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No. 1439-59 Onyl CDL.G6 Cleaner, Disinfectant - 003618

Caswell #16 C and 194k P/

William Dykstra, Ph.D (,v/'é///ﬂ (:/24/’/,))

Toxicoloyy: Branch

Jares Banks PM 33

Registrant: Ornxy Chonical Co.

190 Warren Strcet
Jersey City, New Jersey 0732

»

Action Type: Review teratology data and state what other toxicolo

data are necded to conplete the new requirements for
the Onyx CD1l.6 formulation.

Recommendations:

1.

In order to evaluatc the hunan hazards based on the proposed use
patterns as a disinfectant, etc. for food and non-food contact
items, the registrant must reference or submit the Lollowmg
toxicoloyy studies on the formulated product:

-
'

Skin sensitization study which evaluates formulated product
ard the use dilution concentrations of the formulate
product.

21—day—Subacute dermal toxicity study in rabbits, with a NOEL
vilich evaluates the formulated product and the use dilution

- concentrations of the formulated product.

In order to evaluate the human hazards based on the proposed use
pattems for food eguiprent or otner food contact items only the
registrant must refercnoz or submit the following toxicology
studies on cuch active ingredient in the formulation:

a.

b.

Mutagenicity t.estmo - Multi-test eviccnce.

_chrdduction study -1 species.

e Toratoloyy study - 2 specles.

d.

c.

Chronic/onwoyenic study - 1 cpecies.

Chronic/onorraite sludy with dictary niteite {(when evaluating
quaternary anines) -~ 1 species.
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3. The teratology study is acoeptable as core-minimunm data. The
results shov a dose-relaked occurrence in rudirmentary ribs.
This skeletal variation indicates that the arbryotozic ranje

- of dosane is being approached by treatment with BIC-C-2125M.
Therefcre, although no teratogenic cffects vere ohserved, an
_embryotoxic effect was cbserved at the lowest treatment level
(5_im1/kg) during Days 6 tp 15 of gostation. This enbryotoxic
effect is considered sulficient for Toxicoloyy Dranch o v
recommend against the proposed use pattern for {focd equiprent
or other food contact itcms at a level of 200 ppm of quater-
naries as stated on the label. The reason for this decision
is that at an erposurc level of 200 ppm of quatemaries, the
oral consunption of only 10 ml of treated water would result
in oonsumptior of 2 wg of guaternaries. For a 60 kg woman, *
this results in an acute cxposurce of .03 mg/kg. Since the Smg/
kg (lowest treatrment) lewel in the teratology study revealed
embryotoxic effects, the inposition of a theoretical 100-fold
safety factor (based on possible inter- and intraspecies
differences) at this level suggests that exposure at a margin
of safety lewvel of 0.05 my/kg could result in human embryotoxic
effects. Toxicology Branch therefore concludes that the .
potential risks of huran enbryotoxic effects at exposure levels
of 200 ppm of quatemaries are not toxicologically supported.

Product Nare: Onyx CDl.G Cleaner. Disinfectant. Deordorizer. Fungicice

Ingredient i Percent Weight

Alkyl (603 C14, 30% Cyg. 5% Ci2, 5%Clg) .
dimethyl benzyl amwonium chloride 0.8
‘Alkyl (68% C1z, 32% Ci4) civethyl

ethylbenzyl ammonium chloride . 0.8
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Use Directions

For light duty cleaning, sanitizing and deodorizing, usc twO ounces per
galTeiy. )

For heavy duty cleaning and disinfecting and fungicidal activity against
pathogenic funga use 4.5 ounces per gallon.

For best results, use (0.16 with a cloth or rop and apply to walls,
floors and other hard surfaoes. If used on food ccuipment or other
food contact items, limit level to 200 ppm of quaternaries.

INERT INGREDIENT INFORMATION IS NOT INCLUDELR
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For cxztra heavy industrial cleming an sanitizing, wse a sccend
application. Do not mix with scap or anionic solutions. (0.16
1s non-corrosive in use dilutions or inanimate surfaces. o Af-
. . . N ¥ -,
Rinse empty container thoroughly with water and discard it. e
HE oo . it e
b NOTE: BIC C-E is part of active ingredients. ' S
}?eview
1. Teratologic evaluation of BIC-E-21254 in Rats (F'ood and Drug i
Research Laboratories, Inc. Peport No.. 5432a, Sept. 30, 1977). - " L
Test material: BTC-E-2125 . : ’,;,f*;
Notebook #1007—7695 Activity 80% pp 909; clear yellow visoous o S
liquid.
Sexually mature BLU: (SD) BR female albino rats, 200-2S5gm BW
viere mated 1:1 with sexually mature BLU: (SD) male allbino _
rats, 300 gm B, in sufficient nunbers to produce 120 pregnant =
‘ females. BIC-E-2125M was administered orally to three groups R
: of 20 pregnant ferales at doses of 5, 15 and 50 ny/kg BW from L,J, ‘
Days 6 (o 15 of gestation. In addition, a positive control ] ’
group {(aspirin 250 mgy/%g) and a negative control group each " . .
. consisting of 30 pregnant fomales were established. Test .
" materials were prepared fresh weekly and administered as a ’ 3
ajucous solutions on 10 ml/kg basis. Paramecters on dans '
observed were general appearancoz and behavior, body weight and 3
food consunption. On day 20 of gestation, all dams vere -
sacrificed with an overdose of chloroform and subjected to N
caesarean section. The following chservations were rcoorded e '
: for each female. nurber of implantation sites, resorption sites “ S—
live fetus and body weight of live fetuses. All fetuses were ]
examined grossly for presence of external congenital abnormali- ax
ties. One third of he feltuses from each litter were examined - ,
by Wilson techniquz for visceral abnormalities. ‘The remaining 0N
..., two-thirds of fetuses from each litter were eviscerated fixed o
in 70% ispopropyl alcchol, macerated in 12% XOH solution, . . SEp
stained with Alizaun - Red 5 dye, cleared in glycerine and - =
examined uvnder low power magnification for skeletal abnormali-
ties. All anirmals were evaluated according to normally

accepted degrees of developrent for a 20 day old fetus.
- e e

‘Results

There were no differenoes boetwoen negative control and treatment groups
for pre-irplantation loss, implant sites, resorptions, dead fetuses or
live fetuses (Ave/damn; {%/F; Lve. wt). The percent of dams and fetuses
which were affected is shown heloa: :
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Dose Fetuses affost Damrs affected
mg/kg % %
0 2.2(1.0-5.5) 12.5(2.0-34)
5 i 5.2(2.0-11.5) -34.8(13-64)
15 * 8.1*(3.5-16.5) 35 (12-66)

" 13.6*(7.5-22) 59.1%(30~33.5)

’ S5C

*Significantly different from control PL.0Ll Values in ( ) indicate
range for 99% confidence interval, according to report.

A summary of the skeletal findings revealed the following res,ults£

Group 12th Rudimentary Ribs (Fetuses L
Number of litters
affected )

0 6/4 .

250 mg/xg Aspirin 54/21 o

5 mg/kg test material . los/g -~ :

15 mg/kg o 13/7 .

50 mg/kg " . 26/13 * = !

There appears to be a-Cosc-related effect in the occurrence of rudimentary

ribs, which indicates that the enbryotoxic range of dosage is being
approached (Environment and Birth Defects. J. Wilson, p. 188 Academic
Press (1973). This enbryoto:ic effect is considered to be due to
delayed ossification. No abnormal incidence of soft tissue anomalies
was chserved in any test group when compared with the coantrols. The
body weight of dams was similar for all groups throughout gestation.

Conclusions:

The test material did not produce any terata when administered during
days 6 to 15 of gestation at dJdosazes of 5, 15 and 50 mg/kg. However
an embryotoxic dose-related cffect was seen &s increased 13th ruiimen-
tary ribs. Thercefore, the erbryotoxic "no observable effect level"
has not been demonstrated for this study.

Classification: Core Minimum Data.
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