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sumenry
2 acute oral toxicity screen with T-30650oC was conducted fron April 2,

1961 to april 16, 1981 using male and female albino rats zanging in body

weight from 209-293 grams. The test material was adainistered by gastric
intubation at a dosage level of 5,000 pg/kg body weight with mortalities of
3/10 noted fron day1 to day § post dose adainistration. Dissehea, lethargy
and hypoactivity wero the untoward reactions which vere noted from 120 minutes
to day fou and body welsh gains vere noted in all animals which iT
survived the 14 day observation period. Necropsy of the sninals performed

upon termination of the study revealed no visible lesions while hemorrhage
of the gastrointestinal tract and lungs vere noted in the animals which

"ated acutely. The LDSO of T-3065CoC appears to be greater than 5,000 mg/kg

in fasted male and female rats. 4

Introsuction
he objective of this study was to approxinate the acute oral LDSO

of T-3065CoC in fasted albino sats. This study is not regulated by the

Food and Drug Mainistration's Good Laboratory Practice Megulation of 1978,
although the standard operating procedures of this laboratory adiers to the
general principals of this regulation. The Taw data generated by the Study

Director and the Final report are stored in the conducting laboratory's
axchives.
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Method and Resuits
“oung atin rats? vere used in this test. ALL animals were held under

quarantine for several days prior to testing with only animals which appeared
to be in good health and suitable as test animals at the initiation of the
study used. he rats vere housed in suspended, wire-nesh cages in temperature
and humidity controlled rooms and permitted a standard laboratory diet plus

vatera Libitun except during the 16 - 20 hour period immediately prior to
gastric intubation vhen food vas withheld.

Five male and five female rats vere adainistered the test material
at a preselected dosage level. ALL doses were administered at a constant
volume of 10 al/kg dixectly into the stomachs of the rats using a hypodermic
syringe equipped with a ball-tipped intubating needleS.

acter gastric administration of the test article, the ats vere retumed |
to their cages and observed for the following 14 days. Initial and final
body weights, mortalities (rable 1) and adverse reactions (Table 2) vers re-
corded. A necropsy vas conducted on all animals that ied during the study
uc well as those euthanatized at the end of the 14 day observation period
(rable 11. he protocol, principal personnel involved in the study, composition
characteristics, and guality Assurance statesent are contained in Appendices
FE

2haries River breeding Laboratories, Inc., Wilmington, A )
De rekary Chow. Salston Turina, Sv. Touts, Missouri
£ popper and Sons, Inc., New Hyde Park, New York
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ACUTE ORAL TOXICITY SCREEN - ALBINO RATS

with T-3085C0c
Mortality, Necropsy and Body Weight Data

- & Individual Body Weights (g)bose animal Test Day Muaber: Number Dead Percent(g/kg) sex _nombor ° 14 Somber Tested bead
S.000 M meor 2m & oays) srs 0eos 293 377

12609 209 @ pay)melo 27 anwen 267 @ Days)

5.000 © mss 23s 27 oss °mes 2a 261mse: 2a 275
mses 2m 275
mses 209 251

_—
2 he test article vas administered as a suspension in cottonseed oil.
The approximate oral LDSO appears to be greater than 5,000 mg/kg in fasted male and femaalbino rats.
Necropsy
Necropaies performed upon termination of the stuly revealed no visible lesions, however,necropsy of the animals which died acutely zevealed hemorshagle gastrolntestinil racesand hemorrhagic lugs (one incidence).
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SE i 5 Riker:ExperimentNumber{iit eaFo oeER fi LRT emnC EE RRy RE SA PROTGOOET CA WAttkRiE“ ARAN Rap TE PIRIABABIE
TEST; An SEY Geir : i Vi hii bitin moSPONSOR: 3M _Comhovoin] Chemicals FT ~ T Divieion vdCONDUCTED BY: “Safety valuation Laboratory, Riker Laboratories; Toc, SE. Paul,Minesorast
TEST ARTICLE: _ T.3065CC ESA irsCONTROL ARTICLES ~ ys ———PROPOSED STARTING/EONPLEFION BRIE OF FEST: zm yi
TEST SYSTEM AMD SOURCE: jist, Liweles, River wwonding Laboratories, Tho:; WAllmigten, WA.sexsH,1 EEmme Se ea aWeight Range: 200-400" pi: SRT SRS ee

OBJECTIVE: The objectiveof this test will betocharacteriseEnalasuts GLERNEtoxicity of ‘the test article. in’albino . rats™ii: ltnts I ware;sel [9ted as atl:Seg ersten for ceprofucluitity f reepanss,Mssorioelwe, sanatin Maseitnp oC{7a seneral avallabilivy sols ions iinine sdoniRRiLAESEERaEi BeMETHOD: The animals will bshoused {nless steel ‘sus : mesh cagesiniil iFEED temperateand himiateyoan Hoesen ala “énerq tent© iFperioda}fetintbat anauataristse: LES Es  v) :By color coaing,”according:estna laboratory eTetandard operating anuni E11correspond Goa cardafeinedco tha SieeideofShe’caver x Setedosage.of LJ) i. B/kg will be administeredsachania;hoveveriisthigiiiidosage level does not. adequately Characterizethe toxicity of thetestarticle).additional animals will be administered the test article at supplemental dosagelevels: ‘Any additional dosage‘levels will'be documented'and filedwithlthis’ivyProtocol. The test article vill be administered’tothe animalsinthefom.
Iegeiyed fromthe sponsor.Afteradministrationofthetestartloleyithe ri1aniaals VilL be retunedEo thelfcagessndobastved for any.untoratayer11havieral reactions£67 the following 14 days si Initial and’final body weights if:Jill be recorded. x gross necropsy.whichwill include,butinot be 1iaitedto,heart,”lungs, liver, kidneys and general gastrointestinalitractwillbe'con=tiducted on all animals which die during the conduct ofthe test as well'as the ti!animals surviving the test period. Any gross abnormalities which areobserved:during the conduct of the necropsy will be recorded vith specific mention toi"the organ and/or site observed. The acute median lethal dose (DSO).ofthe ii,Gest article will be calculated, if possible, using aprobit analysis'methodi!2% the end of the observation period. ALL rav.data and the final report will!be storedin,the Riker Laboratories Archives, dt. Paul,MimaFRE Sa ER Re eS Se a: CoelsRbl ladaSha ae© Pains seboracry Chow,Talnon rion, 85 fouls MageeGi ELb itopt during a 16-20 how perioddmadiatelyprior to dosingwhen li hE :od id bo withield, EE Sis
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. APPENDIXIT

Principal Participating Personnel Involved in the stuty

Name Function——— Meme rumction
GE. Hare Laboratory Technician

Acute Toxicology
X. 0. O'Malley, Bs Advanced Toxicologist

study Director
K. L. Ebbens, Bs Supervisor

Acute Toxicology
G. c. Pecore Supervisor

inal Laboratory

)
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7.. ApENDIX TTT

CompositionCharacteristics

This study is not regulated by the Good Laboratory Practice Regulation of
1978 and therefore information pertaining to composition characteristics
is not applicable for inclusion in this study.

\
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APPENDIX IV °

Quaiity Assurance statement

This study is not regulated by the Good Laboratory Practice Regulation of

1578 and therefore a statement signed and prepared by the Quality Assurance
Szoup is not applicable. This study was, however, audited by the Quality
Aesszanse grou.

In addition to the data audit, different significant phases for studies
underway in the Toxicology Laboratory are inspected weekly on a recurring
cycle, and the facilities are exanined by Laboratory Quality Assurance on
a three month schedule.
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