OFFICE of
PREVENTION, PESTICIDES anp
| Toxic SUBSTANCEg
January 7,2003
MEMORANDUM
\ .
Subject Acute Toxicny Revie

To: Marshajj Swi ell, PM
Cgulatory Mang emen
Umicrob;y) IVision (751 0C)
From: Ian BIackweH, Biologist
Icacy Evaluatiop Team
roduct 8¢ nce Branch
timicrobia]s Division (75 10C) > -~ (Q
Through:  jeoror Hicks, Team Leager ) | DHv
Chemistry and Toxicology Team o e A
Prodyct Science Branch ' / 0 %
Antimicrobials Dyjyjgre (75100) j / 5
Michele g Wingﬁcld, Chief
Prodyct Science Brancp
Antimicrobia!s Divisjon (751 0C)
Applicant- Envirox, LLC
FORMULATION FROM LABF] .
Active In redient(s): 2 by Wi,
H Ydrogen Peroxide 1
Other In g[edient(s ): 99
Tota} 100%
f{




Y Essex Testing
I Irritation Studjes Were inc!uded :
Umbers are 45 7465-01 through 465-04, :
These Studies weye pn'manly CViewed for CTT/pg AD by, EPA COntractoy, Oak Ridge
ationg] Laboratory. SB SClentists berforme asecond review of the daty to assyre
t tho Studies apng T€ports meet Agency Stang
A cover letter dated 8/22/200 States thay the acyte toxicity profile of this Product vy based
Upon acyte 4 XiCity data derived from other Nvirox 1 ¢ Produycts, HZOrange 112 Super
Concep, trate ap 2VTange 117 Concentrate.
A 11/15/00 letter from ppg 330fAD listed ¢4 acute toxicity Profile of 69268.3 as
acute orgy] toxicity m acceptable
acute dermy; toxicigy m acCeptaple
acute inhalation toxicity b acceptable
Primary ¢y Irritatiop, m acceptabje
Primary gkin ITitatiop - Iv acceptaple
ermaj Sensitization ?

Pending

RECOMMENDA TIONS: PSB findingg are;

1. The acute or. and acyte derma toxicity Studies e
Buidelineg However, these Studies gpe 110t acceptapye due to Problem, v
Material jdepy: " 1€ problen js that, wp; € the Product ¢h;
Support js Hzorange 120, the test materig

With this Submission gie.
2Orange 11 7 Con



The acyte toxicity profile for Reg. No. 69268-3 is Current]y:

acute oraj loxicity ar acceptable
acute dermjgj toxicity m acceptable
acute inhalatiop toxicity m acceptable
Primary €Ye irritatjop v acceptabje
Primary gkin irritation v acceptaple
derma] sensitization Nonsensitizer acceptable

Itis understog that the registrang Was hoping fo, a change i precautionary Iabeiing for thig
i ] not be required o display First Ajq Statementg or
precautionary Jabeimg. In order 4, accomplish this, thg Product would have ¢, be assigned







DATA REVIEW FOR ACUT

E ORAL TOXICITY TESTING (§ 81-1, 870.1100)
Prodycs Manager: Marshaj; Swinde]
IRID Ny 45746501

Reviewer: Susan Chan
Study Completion Date: January 10, 200>

'MB Research Laboraton'es
Cerven '

al body weight
K. Nine ap; als appeared Norma}
OPecia on the left Jawline op days 2 through 6.
Grosg Necropsy Fmdings: Necropsy res
that had liver bno alities,




on Davjg Hi
Ar, ington, VA 22202

Prepareg by
Toxicoj 08y and Y,

azard Ag up
Life Sciences Divigj

Primary Reviewer.
Su

San Chan MsS.
—=lidlang M s

Secondary Reviewers.
H 1

im Borges, M. T.(A.S.C.P. ), Ph.D., D.A.B.T.
Robert H Ross, M.S., Groug Leader

Quality Assurance.

Lee Anp Wilson MA
\




Test Material:

2 Orange, 126 (H,0, = 1.34%), Lot No, 9798
Dosage. 5000 mg/kg ‘

0; éIoudy liguig
Species; New Zealan

d White rabbits (5Mm and SF)
Weighs. Majes: 2024 kg, Females; 2.0-2.3
Source: Sgarjat’s Rabb;

: Approximately 13-14 Weeks
Summary:

1. Lb,, (mg/kg). Males > 5000 m

g/kg
Femaleg 5000 mg/kg
Combined >5
2. The estimateg LD

000 mg/kg
s0 IS > 5000 mg/k
oX. Category: v Classif

Cation:;
Procedyre (Deviatigp From §81

Acceptable

-2, 870.1200): No deviations Were noted.
Results: ’




DATA EVALUATION RECORp

HYDROGEN PEROXIpE:
(H;:0RANGE, 12,
STUDY Typg, p MARY Eyg IRRITATION .

[OPPTS 87,2400 (g5

RABBIT
“9] OECD 495 |
MRID 45746503

Prepareq for
Antimicrobials Divisjoq
ide Programg
NVironmenty) Protection Agency
Tson Davyig Highway
Iington, VA 22202

Prepareg by
Hazarq Assessm

Life Sciences Division
Ridge Nationaj Laboratory
Ridge, TN 37831
Actiop No. K415

Toxicology and

cnt Group
Oak

Pn'mary Reviewer.

Susan Chan M.S. Signatyre. %
Toeesdlang, M S,
Second

Date: \M-LLZHGZ -
ary Reviewers. AT -
H Tim

Barges MT ASCP Ph.D. DAB.T

Signature. ‘\2 —_
Date: Wz
Robert 5. Ross, MS., Group Leader Signature. \k& '
' _ Date: 0CT 1
Quality Assurance:
Lee Ann Wilson M.A,
\

Signature.
Date:

i




EYE IRRITATION TESTING (§81-4 870.2400)
Product Manage,-. Marshaj) Swinde]j Reviewey Susap Chan
MRID No.. 45746503 | Study Complenon Date March 8, 2001
Report No.. MB 00-9008 .04

Testing 1 4 boratory: MB Research Laboraton'es
Author: Danie] R. Cerven

GLP Comph’ance Statemeng (40

CFR §160.12).-"1nc1uded
Test Materia)- H,

Orz:mge2
Dosage; ¢ mL

120; colorlegs liquig

Species: New Zeal
Weight- Femaleg:
Source: Sgarlat’s

and Whjte
2429 kg
Rabbitry,

rabbits 3F)

Age; Appr‘oximately 4 monthg
Harvey’s lake, P4
Summary:

1. Toxicity Catego:y: v
Classiﬁcation: Acceptable

Procedure (Deviatigne From g8;

-4, 870.2400): None
Results:

[

"Positive
Observy tions




Prepareq by
Tox1c010gy d Haza;g Assessment Group
Life Scienceg Division
8¢ Nationg) Laboratmy
ge, 37831
Action Np, K415
Primary Reviewer-
Susan Chan M.S.
Toosdang MS
Secondary Reviewers:
H Timp

M Borpes MT A.S.C.P. Ph.D. DABT

Disclajmer
This Teview may have peep, altereq Subsequent 1, the Clntractor’g Signatureg above,
Oak Ridge Nationa] Laborat,,
Contrac E

TY Manageq and operageq by UT-BatteH
o.D -AC05-000R22725.




' * Susan Chang
Study Completlon Date Decemper 14, 200;
Testing Laboratory: Essex Testing Clinic, Inc,, Verona, NJ
Author- Tracey Stavisky
GLP Comph'ance Statement (40 CFR §160.12 The Study wag Conducteq i, Compliance
with the Ninciples of Good Clinica) Practice (21 CF arts 30, s, and 312) ang th
eclaration of Helsj s IS consistent with 40 CFR 160 Good Laboratoxy Practice
tandard anq 40 CFR 24,
Test Materjaj. H, Orange2 120 (ONE); white cloudy h'cjuid _
ositive Contro] Materia]. None ;
Species: Humap (41 majes and 184 females)
Weight- Not reported
Source; Not applicable

Age: 18 ¢o 69 years




