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I. SYNOPSIS 

The median effective dose and 95% confidence limits of T-7120 

~2s found to be 11923 (10651 - 13811) mg/kg. 
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II. TEST MATERIAL 

The test material was received from The Procter and Gamble Company, 

Cincinnati, Ohio on August 4, 1977. It was identified as "T-7120" and 

was received as a gold colored viscous liquid. 
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Twenty male and 20 female rats of the Charles River CD strain 
(obtained from Charles River Breeding Labs, Portage, Michigan), 
weighing 206 to 256 grams (pre-fasting body weight), were used for 
this study. The rats were housed by sex in groups of 5 rats per 

cage in metal metabolism cages in temperature and humidity con- 

trolled quarters. They were maintained in accordance wfth the 

recommendations contained in H.E.W. Publication No. 74-23 (N.I.H.) 
entitled "Guide for the Care and Use of Laboratory Animals". The 
rats were conditioned for 14 days prior to study initiation. Water 
and Purina Laboratory Chow were available ad libitum except for an - 
overnight period of 19% to 20 hours preceding oral administration 

during which food, but not water was withheld. 

The test material was administered orally, as received, undiluted, 
at the following dosage levels to male and female rats: 8260, 10000, 
12100 and 14700 mg/kg. 

Five rats of each sex were used at each dosage level. Volumes 

administered were as follows: 

8260 m&kg level - 8.15 ml/kg. 
10000 mg/kg level - 9.87 ml/kg, 
123.00 mg/kg level - 11.94 ml/kg. 
14700 xngjkg level - 14.51 ml/kg. 

Observations for pharmacotoxic signs and mortality were made at 

15, 30 and 60 minutes and at 2, 4 and 24 hours and daily thereafter 

for a total of 14 days. Body weights were recorded prior to fasting, 
immediately preceding dosing and at 7 and 14 days. All rats which 
died 0~1. study were subjected to gross necropsy examination as were 

all survivors at the end of the l&day observation period. 
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IV. RESULTS 

A. MORTALITY AND ID5" VALUE: " . . 

Dose - Mortality Data 
, 

Number of Deaths 
Rays 

2 3 4 5 6 7-14 
mgk MFMFMFMFMFMFMFMF 

8260 1 
10000 1 1 
12100 3 1 
14700 2 4 2 1 

Total 
Mortalities 

Male \ Female 0 Total 

-z-l l/5 i l/lC 
l/5 l/5 
315 l/5 I 2/10 

I 
4/1c 

4/5 5/5 9jlt' 

Median Effective Dose and 952 Confidence Limits 
Combined Male and Female: 11923 (10651 - 13811) mg/kg. 

Statistical Reference 
Computations were performed by Mr. R. Bruce, Statistician, 
Procter and Gamble Company, using the computer program 
BLISS i7, written by D. .I. Finney, University of Edinburgh, 
Scotland. 

B. PHARMACOTOXIC SIGNS: 

See attached Appendix 2. 

c. BODY WEIGHTS: 

All surviving rats exhibited normal body weight gains during 

the 14-day observation period except for 1 male (1166233) at the 8260 
zag/kg dosage level and 1 male (1166244) at the 10000 mg/kg dosage 

level which showed less than normal body weight 'gains and 1 male 
(966254) at the 12100 mg/kg dosage level which showed a body weight 

loss. (See attached Appendix 1.) . 
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13. NECROYSY FINDINGS: 
The following necropsy findings were obtained during the 

study period: 

Zross Necropsy Observations: 

koss Necropsy 
>bservations 

Dosage Level (mg/kg) 

Number Showing Sign/Number Died 

8260 10000 12100 14700 
/ 
Male Female Male Female Male Female Male Female 

1. Rats which died during the study period. 

Zongestion of lungs l/l I 
idation, lungs 

. ..-yellow fluid, 
aLomach I 
listended stomach l/l 
3emorrhage of stomach 
nucosa l/l 
Focal adhesion of abdom- 
inal wall 
Stomach mucosa covered 
with material 
nyperemia, stomach 
llucosa 
aongestion, stomach 
nucosa l/l i 
congestion of non- 
glandular stomach mucosa 
Hemorrhage, non- 
glandular stomach mucosa f 

Red-yellow fluid in small 
intestine and or cecum l/l 

and colon contain- 
1 I loose fecal material i 

Urine stained abdomen I l/l ! 
191-081 
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koss Necropsy Observations: 

Dosage Level (mg/kg) 

;ross Necropsy 
lbservations 

I Number Showing Sign/Number Necropsied 

8260 10000 12100 14700 

Male Female Male Female / Male Female Male Female 

i. Rats which were necropsied at the end of the observation period. 

orestomach 

nucosa 
iellow-red fluid in 
stomach 
Focal adhesion to liver 
v.;r _,.,_ abdominal wall - _ 
gydrometra, Uterus 

l/5 

1/4 

l/5 l/4 
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Aj,J data are Eas~~ on saiqle as received. 

SOlV2~S to n&e a d0sir.g soicltion of 

-z-- (w/w) -- (w/v) . 

Specific Gravity:. /o ni af sample veig'ned iO*/3 g =t 22 *c, 

Avg. prefasted veiglxr . 
Avg. prefaszed might cf survivors 2 /i12? g 
Avg. I.4 day uefghr of survivors ZC2*G g 
Tatal &ad: Yd e c3 ?t?Sil2 1 
Anin.21~ Ret ei72d : $ jjG.isZ2 * 

* . 



f7’1 d2:a are bts.2~ u on s2zgle 2s received, 

- z - (w/v> -1 (w/v). 
. 



3052 level g/k2 6-z /&I!. /DC ?bG Code -I---- 7/&3 -. 
Ziunber of anizais dosed .?!!2 e 5 Fczale -5 - 

.AJJ, data are EaseZ on saziple as rece.iveC. 

S2n~l.e ?re?ara:ico: - g of sazqie vas -'xe< ;I--,h - __I-- (9) (til 

solvent t0 E&e a dcsizg solu:ion cf 

-2 - <v/w> -- (v/v). 

Specific Gravity :. /D nl of saiple veighed 

S.G. = /I o/3 g;lrL 

Individual Ax!.zal Data Individual Ax!.zal Data 

Avg. preftsted veigkr . 



. ’ 

Arl data PTC b;;seZ on  s2qle as received. 

Sample ?re?araticn: - g of S.z!-,?h x.725 tixed L-LZh - w (-ill 

solvea co ndce a  dosing solution or' 

f - (w/v> - WV> l 

Specific Gravi:~:. /Q 
S.G. = /xv3 gz--- 

al of saq3I.e veifhed IO*/3 g  a t 22 l C , 

IndivfZu23 .rzii32i Dar2 

Avg. pref asted veigbt 234-,I g  

Avg. prefasted weight of surti~ors 207 z 

Avg. 14 day veighr of survivors HZ g b  
Total. Dead: Xaie "I Fonalb J+ 
Asimals Becei7ed: F:j\ G/=f * 



ACUTE ORAI. TOXICITY 03SERVATION DATA 

Nc~.~of Males~fcmales Affected - Dlank Square = Mormal 

P&C, Code T - -i \A0 Dose Level g/kg % dbu Dose Time \OZ!s ‘f+m Dose Date 9/1/77 

S'!?TO!lS: .me- 
f?:or actlvlty tncrcasc 

V;tor activtty decrease 
Pcsplretary rate triercase 
P.5splratary rate dccrehse 

Fine body trrmotS 

CnLrse hotly trcwrS 

Rlanchfng 

Cp!lfJSl3 
',Esping 
f.kit-ntna 

Dicrrt.ea 

Pllo Ere 
Dt!,er: 

1 G-tplng ' 

ctlan 

-- 

-- 

-- 

-- .I_ 

1 I -- -- I 
-1 I 

iGT(6.) 
-- 

72 13 -7-4 
--- 

v 

I_-- 
w .a- e 
-- 

l- 

-_ 
---- 
-~- 

I --- I 
_-- ___ -- 

l II ‘--._ I -- -_I_- -II--- --- -II_- 

---.- - --.?.- I A -w---~-v-.- c&h +.A& c I t t” I_- %--. 

Sxcial Notes: (Includtng Hecropsy Observations) 



ACUTE OML TOXICITY OXERVATION DATA 

NO. of Males!Females Affected - i3lank Square = Normnl 

Dose Level g/kg /(3. OOC---, Dose TImo \OL'6??5 Dose Date 9/ ,'/7 ;I 

SV!?YO!1S: .J-i me- 
Y3tor rcttvlty Increase 
t!?tar rcttvtty docraast 
2~rplrntfwy rate fricreart 
f!cspfratory rate decrease 

Fir*e body tremors 

tdarar body tremws 

BlCnCtllng 

ty2losls 

;rsping 

:.k!:-ninal trlp!ng ' 

DitrrLea 

Pi10 Erectfon 
Itf.er: 

2 

Y&2 
I_- 

---- 

4 

.gfo\ -. 

& 

Y.‘, ., 

11 7 . 1 3 1 4 1 5 161 7 t I 8 I 9 I 
I 

101 11 
I I I I 

-IT------i -l----l--l-l-I-l--l--- 

-- 

m  .  

_ _ 

~ 

- 

- .  

L - 

- .  

_ - 

_ _ 

_ - 

_ _ 

_ _ 

- _ 

- _ 

^_ 

_ 

.  - 

.- 

.- 

Sztecial tiotes: (Including Mecropsy Observatfons) 



ACUTE ORAt TOXICITY OSERVATION DATA 

No. of Malcs(Females 

P&C Code -j--- 7 120 Dose Level g/kg \J. & Dose Date 

r Hours 
J ii 2 f 

.* .* l l .--II----- .--II----- -1__---- -1__---- -- -- -- -- -- -- ------ ------ -1__-- -1__-- A-- A-- _I_- _I_- 

~~~.!~~ ~~~.!~~ 

-- -- ---- ---- --- --- ----- ----- _I_..-- _I_..-- --II- --II- 
*T-m- r&J 7-m-q *T-m- r&J 7-m-q -- -- [ [ / / t(Q) t(Q) 

S-xcial NoE: (fncluding Necropsy Observations) 



ACUTE ORAL TOXICITY 03SERVATICN GAVr 

No. of Malcs[Females Affected - Blank Square - Normal 

PQG Code T - 7190 Dose Level g/kg p-4.700 Dose Time i%%? f!tW Dose Date 

sv”‘To’ls l .  .  .  ,  

Jme- 

h:or activity tncreate 

!!ptar rctivtty &mare 

?csplratOry rate tncreasc 

f?csplratory rate decrease 

Tlr,c body tremors 

C~rz$e body trcmgrs 

[Itznching 

CyZlOSit 

Gzsptng 

.Ptf;nifiat Grfplng ’ 

DitrrLea 

Ftlo Erection 

I--i--- - ---1----I-- -- I --- 1 l- -.- 

--- 

LI.- 

I -- 

-__I 
--I 
-._I_ 

-* 

-i 

_I__- 
--- 

3 
-_I_ 

\ --- 

--~---I-- --..-- .-I--- -._- 
I I ---- 

--y- IlO> IyJJ- 

I:/ 
!e!iL--p ?(4 --.-- ___I- 

-.1--i--- 
L m.“” -__I 

Worker’s lnltlals 

Sxcial Notes: (Xncludinq Nccropsy Observations) 
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STXI3L~IGN 

r. Fzzeter Y!. Caii2 x XE. T illlay Dr. Cco’ksc~ -- 

Dr. Go ldenthal ?k. Vollar Dr. Leong Xiss Lohrjerg -- 
Dr. C*il !&iss E~0n.s Xr. 3ez.son XK. Vr.-Jac -.c 
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Dr. Grifiirh ?i?z. ?angbur=:  xrs. Schvartz 1uI. Tfioiripscn x 

Kiss Xorseti Dr. T iors:Ez3ar, 

Co?mound Ideztificztion Ymber 1xX so. 

TITLE : ACUTE TOXICITY STiiDIES IN RATS AND IUBBITS 

XL1 test z.zterlals, for each of the 4  studies referenced above, trill 

be  dosed undiluted. 
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TITLE: ACUTE TOXICITY STVDIES I?! UTS ONI ROBITS 

\ Conduct in accordance with the attached protocol. 
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‘LX0 Procter b Gamble 
Standard Procedurz for Toxicolos?ical Evaluation 

Acute Oral Toxicity - Rats 

Date: Issue 82 

'Purpose: To measure tSe acute orai toxicity of a substance in 
order that it might be compared to more familiar 
materials. 

Animals: 

Procedure: 

Observations: 

Rats, Charles River Caesarean-derived, 190-270 g, con- 
ditioned to the env5ronment for a minimum of 7 days. 
Maintain the animals according to s:andards outlined 
in the Guide For ~112 Care and Use of Laboratory ~.nimals, 
DHEW No.. (NIX-74-23), 1974. 

Place 10 animals in each group,.divided equally by sex. 
Determine prefasted and fasted body weights, Fast the 
animals for 18-2C *hours before administering the test 
material.. 

Dfssolve or suspend the test material in an appropriate 
vehicle at the required concentrations and record quan- 
tities mixed., Deliver the test materiai into the 
stomach of the animal from a syringe fitted with a 
size 8 catheter 25 a stomach tube or from a syringe 
fitted t;ith a E-gauge animal-feeding needle. 

Choose 4 dosage levels, with the lowest being approxi- 
.mately the highest no-death dosage level observed en 

range-finding studies, or being estimated from prior 
results with similar compounds. Stiess otherrlise 
specified, choose higher dosage levels according to 
a geometric progression of 1.4 (i.e. the second dcse 
equals the first dose x [1.4]2, the third dose equals 
the first dose x t1.413, etc.). Adminis:er each 
dosage level to one group of 10 animals. Adjust the 
dose for each animal according to fasted -eight to 
give the specified quantities of sr;rerial per unit 
of body weight. Adminis:er additional dose levels, 
as needed, so that the total number of dead is suf- 
f icient to calculate an LD50 value. Immediately after 
iosing, return the animal to ad libitum feeding.. Record 
r&l1 of the above information on the "LD50 Record of 
Individual Dose Level" sheet (Appendix I). 

Observe the a.ninels and their behavfor at intervals of 
LS, 30, 60, 120 and 240 minutes after dosing and daily _ 
thereafter for 14 days. Use the ,- "Tox~ ci :y Cbsetva tion 
Data" sheet (Agpendir 2) to record symptoms and number 
of animals involved. Unusual observations or symptoms 
not listed on the-"Toxicity Obscrvsrion Datt"-zhect., 
should be nored where appropriate (unCer *'Symptoms" or 
"Special N0te.5~')~ Nccropsy all animals that die Curing 
the course of the study. AtI 14 days, weigh 3.11 surviving 
animals and record weights. Er'ccropsy surviving animals 
and examine them grossly for abnormalities. 



Actlte Cral Toxiciry - Rats i?&G Procedure) (cont'dj 

Report : Report 211 data recorded on the Record of Individual 
Dose Level and the Acute Oroi Toxicity Observation, Data 
sheets. Report the i250 and 952 ccnfidence lfmits of 
the test material as calcuiated by the Probi: Method*. 
File the final report -within 3 L;eeks af:er compietion 
of the experiment. 

Principal InvestQaCor: M. 3. Winrow Date 7128177 



Dose level g/kg bw P&G Code 

Nunber of animals dosed Gle Female 

All data are based on sample as received. 

Sample Preparation: g of sample was mixed with (a> (ml) 

solvent to make a dosing solution of 

2 (w/w> (w/v) l 

Specific Gravity: ml of sample weighed g 

S.G. = g/ml l 

Individual Animal Data 

at 'C, 

Avg- prefasted xeight i 
Avg: prefasted weight of suTz'T;,vors 

Avg. 14 day 'wefght of SUFZ~VO~S 

Total Dead: Xale Female 

!3 

g 

Worker's Signature Date 

CorTcborstfng Wetness DaCC 



APPENDI.. --- 

ACUTE ORAL TOXICITY OFSERVATION DATA 

No. oi Males/Females Affected - Blank Square = Normal 

PX Code Dose Level g/kg Dose Time Dose Date 

r 
sY'?TD:ls: mx 
r’9:or activfty increase 
Ys:or actlvfty decrease 
Ptsplrntory rate fncrcdsc 

?ttP1rafnry r&t@ decrease 
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:: f;nirtdI Iit Iplng 

Diivrl.ea 

Pi lo frcctlon 
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Sgecial Gates: (fncludfng l$xropsy Observations) -.- 


