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Azko Nobel Functzona} als LLC has submitted an acute

toxicity package in support of the registration of the technical grade active
ingredient/manufacturing-use product afwlyxymmmaﬂm (PXTS). The registrant
: mmaw«&rmmmmmﬁmMWMmm&mm
 identified by the Agency as MRID’s 46 2609, 46062610, 46062611, 46062612, and
46062613, .

REC INS: PSB ﬁmdingsvare:
1. The waiver for acute inhalation is granted because the material has a tar fike

consistency and a low vapor pressure of sbout 1,09 x 10* Pa. The registrant indicates
that because of these parameters, a respirable environment of PXTS cannot be achieved
and inhalation is not a viable route of human exposure,

2. Tha studies for acute brai; awte démmi’, eye imritation, and dermal irritation are
a b

b.

¢. The lab report doesn't indicate the irritation soores after the second and third

indication. These scores must be indicated on the Iab report,

be indicated on the Iab report,
4. The current acute toxicity profil of Reg. No. 75799-R is:

' . acute oral toxicity . acceptable
. acute dermal toxicity v acceptable
acute inhalation toxicity v walver granted
primary eye irritation m acceptable
primary dermal invitation v acceptable
ermal sensitirati nacceptable

LABELING:
L. The corect signal word is CAUTION.




3. The label must include the following first aid statement for eye irritation:

If in eyes: T
~Hn&deyeopmandxixms!mdyéndgaﬂywithwaterfw 13-20 minutes. Remove
-Call a poison control center or doctor for treatment advice,

4, No precautionary statements for dermal sensitization can be determined at this
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DATA REVIEW FOR ACUTE ORAL mxxcm TESTING (§ 81-1, 870,1100)

_ Product Manager: Adam Heyward - Reviewer: Chris Jiang
MRID No.: 46062609 B - Study Completion Date: July 5, 2001

! di Report No.: 01-114
. Auther: John Findiay

Test Material: PXTS (50 % (w/v) in com oil)), lot 1685-7-1, black solid materia]
~ Desage: 5000 mg/kg formulated 10 a volume of 10 mL/kg
 Species: Sprague-Dawiey rats (Hsd strain) (S/sex/group)
 Pasted Weight: o 22810235g; 9: 163 10 177
Source: Harlan, Indianapolis, IN
Conclusions:

1. LD, (mg/kg): Males > 5000 mg/kg
| Females > 5000 mg/kg
- Combined > 5000 mg/kg
2. The estimated LD,, is greater than 5000 mg/kg.
3. Tox. Category: IV ~ Clansification: Acceptable
~ Procedure (Deviations from §81-1): No deviations were Boted.

Ruults

hyyowﬁvitywhichwasmwéinmfemalm wet inguinal fur which was observed in one
male and four females, alopecia which was ex erienced by one male, ptosis which was
demonmawdbymfmaie;sgﬁwﬁunw}ﬁahuias— :,]'j"-inmmniemdmfamle,mi
matm&immdthccymwhwhm mtedmmmh,mmbimywimhwasmww:n
ammﬂemdmfmd@mdndsyhemgmwmbymmﬁewﬂcm
female. .




Groass Necropsy Findings: Two males had unremar
hungs that were red and patchy; anie ¢ male had
female necrop: si&wmummm_ff




DATA REVIEW FOR ACUTE mmi; TOXICITY TESTING (§81-2, 870.1200)

- Product Mansger: Adam Heyward = Reviewer: Chris Jiang . :
MRJI) No.: 46062610 Study Completion Date: July 5, 2001

' Report No.: 01-113
. Testing Laboratory:
Author: John ?‘mdiay

Qnality Amram (40 CFR §160.12): A statement of GLP compimce was included.

Tm Material: PXTS, lot 1685-7-1, black solid materig]
Dsmn SOOOnxg/kg

Species: leeﬂand%tembbm(&fsexlgmxp} v

- Weight: o241 kgto2.61 kg: 9 2.65t0 2,75 kg on day 1
mismwmum :
Source: Kuipar Rabbit Ranch, Gary, IN

- Couclusions:

L LDy, (mg/kg): Males > 5000 mg/kg i
, anla>§§ﬁ0mgfkg
2. mmmwwmmmm o

3. Tox. Category: IV fi ation: Amgmble
TR Procedure (Deviations from §81-2): No deviations were noted.
. Results:

GragsNecmmmw W%MWMW@M In
addition, awmw&emmofmmwmmmmmm




DATA REVIEW FOR PRIMARY E’YE IRRITATION TESTING (9814, mm)

Product Mansger: Adam Hayward Reviewer: Chris Jiang
MRID No.. 46062611 Study Completion Date: Jme 27, ms

. Report No.: 01-111
TM; Laboratory: ]
Author: Ja%m Fmdlaav

Quality Assurance (40 mgxmzzy A statement of GLP cemphamew&s mdad

Test Material: PXT 8, lot 1685-7-1, black solid material
Dmae 0. I g
Species: mwﬁmmmwmrm
Weight: 2.15 kg 10 2.64 kg on the day after arrival
Age: 16 weeks at dosing
Source: vKuxparM;tRmﬁh, Gary, IN
Summary: |
1. Toxicity Category: 111
2. Classification: Acceptable
Procedure (Deviations From §81-4): No deviations were reported; how
m@wmumﬁdﬁmﬁmmb&tabmng%wdfwh@tﬁ%sw
lesions. :

Results:

Observations

| Iritis

Co umﬁvw
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81.5, 870.2500)

Product Mamager: Adam Heyward Reviewer: Chris Jiang
MRID No.: 46062612 Stady Completion Date: June 27,2001

Report No.: 01-112
Author: John Findiay

Quality Assurance (40 CFR§160.12): A statement of GLP compliance was inciuded.

~ Test Material: PXTS, lot 1685-7-1, black sofid material
: Dosage: 05¢g

 Species: Three male New Zealand White rabbits
Weight: 2.15kg 10 2.64 kg on the day after arrival
Age: 16 weeks at dosing

Source: Kuipar Rabbit Ranch, Gary, IN

L Toxicity Category: IV
2 Cimiﬁcatian;‘ Acceptable
* Procedure (Deviations From §81-5): No deviations were noted.

At the one-hour obs ‘ mﬂi&umm had
: obwved to have very slight edema. At‘the one-day obser




DATA REVIEW FOR DERMAL SENSITIZATION TESTING (§81.6, 870.2600)

Product Manager: Adam Heyward Reviewer: Chris lang =~ - :

. MRID No.: 46062613 Study Completion Date: August 22, 2001
: _ Report No.: 01-115 ' L

. Testing Laboratory: Experimur

Author: John Findlay

~ Quality Assurance (40 CFR §160.12): A statement of GLP compliance waa included,

 Test Material: PXTS, lot 1685-7-1, black solid waterial
Positive Control Material: a-Hexylcinnamaldehyde (HCA) in acetone

Species: Male HsdPoc:Dunkin Hartley albino Buinea pigs
Weight. 379 to 470gonday 1 Age: Six to seven weeks on day of dosing
Source: Harlan Sprague Dawiley, Inc., Indianapolis, IN

1 This Prad;:ct Is not a dermal sensitizer.
2. CQlassification: Unacceptable
Procedure (Deviation From §81-6): Minor excursions of relative bumidity outside of

mmgesyeciﬁedby&g_m:ocﬁmmwmmm, but these deviations were
mdmwhawmadmmeﬁwmonthammeofmm ,

/acetons solution that was dispensed onto the p

» oplied to the lower left quadrant of
i cvalusted et 24 and at 48 hours sfter the first and the
challenge doses according to the Magrusson on and Kligman Grading Scals,
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Results: Animals 513 and 514 shﬁwed dxscrate m'pawhy erythema at the 24-hour
obwvaimnaﬁertheﬁmmdmu i

guinea pigs 512, 518, mdﬁzlaﬁe:thw%hmxrobamaﬁwchaﬂwge After the
48-hour observaunn after challenge, only animal 518 showed discrete or patchy erythema.

- m pmmve wntml ahuwed appropriate resulis.

ial Cwmmm Inﬂxemcadm’e thaiahrwdmmmmﬁwdmgeafm

| pemﬁveconml("mmmﬂmmuwdwchaﬁwthemh

Cmtmimmalm&dmdampsywaxmdonemthuwm A necropsy st
Eep«fmmdonﬂwdmdwt

Theiabmpart doesn’t Mxmetbemunnmmaﬁer:he seconzimd third indication.
It ﬁsodmmmm&emmf&redma These scores must be indicated on the lab

report,




