»)

frythama s Raohar Foruation

Bo eythems

Very slight srythema (barely percagtible)
Woll.dafined erytha

Moderate to sovere arythesm

Sevare erythoie {best redness) to slight csobar fore
masios {{njuriea in depth)

Highest posalbie erythems acors

Bdeam Porastion
lic odsun
Yory slight edesm (berely perasptibis)

Slight edepe {adgax of area wll definved Ly definite
raiaing)

Madarats oleass (rized approximately 1 mm)

Severe slass (raised more than ? mx ant extending beyond
ures of expteyre

Highest poasibleo «ieewm soore

Classirfcation of the Prissry Yreitaticn Index

0,

v Sac-irritating

Mildly frritatisg

Moderetely irritatirg

Hoderatsly to peveraly Srritating
Beversly irritating

t ¢«
aaN O
L]

W &y e
[ ]
» O
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Appendix 2
Individoxl valoes
intwal 1 Baurs
28 T2 (a8}
intant 1. Erythoms, opchar forwation o 0
2. Bdema famation o Q
nbraded 1, Erythesa, eschar forsation 0 1]
2. Edama Corantion & 0
Animsl 2 Bours
24 72 {88)
intaot {. Brythess, aachur formation ) 1)
2, Bdema foraation a 9
abruded 1. BErythass, ssobar forsation a o
2. Bdame fursstion (1] b ]
dnimal 3 Bowrn
2% 72 (48}
iatagt i. Drytheam, eschar formation [+ o
2. Bdaem formaticn 0 0
abraded 1. Brytheas, spchur foreation o 4]
2. Bdgwn formation ¢ ¢
Pr Jrrital lony
erythem edona
tatast wbmded intaot abreded B
fnisale¥a, 2kh {2h 28b T2 % soimal-Ms, 28bh T2B 2% b 723
& ] o g o & o 14 0 af
T 0 L o 0o Y ) & 0 0§
8 o o 0 o 8 9 o ¢ of
s 4,0 = 4,0
; i e 0.0 -i 2 = ﬁgu

R1¢%220,0




e conditions for the perforauncs of kil studies, ¢.g. anisel care,

rooms, teatnica) equipsent and personnel are regulsriy contvolled by
e Quality fasurance Talt.

This report provides a correct and faithfl reocord of e resulls
ohtatnsd.

!

F. Volkmann iRl e

REANSIIERISAGERCISRUBE RIS

SBdicampen, 1%/‘34‘




