OFFICE OF TOXIC SUBSTANCES REV. 7/ 2
CODING FORM FOR GLOBAL INDEXING
Microfiche No., (7) » | ﬂ - 1| No. of Pages |
SR
344

Doc 1.D. | : 3101d Doc I.D. |
FYL-O1s - [Py -f3#6  SU
Case No.(s) ] -
il N —

| Date Produced (6) | 6| Date Rec'd (6) | 7| Conf. Code o |
. ) ;
/BB Wl A/

Check One: DPublication Dlnternally Generated %ternal;y Cenerated
Pub/Journal Name |

—————

'—————--—-—-—_.*\

Author(s) l

Organ. Name !

JONSANT O FPolymer  FRODS e,

| Dept/Div |

P.0. Box] 13| Street No./Name]
b SEL N LINDRECGH BIVD
Cit : 15 | State| 16 [ zip] 17 [ Country|
l—“"l S7 /[oeurs /HO C3/6 7
tMmpNo. (D] | B 19[D & B NO. (A1) ]

Contractor ] o —

FD;C Type |
| * RL* LE* F YT Vs . — Su ¢
Doc Title l

R

SUBMISS IcA OF  TOXICot OGZE S7UDZES

| Chemical Name (300 per name)]




JAT =075 jogy- a5 vg  J HsTe

Monsanto (e

MONSANTO POLYMER PRODUCTS CO.
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Document Control Officer (ATTN: T. 0'Bryan)
Information Management Division (TS-793)
Office of Toxic Substances

401 M Street, S.W.

Washington D.C. 20460

IS 1
[P

Dear Document Control Officer:

in response to your request to industry for unpublished information
regarding the toxicologic effects of phthalimide, CAS Number 85-41-6,
Monsanto Polymer Products is pleased to enclose summaries and copies of
the following toxicologic studies.

Phthalimide exhibited acute oral toxicity (LDsg, rats) of >7940 mg/kg,
and acute dermal toxicity (LDsq, rabbits) of >7940 mg/kg, and-acute eye
irritation score (rabbits) of 0 on a scale of 8, and a primary skin
irritation score (rabbits) of 0.6 cn a scale of 110. Phthalimide was
considered to "appear to possess no other unusual acute toxicologic
properties which would require special handling other than the good
hygienic practices employed with any industrial chemical."

Another, earlier acute study of phthalimide agreed with the above
toxicologic values as well as finding no toxic signs during or 10 days

after an inhalation exposur: of male rats to a sample of phthalimide
heated to 150°C.

A mouse lymphoma assay of phthalimide did not induce a mutation effect.

Phthalimide did not exhibit mutagenic activity when tested by a microbi-
al mutagenicity test (Ames Test).

A four-week dust inhalation study using Sprague - Dawley strain rats
exposed to 51, 154 and 523 mg/m® of phthalimide produced no deaths
during the study, no abnormal behavior reactions, no significant differ-

15.116/88.1

a unit of Monsanto Company



ence ia body weights or body weight gains between the test and control
animals, and no difference between test and contrcl animals in hemato-
logic values, gross autopsy or histopathologic signs which could be
attributed to phthalimide. This report was audited by an outside
consultant and its conclusions found to be "substantially supported by
the raw data."

Sincerely,

L/‘ nard J. Hil
Product Accepta
Rubber Chemicals

ty Manager

Enclosures

cc: J. W. Barnett G2WD
C. E. Elmer G2WA
J. R. Condray G3WG
J. P. Mieure E1NA

15.116/88.2 CO00CG3
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January 28, 1974 Preject No. ke

ACUTE ORAL TOXICITY Sprague Duwley

Species Albte

> 7,940 Mg/Xg 95% Confidence Limits

LOso
CONDITIONS

Single Oral Dose - 20.0%2

Suspension In Corn 0il

Cosage
My/Ke

| Inav Ve
Moty

Femeis
250

Morialit.ee/ Dosecd

Mate

F ormsie

Combsned

~ 1940

2645

0/3

072

0/5

Tiraw " Rorplity

Grom Autopsy
Oscedents

Sigrs of Intoxicstion

Reduced appetite and activity for one to two days.

Survivors (

14 Days)

Viecera eppeared normsl,

1125, ome

FACUT! OEAMAL TOXICITY

> 7,%0 Me/Xe

Species

256% Conficence Limits
Applied As A 40.0% Solution-Suspension In Corn Oil - 24-hours exposure

tiew Zealand Albino Rabbite

Mg/ Xg

Oossge
Mg/

tnms! Weight
Male  Femole

Mote

thera itiowDawd

Femate

Cormiened

Time of Mortaiity

5010
1940

2.4
2 2.2

2.

0n
on

on

0/1
0/2

Signs of Intomcation Reduced appetite and acltivity for two to five days.

Gross Autopsy
Decenty

L

Sutvivors | 14 Deysd Viecera appesred normal.
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ACUYE EVE IRFITATION Spec. Moo N
ferlplot S OIE 24 48 77 Woue Ave) 0.6 Classificat on oeneYic i et tap T
Gose ant U nditions 100,0 Mg, applied as finely ground poncier [ ¥4 S, A, o 0o ure oxmoayTe

¢ FLH.S.A.: NOT classed as an eyc irritant

Yme of SCORES 3 Mean
Resd:ing STRUCTURE ANIMAL NUMBEA Score {ommenty
Hours 1 2 2 s s . fxao
24 - commea 0 0 0 0 0 0 Tmmediate: Mild disconfoft
- s 0 0 0 0 0 0 2.0 with eyes closed
— - _CSONJUNCTIVAE 2 2 2 2 2 2 10 Min.: Slight erythema,
48 ~ CORNEA 0 0 0 0 0 0 moderate discharge
- RS 0 0 0 0 0 0 0.0 1l Hr.: Slight erythema,
- CONJUNCTIVAE 0 0 0 0 0 0 moderate discharge
N 7) - CORNMEA ] ] 0 0 0 0 4 Hr,: Slight discharge
~ RIS 0 4] 0 0 0 0 0.0 8 Hr.: All scored zero
~ CONJUNCTIVAE 0 0 0 0 0
168 - coanea 0 0 0 0 0 0
- 0 0 0 0 0 0 0.0
~_CONJUNCTIV 0 o ___20
PRIMARY SKIN IRRITATION Species New Zealand Albino Rabbite
Irritation Score (24,72 Hew ave) 0.0 Cassification Non-Irritating *
Dose snd Conditions 0,5 Cram applied as finely ground powder moistened with water / F.H,.S8.A, IJ

* F.H,S,A,: NOT classed as & primary ekin irritent 24-hours expoesure
Savigns LoEMA
Animal  HOUR 4 » - n” " 4 24 49 72 168
Numbe:  SKIN " A 1t A 1V A ) A I A ! A ) A I A ¥ A 1 A
1 0 6 000 ¢ 00 OO0 O 0 0 0 0 0 0 0 0 0O
2 00 0 00 0 O0O0CO0CT¢0Q 0O 066 0 00 0 ¢ 0 0
3 0 06 0 00 0 0 O0O0ODTUO 0 0 6 00 0 0 0 00O
4 0o 6 0 0 0 0 00 0O 0 00 000 00 00O
3 0 00 00 0 0 0 ¢ O ¢ 00 00 0 0 0 0 ¢
.8 .. .. 9 0vO0OOO0O0O00O0 0 i 00000OD00000
Comtnents
INHALATION TOXICITY Species
Expoture penod Mortality Vapor concen,
Avg chamber temp oc, Avg. chamber rel. humidity %
Chamber capacity L. Air flow rate L./min.
Initial sampie size Recovared sampie sze
Sample va;onized Recovered trom condenser

Signs of Intonication

Grow Ay [ahsy

Decedents
[

Survivors|




