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sumary
Jo acute rad tosicity screen vith -306705C vas condeuted from ApELd 8,

1961 to Apri) 22, 1981 using male and famale albino race ranging in boty
eight from 325-299 grams. The cast astarial vas administered by gastric
intubation at a dosage level of 5,000 mg/kg body weight. No mortalities,
intounza behavioral cesctions or body weight losses oScurTed during the 1
ay chasrvation pariod. Necropey of the sniasis performed wen teraisation
of the study revesled no visible lesions. Toe approxisate oral 1030 of
7306700 £5 groatar than 5,000 ma/kg in fasted male 42d female albino rats.

Intsotserion
The abjective ofthisstutyvasto approxiaatethe acuteoralL150

of T-30670aC in fasted albino rata. This study ie not replaced by the
Pood and Drug Adatsistcetion's Good Laboratory Practice Negulaticn of 1978,

Althoughthestandardoperating proceduresofthls laboratoryadherstothe
Generalprincipalsofthis opulation. The avdatagunarstedbytheStudy

Directorandthefinal ruport are storedin theconducting laberstery’s
achive.
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founaipizn cats vere weed in thi at. ALJ asian verePaidsnder

quacancin for seveceh yn prio ta Casting Sh cnly arama VNCh appessed
co ve 40 3008 akieh an auicable an Coss anmais B¢ She Aniiation of She
scoty used, om sues vere Douead in suspend, wise-mesh cages in Semperatase
and mami contesting zooms and puEnSEsad 4 seandard Mbarasary dies pine
“hte 3811pmance uniothe 26 - 20 ho period mediacaly pric ta
saver dntation vhan foo vas withheld.

Five male 1a tion female Sa vere adminietared the Cort material
4c @ preselected dnsge Lowi. ALL doses vars aduisiatared a & consent
“ohmof10 hg directlyLacethm sKcmAGhS oF She Fe aig  Wpodermic
areinpe savioped vieh » bai-cipped incubating nesdieS,

Attar saver aminietraion of che test Arcicla, She Face vere fenumed ©
o thir cages and cheavad fox the following 1 day. Inécial and fined
sat woh, serialities (hla 1) and adverse senceions (Fabled) ware se
Corda.» nocopey van conducted on 411 animale Chat died ring he sendy
48 we a those suthanatisd at the and of She 14 day corervation period
(ble 1). The prosoca, prineipal perscnnel. veiw 4n th indy, compoetslon
ennractaiatice, and Gully ewssance scatemen 45s Soncained 13 Aopendicer
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Mortality, Necropsy, Body Meight Daca and Behaviors) Maacticns
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2me tase article vas aduinistared as an aqueous suspension.
Tha approxiasta oral 350dagreaterthan5,000m/kginfasted male and female

decropey.Necioptias pertored wen termination of the study revealed no vista lssices.
Bunaviorn) sesceioneRo couerdDaavisTal reactions vase noted during the 14 day evaluation paricd.
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age Riker Experiment Number:
. dn

: PromocoL
me
SovaAtCOUCHiTBeTety Evaluation Laboratory, WEXer TABorRtaTIes The, ST FauT wimnesots
TEST ARTICLE( _§

CONTROL’ARTI TR
PROPOSED STARTING/CORPLETION TATE OF FEST: 1/8L =
TEST SYSTEM AND SOURCE: Rat, Charles ive ¢DreedlngTABGERESETeRTRE WITTE ES —

sex: Wp
© pumbers 5,5Meishe nanos: 380-500 gu.

OBJECTIVE" The" oBjectivé of this test will be to characterize the acute oraltoxicity of the test article in albino rats. Baty were selected 55 Etest systen for reproducibility of Tespinse; RIFEorical vee, ease in handling“and genexal availabiiity.
KETHOD: The animals will be housed in stainless steel suspended vire mesh cages intemperature and hugidity controlled rooms during both the quarantine and testperiods, with foods and vater offered ad Libitus?. Pach animal will be Ldentified5 color coting, according to the Laboratory's standard operating procedure,hich vill correspond to a card affixed to the outside of the cage. A singledosage of 5,000 ma/ks will be administered each aninal, hoverer, if thisosage leva Goes Tot adequately characterize the toxicity of the test article,+ additional aninals vill be adninistered the est article at supplemental dosage. levels. Any additional dosage levels will be documented and fried with thisProtocol. The test article vill be administered to the animals in ihe formFeceived from the sponsor. Ate administration of the test article theanimals vill be retumed to their cages and observed for any untoward beeBavioral reactions for the folloving 14 days. Initial and Final body weightsVL1 be recorded. A Sross necropsy hich will include, but not be limites to,hear, lungs, liver, Kidneys and Sencral sastrointestinal tract will be con@ucted on all animals which die during the conduct of the test as well As the+ animals surviving the est period. Any gross abnormalities which Are observedduring the conduct of the necropsy vill be recorded with specific mention toShe organ and/or site observed. Tha scute median lethal dose (DSO) of thetest article will be calculated, if possible, using a proves amaivais metedat the and of the observation period. ALL raw data ang the final report witl© be stored in the Riker Laboratories Archives, St. Fast, Minnesora.

2 Purina Laboratory Chow, Ralston Purina, St. Louis, Missouri
b Except during 4 16-20 hour pericd immediately prior to doaing whenfood wil be vithheld.
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‘Compositioncamacteristics

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

1976 and therefore information pertaiaing to composition charactesistics
Le not applicable for inclusion in this sraty.
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‘Quality surance statement

This study ie not regulated by the Good Laboratory Practice Magulition of
1978 ang therefore a statanant. signed and prepared by the Qualisy Assurance
Group is not applicable. This seudy vas, bovever, sudited by the Quality
Aesszance grove.

In addition to the data audit, different significant phases for stadia
nderey in the Tosicology Laboratory are inspected weekly on a Tecurriog
cycle, ana the facilities are examined by Laboratory Quality Assursace on
& ehcee month schedule.
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