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Theaemdynmcpmﬁdemahoﬂdhnwbmdﬁmedbomlydmgthe exposure.
This deficiency is considered minor sinoe the size was determined onge every 2 hours, and since the
m&vﬁuﬂMvaah«mmm&emdmﬂmambhmge(42md4om)

The oxygen level duting exposure was not reported. However, since the mean chamber
girflow was Sssm(mmwzzmemeﬁmmﬁkalyﬂmmWwelm
below 19%, and this deﬁcmcyankocmmdmdm

TOXICITY PROFILES
Acute oral toxicity v Acceptable
Acute dermal toxicity v Acceptable
Acute inhalation toxicity = IV Acceptable :
Pmnmyayemith I " Acceptable
Dermal sensitization No Aooeyuble ‘

W Buedanﬁwsmdxeunbmﬂted,themgnalwwdforﬂmpmdwu%annon There
mnospwalpawaxx&omryhnguageneade&fo:ﬁmm@wﬂabel
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (§81-1)

CITATION: Wnorowski, G. (1995) Acute oral toxicity mit test. Product Safety Labs, East

Brunswick, NJ. Laboratory Project Number 3633. May 23, 1995. MRID
43698107.

WX mmmmwmmmamwnagmp of five
young adult Sprague-Dawley albino rats/sex were given a single oral dose of Ro-Pel Animal,
Rodent, and Bird Repellent (0.035% thymol and 0.065% benzyldiethyl{(2,6-
xylylcarbamoyl)methyljammonium saccharide) at 5,000 mg/kg (limit concentration); the test
substance was administered as received. Animals were observed for clinical signs and mortality
for up to 14 days postdosing.

Oral LDy, Males = >5,000 mg/kg (observed)
Females =>5,000 mg/kg (observed)

-Ro-Pel Animal, Rodent, and Bird Repellent is TOXICITY CATEGORY Wbasedon

calculated LD, values in both sexes.

All animals survived and appeared normal and healthy during the 14-day observation period. No
treatment-related effect on body weight was obwved, and necropsy of animals sacnﬁcedaﬁa
14 days revealed no gross abnormalities.

%m&ymaw@table,mdsmﬁasﬁxegmdehmmqmnmﬁmanacmeomlsmdy(& -Din
Tat.,

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided.

L MATERIALS AND METHODS
A, MATERIALS:
1.  TestMaterial: Ro-Pel Animal, Rodent, and Bird Repellent
Description: Clear liquid

Lot/Batch #: B2225A
Puaty 0 035% ’Ihymol and 0.065% benzylc!ieﬁlyl [(2.6-

3. Testanimals: Species: Rat ‘
Strain: Sprague-Dawley derived, albino
Age: Young adult
Weight: 211-232 g males; i%mgfemales




e

Source: Hilltop Lab Annna!s Scottdale, PA

Acclimation period: 16 days

Diet: Purina Rodent Chow (#5012), unspecified amount/animal/day
Water: Filtered tap water, g libitum .

B. STUDY DESIGN and METHODS:
1. Indife dates: April 20-May 4, 1995
2. imal assig  treatment: Foﬂowingal%wurﬁsﬁngpemd,ﬁve
yomgadultm&immmamg&emﬂdosecfko«?ezmnkodm
and Bird Repellent at 5,000 mg/kg (limit concentration) by gavage; the test
substance was administered as received. The rats were observed for signs of
toxicity and/or mortality at 1, 3, and 21 hours following administration, and
at least once daily thereafter for the remainder of the 14-day study; body
weights were recotded at 0 (prior to dosing), 7, and 14 days. At 14 days, the
mvmgannmlswmsa«mﬁmd,wopmd‘mdmmwdﬁorm
pathological changes.
3. Statistics: Not applicable to this study.
RESULTS AND DISCUSSION:
A.  Mortality: All animals survived the 14-day observation period.
Oral LD, Males == >5,000 mg/kg (observed)
Females = >5,000 mg/kg (observed)
B. s: All animals appeared normal and healthy during the 14-day
C. Nak&mﬂm}mdeﬁ:’wtonbodywmghtwasobwved,thh
ovem‘!l(o-mdays)avmgemcreasesofS?%fwmﬁesand%%forfemales
D. Necropsy: Gross necropsy revealed no treatment-related gross pathological
changes.
E. Deficiencies: Although individual observations for the entire day of dosing were

Moommw&&mdcﬁwmmeﬁbotm&wmofﬁ\emdymﬁm
considered minor.
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (§81-2)

CITATION: anwsh,mms)mmwmymm Product Safety Labs, East
mWick,g&os L&OWWNWW May 285, 1995. MRID
436

EXECUTIVE SUMMARY: In an acute dermal toxicity study (MRID 43698108), five young
adult Sprague-Dawley albino rats/sex were dermally exposed to Ro-Pel Animal, Rodent, and
Bird Repellent (0.035% thymol and 0.065% benzyldiethyl[(2,6-xylylcarbamoyl)-
methyljammonium saccharide) at 5,000 mg/kg (>2X limit concentration) for 24 hows; the test
substance was applied as received to approximately 10% of the total body surface area. Animals
were observed for clinical signs and mortality for up to 14 days postdosing.

Dermal LD,, Males = >5,000 mg/kg (observed)
Fenales = >5,000 mg/kg (observed)

Ro-Pel Animal, Rodent, and Bird Repellent is TOXICITY CATEGORY IV based on observed
LDy, values in both sexes.

All animals survived and appeared normal and heaithy during the 14-day observation period; the
presence or absence of treatment site irritation was not addressed. No significant treatment-
related effect on body weight was obsewad,mdwopsyofarmna!s sacrificed after 14 days
revealed no gross abnormalities.

Msmdyisaecmmb!gmdmﬁesmemddnmwmfmmmmﬂsMy@h
2)in the rat.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided.

L MATERIALS AND METHODS
A.  MATERIALS:

1.  Test Materigl: Ro-Pel Animal, Rodent, and Bird Repellent
Lot/Batch #: B2225A
Purity: Ooﬁ%mymo!and{)%ﬁ%benzykhethﬁ{(z,&

xylylcarbamoyDmethyljammonium saccharide
CAS #: 89-83-8 and 90823-38-4, respectively

2. Yehicle: None employed
3. Testanimals: Species: Rat

Strain: Sprague-Dawley derived, albino
Age: Young adult




&~

Weight: 204-228 g males; 201-218 g females

Source: Hilltop Lab Animals, Scottdale, PA

Acclimation period: 7 days

Diet: Purina Rodent Chow (#5012), unspecified amount/animal/day

: signment and freatment: Fur from the dorsal trunk areas of five
mnah/aexwasohppedldaymimtodermﬂa&nirﬁs&aﬁonof&&?el
Animal, Rodent, and Bird Repellent at 5,000 mg/kg (>2X limit
concentration). The test substance was applied es received and spread evenly
.over an area of approximately 6-in? (10% of the total body surface area).
Each application site was covered with an 6.75-in’ adhesive-backed gauze
patch, and the entire trunk of each animal was wrapped with Durapore tape.
The coverings were removed 24 hours following application, and the test
sites were gently wiped with water and a clean towel. The rats were

observed for signs of toxicity and/or mortality at 0.25, 2, and 5 hours
following application, and at least once daily thereafter for the remainder of
the IMayswdy,bodywmghmwmmdedatO(pmttodosmg) 7,and
14 days. At 14 days, surviving animals were sacrificed, necropsied, and
examined for gross pathological changes.

3. Statistics: Not applicable to this study.
RESULTS AND DISCUSSION:

A. Mortality: All animals survived the 14-day observation period.

Dermal LD, Males = >5,000 mg/kg (observed)
Females =>5,000 mg/kg (observed)

Chinical obserystions: Aﬂanmxalsappemdmalmdhealﬂaydxmmlwy
observation period. The presence or absence of trsatment site irritation was not
addressed,

C. Body Weight: No significant treatment-related effict on body weight was
observed, with overall (0-14 days) average increases of 46% for males and 15% for
females.

D. Necropsy: Gross necropsy revealed no treatment-related gross pathological
changes.

E.  Deficiencies: Although individual observations for the entire day of dosing were
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mtmducwamﬁuemwmmﬁaﬁmmtmd,mm deficiencies
have no effect on the results of the study and are considered minor.
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'DATA REVIEW FOR ACUTE INHALATION TOXICITY TESTING (§81-3)

CITATION: Wnorowski, G. (1995) Acute inhalation toxisity limit test. Product Safety Labs,
%&mmok,w Laboratory Project Number 3638. May 25, 1995. MRID

1 toxicity study (MRID 43698109), five young
osed by whole-body inhalation to Ro-Pel Animal,
(0.035% thymol and 0,065% benzyldiethyl[(2,6-
eﬁwnmm&whaﬁ&e)atzjzmmﬁomm)fouhom
Wmoww%mmmmm%@wldaw&mmmm

Inhalation L.Cg, Males = >2.52 mg/L (observed)
~ Females = >2.52 mg/L, (observed)

Ro-Pel Animal, Rodent, and Bird Repellent is TOXICITY CATEGORY IV based on the
obsetved LC,, values in both sexes.

’MWMMW&WWM1WGWMW Eﬂ:’w&ozsﬁwved
MWwWWWp&m ypoactivity. All effects
subsided upon exposure completion, and all animals d normal and healthy during the 14-
day observation period. The body weight of a sinigle female animal decreased slightly between 7
dedays,ammse,mmmmdmdeﬁMmiboﬁymigﬁmobsm Necropsy of
ammalssamﬁeedaﬁmlddaysrmﬁbdmgrmabmmhﬁes .

This study is acceptable, and satisfies the guideline requirement for an acute inhalation study
(81-3) in the rat.

COMPLIANCE: mmwwwmc@wmsmmwmmm A
signed Quality Assurance page was not included in the study, and the existence of the original
microfiched page (at the EPA) needs to be verified.

L MATERIALS AND METHODS
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Strain: Sprague-Dawley derived, albino

Age: Young adult
We:ght 263-2823ma1es,219~2§0,gfmna1es ,

- Diet: Purina Rodent Chow (#5012), unspemﬁed amount/day, except during
exposure
Water: Tap water, ad libitum, except during exposure

nditis mmdmmﬂwmpexm
W(zwa)wmmmww animal orientation
within the chamber was not described.

Test atmosphsm (liquid) was generated using a Spraying Systems 0.25-inch
JCO atomizer operated using dry, compressed air. Measured test material
was pumped via a Master Flex Pump into the atomization nozzle. The
rmmm&mmmw "conditioned” room air prior to
entering the exposure chamber. The mean chamber airflow averaged 55.5
L/min (equivalent to 22.2 turnovers’hour). The times required for 90 and

m@mmmezmxzamm,mmw

The nominal test atmosphere conosntration was determined at the end of the -

expostre petiod by dividing the total amount of test material delivered to thie
chamber by the total air volume that passed through the chamber during the
exposure time, ‘The actual test atmosphere concentration was determined
gravimetrically six times during the exposure period by drawing 12-L
samples from the breathing zone of the animais through 25-mm Whatman
glass fiber filters, The nominal and average gravimetric test concentrations
were 71.56 and 2.52 mg/L, respectively.

Particle size was determined twice during the exposure period using an eight-
stage Andersen cascade impactor. Samples were collected from the
breathing zone of the animals. The caloulated average mass median -
WM&M&&W}MW&WW(@S&)
were 4.1 and 1.91 um. The average percentages of particles <9.0 and <3.3
pm were 96.2 and 21.5%, respectively.

During exposure, the temperature was 68-72 OF, and the relative humidity
ranged from 42 to 100%; the oxygen level was not specified.




1I.

Animal assignment and treatmen Fiveatbnmratsisexwaeexposedvm
whoizvbod y inhalation to Ro-Pel Animal, Rodent, and Bird Repellent at
2.52 mg/L, (>Iumt conoentration) for 4 hours. Following exposure, each
animal was wiped free of excess test substance, The animals were observed
for signs of toxicity and/or mortality at least every 30 minutes during
exposure, upon chamber removal, end st least once daily thereafter for the
remainder of the 14-day study, Body weights were recorded st 0 (prior to
exposure), 7, and 14 days. After 14 days, the surviving animals were
sacrificed, necropsied, end examined for gross pathological changes.

4.  Statistics: Not applicable to this study.
RESULTS AND DISCUSSION:
A.  Mortality: All animals survived the 4-hour exposure and 14-day observation
Inhalation LC,, Males = >2.52 mg/L (observed)
Females = >2.52 mg/L (observed)

servations: Effects observed during exposure included irregular
!esmanm.hmwhadposwe,mdhypmmty All effects subsided upon exposure
completion, and all animals appeared normal and healthy during the 14-day
observation period.

C. Body Weight: The body weight of a single female animel decreased slightly
between 7 and 14 days; otharwise, no treatment-related effect on body weight was
observed. Qvaall(M#days)aﬂmnnakmmdwu@ﬁ,wﬁhmgedW
omezdi?%fmmaleandfemalemmals,vady

D. Hw. Gross necropsy revealed no treaimerxt-—xeiated gross pathological

E. Deficiencies: 'fheacmaltestaumsphmconmmanonwasdztmnwd
gravimetrically, which is considered an unacceptable method for liquid asrosols.
However, since gravimetrically-determined concentrations are typically binsed-low
(because they usually do not account for volatilization of a test substance), and
since no mortality oconrred in this study at the calculated conoentration of 2.52
M(MW&MQWMMMMWLC”W
wmbseqmﬁt%mmxycmgmyofw?ﬁmmmmmmm&

and is considered minor.

%Qwodwmmopmuchmshmﬂdhawbemdewwdhoudydmﬁw
exposure. This deficiency is considered minor since the size was determined once
every 2 hours, and since the individual MMAD values were comparable and within
areasonable range (4.2 and 4.0 pm). .

| 1)
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The oxygen level during exposure was not reported. However, since the mean
chamber airflow was 55.5 L/min (equivalent to 22.2 turnovers/hour), it is unlikely
that the oxygen level was below 19%, and this deficiency is considered minor.

Although individual observations for the entire day of dosing were not conducted,
ih&szﬂ&ﬁc&mncy}mwsxu:efﬁnﬁcnxfhexasuhsiafﬂhestudywnuiiscxnnﬁtkntxlnnhu:n
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DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (§81-4)

CITATION: Wnorowski, G. (1995) Primary eye itritation. Product Safety Labs, East
Brunswick, NJ. Laboratory Project Number 3634. May 23, 1995, MRID
43698110.

EXECUTIVE SUMMARY: In a primary eye irritation study (MRID 43698110), 0.1 mL of Ro-
Pel Animal, Rodent, and Bird Repellent (0.035% thymol and 0.065% benzyldiethy1{(2,6-
xylylcarbamoyl)-methylJammonium saccharide) was instilled into the conjunctivel sac of one
eye of three New Zealand White rabbits/sex. The animals were observed for up to 72 hours
following instillation, and eye irritation was scored using the Draize scale.

Slight conjunctival redness was observed in 1/6 treated eyes 1 hour following instillation and in
3/6 eyes at 24 hours. No other ocular effects were observed.

In this study, Ro-Pel Animal, Rodent, and Bird Repellent is a very slight conjunctival
frritant, and is TOXICITY CATEGORY IV for primary eye irritation based on no significant
readings at 24 hours, , '

This study is acceptable, and satisfies the guideline requirement for a primary eye irritation
study (81-4) in the rabbit.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided.

L MATERIALS AND METHODS

A.  MATERIALS:
1. TestMaterial: Ro-Pel Animal, Rodent, and Bird Repellent
Description: Clear liquid ~

Lot/Batch #: B2225A

Purity: 0.035% Thymol and 0.065% benzyldiethyl-[(2,6-
xylylcarbamoyDmethyl]lammonium sacchande

CAS #: 89-83-8 and 90823-38-4, respectively

)l None employed

Age: A

Weight: Not specified .
Source: Davidson's Mill Farm, South Brunswick, NJ
Acclimation period: 6 days . .
Diet: Pelleted Putina Rabbit Chow (#5326), unspecified amount/animal/day
Water: Filtered tap water, ad libitum L i




Animeal assigrnment and treatment: A 0.1-mL aliquot of Ro-Pel Animal,
Rodcmt, EnﬁaepenmmmﬁiledmﬁwcommMmofthenght
mofmxwwmmbbﬁz/m The treated eyes were held
together for approximately 1 second to prevent loss of material and were not
rinsed, and the animals were fitted with Elizabethan collars. The left eye of
each animal served as an untreated control. The animals were observed for
ocular irritation at 1, 24, 48, and 72 hours following instillation. At 24 hours,
fluorescein dye was used to confirm the absence of corneal ulceration. Eye
irritation was scored by the Draize scheme. In addition, each animal was
w&mmofwmww“momyamwwymm
y study.

1. RESULTS AND DISCUSSION:

i servations: Slight conjunctival redness (score of 1) was observed in 1/6
neawdeyealhowfonmxgmsﬁ!}aﬁmasdmyéeywatuhm No other
ocular effects were observed, and 3/6 treated eyes remained free of irritation during
the 72-hour observation period. Based on the results of this study, Ro-Pel Animal,

Rodent,andBudRepM:saveryabghtmmtm
. All animals appeared normal and healthy during the 3-day study.
B. Deficiencies: Although individual observations for the entire day of dosing were

not conducted, this deficiency does not alter the results of the study and is
considered minor.




futalo New Feaiand Whits tebbizy were demmally
and Bird Repellent (0.035% thymol and 0.065%
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DATA REVIEW FOR PRIMARY DERMAL IRRITATION TESTING (§8i~3)

,QI_:&'BQN Whnotowski, G. (1995) Primary skin irritation. Product Safety Labs, East
" Brunswick,

43698111,

NJ. Labmatotyl’wgmwm May23,1995 MRID

mammmmmmxmmm
Ww%ﬁx}o&‘ko-lﬁelmal,kodmt

xylylcarbamoyfmethyljammonium saccharide) for 4 hours. The test substance was applied to a
single intact 6-cm? site/animal. Animals were observed for dermal itritation for up to 72 hours
following application, and irritation was scored by the Draize scheme.

‘No dermal irritation was observed during the 3-day observation

pegiod. In this study, Ro-Pel

MMmdmwawammwmmww
for primiary defmal irritation.

This study is wmmdmﬁuﬁwmmwmmmt%ramydmﬂmmm
study (81-5) in the rabbit. ‘

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided.

L

MATERIALS AND METHODS
A MATERIALS

erial: MPdAmLMMMW
Description: Clear liguid

Lot/Batch #: B2225A

Purity: 0.035% Thymol and 0.065% bamyldxe&wla{(z 6~
xylylcarbamoyDmethyl]ammonium saccharide

CAS #: 89-83-8 and 50823384, mpect:vely

2. Yehicle: None employed

3.  Testanimals: Species: E.abbﬁ
Strain: New Zealand White
Age: Adult
Weight: Not
Source: Davidson's Mill Farm, South Brunswick, NJ
Acclimation period: 6 days
Diet: Pelleted Purina Rab’hﬁ Chow (#5326), unspecified amount/animal/day

Water: Fﬁtm'adtapwater ad libitum
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Indlife dates: April 25-28, 1995

reatrnent: Fur from the dorsal trunk areas of six
adultfmmleammaiswaschppedldaypnortodmaladnmnsmnonmth
0.5 mL of Ro-Pel Animal, Rodent, and Bird Repellent. The test substance
wasapphedtoasmglemtwt&m’sﬁe/mmnﬂwxgaé?&cm’adhmw
backed gauze patch. The entire trunk of each animal was wrapped with
Micropore tape, and the animals were fitted with Elizabethan collars. The
coverings and collars were removed 4 hours following application, and the
sites were gently wiped with water' and a clean towel. The rabbits were
observed for dermal irritation at 1, 24, 48, and 72 hours following patch
removal. Erythema and edema were scored separately using the Draize
scheme. In addition, signs of toxicity and/or mortality were monitored at
least once daily during the 3-day study.

IL RESULTS AND DlSCUSSION:

‘. YL

ions: Nodmdmmobsmedmdaﬂmapmd
servation period. Based on the results of

this study, Ro-Pel Animal, Rodent, and Bird Repellent is not & dermal rvitant.

B. Deficiencies: Although individual observations for the entire day of dosing were
not conducted, this deficiency does not alter the results of the study and is
considered minor.
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DATA REVIEW FOR DERMAL SENSITIZATION TESTING (§81-6)

CITATION: Wnomwsh,(} (1995) Dermal sensitization test - Bushler method. Product Safety

East Brunswick, NJ. Laboratory Project Number 3637. May 26, 1995.
MRID 43698112,

EXECUTIVE SUMMARY: In a dermal sensitization study (MRID 43698112) conducted with
Ro-Pel Animal, Rodent, and Bird Repellent (0.035% thymol and 0.065% benzyldiethyl[(2,6-
xylylcarbamoyimethyljammonium saccharide), ten young adult Hartley albino guinea pigs were
tested using methods based on those derived by Buehler. For the induction phase, application
mwmmammamcmmmm; A concurrent positive -
control study was conducted in the same manner using 1-cliloro-2,4-dinitrobenzene.

No dermal irritation was observed following the single challenge treatment in either previously-
induced or naive control animals. Acceptable positive control data were provided to validate the -
test methodology. Based on the results of this study, Ro-Pel Animal, Rodent, and Bird
Repellent is not a dermal sensitizer,

mmmwmmmmmmmtmamammmsmy
(81-6) in the guinea pig.

COMPLIANCE: Signed and dated GLP, Qumymmmmmcmmmy
 statements were provided.

L MATERIALS AND METHODS
A.  MAIERIALS:
1. I@LMML R@-i‘-‘elAmmal, Rodent, and Bird Repellent

Lot/Batch #: B2225A |
Purity: 0.035% Thymol and 0.065% benzyldiethyl-[(2,6-
- CAS #: 89-83-8 and 90823-38-4, respectively

ol Nowstsubswwevehmiewasempioyed.

0.06% 1-Chloro-2,4-dinitrobenzene (DNCB; [198% purity) in 80% aqueous
ethanol (induction phase) or 0.04% DNCB in acetone (challenge phase) was
 used for concurrent positive control data.

3. w Spmes Guines pig ,
Age: Young adult < S /}
Weight: 284-355 g males; 297-355 g females oA
Source: Ws%?mmmmm Y
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Acclimation period: 5 days -

Diet: Peﬂ&ed?m&mml’agcaow wxspemﬁedmomﬁmnmal!day
Water: Filtered tap water, ad libitum

basedmﬁmedexmdhyﬁmhla{kabmmm etal.,'l‘mcology,éwl-
107 (1990); Ritz, H. and E. Buehler, Current Conocepts in Cutaneous
Toxicity, p. 25-40; mdm?mss,NY(lmn Based on the results of
preliminary testing conducted using either 0.4 mL of Ro-Pel Animal, Rodent,
mderdRepeﬂmasreamed{wG%)ormeofzs 50, or 75% distilled
watwdﬁnﬁm,ﬂwwsubmmwmedasmwdforboﬁzpmsofﬁw
definitive study. -

Fm&emmonpme,ﬁnonﬁwdomlandﬂankumofwnyomgamﬁt
animals (seven male/three female) was clipped 1 day prior to dermal
administration of 0.4 mL of Ro-Pel Animal, Rodent, and Bird Repellent. The
test substance was applied to the left side of each animal using an occlusive
25-mm Hill Top Chamber sécured with Durapore adhesive tape. An
Mommmm@mmm}wemmmm
manner as described using 0.4 mL of 0.06% DNCB. Following a 6-hour
exposure period, the chambers were removed, and any excess test substance
was removed from the skin by gently wiping with water and clean towels.
Apphcaﬁonofﬂmteﬂmmwasmpeatedﬁueeﬁmesweeﬁytbrs '
weeks (nine total applications). For the fourth and seventh DNCB induction
tm%dmgmwmwedmmadgwwmeaavmmmmw
necrotic

For&zeclmﬂengeplme,aw@e!maﬁnmiwapphedusmg04mLof
either Ro-Pel Animal, Rodent, and Bird Repellent or 0.04% DNCB in
acetone in the same manner as described, to the previously untreated right
mdeofeaohanmallzdaysfunowmgﬁmﬁmlmdnmmm To serve
as naive controls, an additional five animals/test substance (three male/two
female) were included for the challenge treatment. The guinea pigs were
observed for dermal irritation 24 and 48 howrs following each induction and
c!mﬂengeexpaswe Skin reactions were scored according to the following

0. - No reaction

0.5 - Very faint erythema, usually non-confluent
1 - Faint erythema usually confluent '
2 «Moderate erythema

3 - Severe erythema with or without edema

e T Y
7 Y
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7
H




i1

a8

Mwmofmhmmmm&mwﬁwmm
treatment and on the day following the challenge treatment.

RESULTS AND DISCUSSION:.
ions and duration: No dermal iritation was observed during the

hallenge reactions and dusation: No denmal irritation was observed following the
: mwmmmmmmmﬁmwwmm
Based on the results of this study, Ro«PelAnnnaI,Radmt,mddeRepenmw
notadmnalseamﬁw

Notreannexwelatedeﬁbetanbodyweightw observed between test and naive
control animals, with overall (approximately 33 days) average increases of 65-74%
in males and 56-59% in females.

jve . Twenty-four hours following the first induction treatment, very
mwmmmdwwmmaammm In general,
| ﬁwumdmwemdmﬁyafﬁnta&mmmdmﬂxwhwe@phmmg

%haumfoﬂomﬁwm&imm ication, m

: 'I‘wemy&wmdﬁham'sfoﬁowmsﬁw challemetmﬂnmtopremusly-
induced animals, very faint to moderate er (soores of 0.5-2) was observed at
9!19&;&3W!0wt&tes,rmvdy In contrast, 24 and 48 hours following
treatment to naive control animals, very fhint erythema was observed at 1/5 and 0/5
sites, respectively. These data confirm the adequacy of the test species and method
employed.

D.  Deficiencies: None.




