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RETURN RECEIPT REQUESTED

INTT
Document Processing Center (T S-790)
Office of Toxic Substances
U.S. Environmental Protection Agency

401 M St., S.W.
Washington, D.C. 20460

Attn:  Section 8(e) Coordinator (CAP Agreement)

RE:  Report Submitted Pursuant to the TSCA Section 8(e)
Compliance Audit Program

CAP Identification Number: 8ECAP-0026

Dear Sir/Madam:

Pursuant to the Toxic Substances Control Act (TSCA) Section 8(e) Compliance Audit Program
and the Agreement for TSCA Section 8(e) Compliance Audit Program (CAP Agreement) executed
by EIf Atochem North America Inc. (Atochem) and Environmental Protection Agency (EPA),
Atochem is submitting the enclosed final report on a study to establish eye irritation potential in
rabbits to the EPA. This study does not involve effects in humans.

Nothing in this letter or the enclosed study report is considered confidential business information
of Atochem.

The enclosed study report provides information on the chemical dimethyldisulfide which has CAS
number 624-92-0.

The title of the enclosed study report is Local Tolerance Tests in the Rabbit. This report consists -
of two studies. The following is a summary of the adverse effects observed in the eye irritation
study.

Application of 0.1 ml of test material to the right eye of each of six male New Zealand albino
rabbits resulted in permanent miosis in three animals.
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The following is the EPA Document Control Number of Atochem’s previous TSCA Section 8(e)
notice on the subject chemical dimethyldisulfide:

8EHQ-1291-1849

Further questions regarding this submission may be directed to me at 215 337-6892.

Sincerely,

KA o

C.H. Farr, PhD, DABT
Manager, Product Safety
and Toxicology
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CONTRACTANT : S.N.E.A.(P)
Usine de Lacq

64170 ARTIX |
PRODUIT : DISULFURE DE DIMETHYLE (DMDS)
- LOT A1 -

RAPPORT : N° 503398 du 21 MARS 1985

TESTS DE TOLERANCE LOCALE CHEZ LE LAPIN
(Local Tolerance Tests in the rabbit)
- IRRITA.ICN PRIMAIRE CUTANEE
(Cutaneous primary irritation)
- IRRITATION OCULAIRE
(Ocular irritation)
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INTRODUCTION

En vue de ces essais, S.N.E.A.(P) nous a fait parvenir le

14 FEVRIER 1985, le DISULFURE DE DIMETHYLE (DMDS) - LOT A1 - :

QUANTITE :

500 g environ dans un récipient en verre.

CARACTERISTIQUES :

. Aspect : Liquide

. Couleur : Jaune




MESURE DU pH

Conditions de 1la mesure i

La mesure a été réalisée sous agitation magnétique.

pH-métre Tacussel PEN 78 (p = 0,01 pH)
Electrode Tacussel TPBC 12/HS

T = 21°C




EVALUATION DE L'IRRITATION
ET/OU DE LA CORROSION CUTANEES
CHEZ LE LAPIN

(Evaluation of the cutaneous
irritation and/or corrosivity
in the rabbit)
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TEST D'IRRITATION PRIMAIRE CUTANEE CHEZ LE LAPIN - RESULTATS
(CUTANEOUS PRIMARY IRRITATION TEST IN THE RABBIT - RESULTS)

PRODUIT (Test supsunce) - DISULFURE DE DIMETHYLE (DMDS) - LOT Al -

aprication: 0,5 ml par animal du produit tel gquel

DATE DE LAPPLICATION Date of appiicatony - 26 FEVRIER 1985 - 11 h 00

EVALUATION DE L'IRRITATION APRES L'ENLEVEMENT DES PANSEMENTS SEMI-OCCLUSIFS
(EVALUATION OF IRRITATION AFTER REMOVAL OF SEMI-OCCLUSIVE PATCHES)

-

AN ) 11000| 11001 11002 | 11005 } 11010] 11042 | votaw | MOyENNE
| nEURE 2 1 1 1 1 2 8 1,33
w3 > > > .
23 B | 2 27| 2 2 | 2 2 12 | 2,00
N N N
EE [ 2 2’ 2 17 2 2 11 1,83
> > > >
e | L 2 2 1 1 2 9 1,50
ERYTHEME : MOYENNE 24 H+ 4B H 4+ 72 H 1.78
(ERYTHEMA) {MEAN) 4

LAPINS N° MOYENNE
LAPINS NO 11000 | 11001 | 11002 | 11005| 11010| 11042 | torar | MOYENS
1 HEURE 9
1 o 1 2 2 1 1 2 9 1,50
I {24 HEURES > > > >
‘5% 124 nours) 2 1 2 2 2 2 11 1,83
bt
g tqj 48 HEURES > > > ,
~ 148 hours) 1 l R 2 l l 2 8 1 ) 33
> >
72 HEURES
/72 nours) 0 1 1 0 0 1 3 0,50
(EDEME : MOYENNE 24 H +48H+72H 1.22
(EDEMA) IMEAN] 1es
OBSERVATIONS :
> : Réaction dépassant la zone d'application
ERYTHEME : MOYENNE 24 H + 48 H + 72 H GEDEME : MOYENNE 24 H ~ 48 H + 72 H
(ERYTHEMA]  (MEAN) (EDEMA]  IMEAN)
178 f ! 1.22 !
PR : i ) - i




3 el L eed

-

4/ CONCLUSION

Apras une application locale cutanée de 4 heures, Sous pansement
semi-ocelusif, le DISULFURE DE DIMETHYLE (DMDS) - LOT A1 -, tel
quel, de S.N.E.A.(P), est considéré selon l'Amnexe VI de la Directive
79/831 publiée au Journal Officiel des Communautés Européennes, comme

LEGEREMENT IRRITANT :

Symbole : Néant

0= By gl




EVALUATION DE L'IRRITATION
ET/OU DE LA CORROSION OCULAIRES
CHEZ LE LAPIN

(Evaluation of the ocular
irritation and/ or corrosivity
in the rabbit)
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TEST DIRRITATION OCULAIRE CHEZ LE LAPIN - RESULTATS
(OCULAR IRRITATION TEST IN THE RABBIT - RESULTS)

PRODUIT /Test sudstances . DISULFURE DE DIMETHYLE (DMDS) - LOT Al -

appucanion: 0,1 ml par animal du produit tel guel, san$ ringage

DATE DE L'INSTILLATION /Dare of mstiianons - 7 MARS 1985 - 12 h 45

CONJONCTIVE RIS CORNEE
LECTURES | LA®INS N° {Conjunctiva) (Cornea)
(Readmgsl (Rabbrts ) Chemosis Enantheme Reflexe Congestion D OYDGCM’OP";W; Ulceration
(Chaemosis) (Enanthema) (Reflex) ICongestion; 0o :ggr:g ) o ,::/’ {Ulceration)
11208 2 2 N#% 1p | 0 0 0
11211 2 1 Nz lp | 0 0] o]
11216 | 2 1 N lc 0 0 0
TH 11217 | 2 | 1 N 1p 2 1 0
11223 2 2 N lp 2 1 0
11230 2 2 N lp 2 1 0
11208 2 2 N lp | 2 1 0
11211 2 2 N 1p 2 1 0
11216 2 1 N lp 0 0 0
11217 2 1 N lc 2 1 0
24 H 11223 2 2 N=x lp 2 2 3]
11230 2 1 N=x ip , 2 1 0
M
/3;’;1"‘;‘ 2,00 1,50 1,00 1,67
11208 2 2 N lc 0 0 0
11211 2 2 N ip 2 1 0]
11216 2 1 N lc 0 0 0
11217 2 1 N lc 0 | 0 0
48 H 11223 2 2 N lp 1 | 1 0
11230 2 1 N lp ? 0 0 0
M 2,00 1,50 | 1,00 0,50
11208 2 2 N lc 0 0 0
11211 2 1 N lp 1 | 1 0
| 11216 1 0 N | lc 0 | 0 0
11217 | 2 1 N ! le E 0 j 0 j 0
72 H 1122 1 1 | N | le ‘ 1 ! 1 | 0
11230 2 1 N | lc [ 0 i 0 ( 0
i 1,67 1,00 1,00 0,33
MOYENNES /Means)
24H+48H+72H 1,89 1,33 1,00 0,83
OBSERVATIONS :
‘'z : Myosis permanent avec conservation du réflexe photomoteur direct
p : Injections circumcornéales + congestion de l'iris ‘

¢ : Injections circumcornéales
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4/ CONCLUSION

Tableau récapitulatif des valeurs moyennes, pour chaque type de lésion,

calculées avec 6 lapins pour les lectures effectudes i 24, U8 et T2 heures :

{ LECTURES A MOYENNE
| 24 heures | 48 heures | 72 heures | 2UH+U48H+72H
| | | |

l | | I |

| CONJONCTIVE : | | | |

| . chemosis (ocedéme) | 2,00 | 2,00 | 1,67 | 1,89

| . énanthéme (rougeur) | 1,50 | 1,50 | 1,00 | 1,33

l ' I | | I

I I | | |

| IRIS : | | l |

| . congestion | 1,00 I 1,00 |} 1,00 | 1,00

I | | l |

l | l I I

| CORNEE : I | I l

} . opacité { 1,67 } 0,50 ; 0,33 { 0,83

Aprés une application locale oculaire unique, le DISULFURE DE DIMETHYLE

(DMDS) - LOT A1 -, tel quel, de S.N.E.A.(P), est considéré selon 1'Annexe VI
de la Directive 79/831 publide au Jourmal Officiel des Communautés

Européennes, comme IRRITANT :

Symbole

Phrase de risgue

Xi, danger "irritant"

R36, irritant pour les yeux




' ¢ | ’% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i g WASHINGTON, D.C. 20460
%

C. H. Farr, PhD, DABT
Manager, Product Safety and Toxicology

Atochem North America, Inc. OFFICEOF
900 First Avenue PREVENTION, PESTICIDES AND
P.O. Box 1536 TOXIC SUBSTANCES

King of Prussia, Pennsylvania 19406-0018

APR 2 4 1995

EPA acknowledges the receipt of information submitted by
your organization under Section 8(e) of the Toxic Substances
Control Act (TSCA). For your reference, copies of the first
page(s) of your submission(s) are enclosed and display the TSCA
§8(e) Document Control Number (e.g., 8EHQ-00-0000) assigned by
EPA to your submission(s). i i
when submitting follow-up or supplemental information and refer
to the reverse side of this page for “EPA Information Requests" .

All TSCA 8(e) submissions are placed in the public files
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAP) should
already contain information supporting confidentiality claims.
This information is required and should be submitted if not done
so previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for Confiden-
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions.

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to:

Document Processing Center (7407)

Attn: TSCA Section 8(e) Coordinator
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency
Washington, D.C. 20460-0001

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

Sincerely,

5 < & e
Ter?y Ru.O'Bryén
Enclosure z ;lﬁﬂ](>6>/i\ Risk Analysis Branch

. RecycledRecyclable
% Printed with Soy/Canoia Ink on paper that
contains at least 50% recycied fiber




Triage of 8(e) Submissions

Date sent to triage: / 3/ / ‘/, / ?4 NON-CAP CAP

Submission number: 1 ZEI_QE!% TSCA Inventory: 0 N D

Study type (circle appropriate):
Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group 2,- Ernie Falke (1 copy total)

SBTOX SEN w/NEUR

Group izabeth Margosches (1 copy each)
STOX CTOX EPI RTOX GTOX
STOX/ONCO CTOX/ONCO IMMUNO CYTO NEUR

Other (FATE, EXPO, MET, etc)):

e e bt st _——

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use Only

entire document:@ 1 2 pages 1' & pages __// ZII m

Notes:
Contractor reviewer : 'PM Date: z‘z ; 3'2 f(
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12700A
Ocular Irritation - Medium
Dermal Irritation - Low

Ocular irritation is medium based on conjunctival, iridal, and corneal irritation in rabbits, which
demonstrated reversible tendencies by 72 hour observation. Dermal irritation is low based on
well-defined erythema and slight edema in rabbits.




