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SUBJECT: LTA Reg. No. 36 STC-8356.  Addici n of Ternioleny
FROM: Edwin K. 3udd/Toxicology Bianch/RB/CP2 Li~5067

:Joseph TavanofTM #33/RD/0P? Uil-557

Caswell Mo, 14E

Formulation
BTC-8355 (Ony: Chemical Co.). EPA Rexy Lo. 1839-31.
ingredicuis:  a=Alkyvl (C}Z’ 467 C\A, AR C1ﬁ,107)
benzyl ammoniuvz chlerides--800; evayi aleciiol=-107%,
Disinfcetaal for Manufacturizg Use. Only.

Action Requested )
Review sihmitted teratclopgy stud. for addizie

Summar- and Rocomnencationsg

Y 3

nTC-835% ~ié nor induce ferata in experimental animals in (his
scudy. e SELZ 30 mp/ipsday (hizbest level iestecl. The

study is categorized as Core Study-llininmuw Dzta. RPAR criteria
were not cuceceded,  Add sty wo [iles @35 rocaested,

| BEST AVMLABLE oM |

Terateleoic kvaluation of 3TC-8358 ir Rats, Tood and Jrug Rescaxch
Laboratories, Inc., Laboratory Na. 5443-Dh, August 3C, 1977,
(Accessioa No, 232093), ’ ’

Study Identification

Tamry

Test Material
BTC-8353, Notebook #1507, Activity 30%, 675-12/L.

Protocol
Daily orai administrations of BTC-3353 (in aquecus solution) to
groups of adul: fcmale, Sprague Dawley albino rats during days
6-15 of =estation at desage levels of 0 (negative control), 5,
15 and 50 mg/kg/day.  The number of ‘pregnant females in each
group was 32, 21, 20 and 20 for 0, 5, 15 and 50 wmu/kg/day
respectively. An additional positive contro! rroup containing 32
preaznant Temales was given 250 mp/ig/day of aspiria in a similar
manper. Daily ohsecrvatious for appearance and behavior. Dody
wveights on days 0, &, 11, 15 and 20. Cacsarean sections on day 20,
Uterine contents examined; number of implantation sites recorded;
nimber of live {etuses, dezd fetuses and resorprion sites determined;
nunber of corpora lutea recorded; aad urepenital tract examines.
Body weights aad sex of live lctuses recorddd. Cne-third of
fetuses in cach litter (including all fetuses showing any gross
external abnormalities) fized in Zouin's selution aud then

EPA Forn 1320 ¢ (Rev. 3.76 ' ' D% 1 ) «
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examined for soft tissue abnormalitics using the Hilson free-hond
s.icing Ltechniqee.  Remainiag pups stained with Alizarin-Red
- ard examined undcr magnificatiea for skeictal nuAJFmdllu iew
Results v
No anparcnt -adverse cffects due to the test material in the fol-
lowing paramcters: body weights oi dams during prepndacy, nwder
of pregnancies carried to 20 days, number of live retuses/dan,
number of irplantation sites/dam, number of diad fetuses/daz,
number of resorptionsfdam, male/{cmcle ratios of fetuses, averase
bodr weights of Tetuses, results of L taninations for skeleinl
aand soft tissue albnormalitics. & slisht iacrease in rucinentary
1458 rivg in high dose (50 wug/kp/day) animais was observed. Toxicolony
Branch corsiders this increase to be a normal, spontancons variaos
(probably due to stress) and wot a teratolozic effect. Youitive
control animals (aspirin, 230 mu/lg,/day) had low bedy uweights of
fetuses, incrcascd numbers of resorptions apnd increased nunher:.
of skelatal and soft tissue abnornalities. '

Conclusions
The test material did not xnduuL terata at dosace levels ef up
to 50 ma/kalday (highest level teste i)

NEL.2 50 wg/kafday
Core Study-Minimum Data
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