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dacxaround: Submitted Acute Oral, Eye Irritation and Primary Dermai
Irrization Studies in response to tae Carborxin Registration Standard.
srtudias conducted by Chevron. Data under accession aumber 246773. Method of

support not indicated.

Recoanaendation

(1) FHB/TSS finds the data acceptable to support the condizional registration
of this product in compliance with the carboxin registracion standard.
However, for future subnissions please note: -
{a} In the Eye Irrivation study, nine rabbis (six wiIh treated unwashe:
eyes and three with treated washed ayes) =muac b 2gaed.
{5} In the Primary Dermal Study, four TesT sites (2 abraded and 2

e

intacs) per animal must be used. .

(2" Based or the Tve Irritation study the appropriate signal used Ls WARNING.

Ad09 I1EVIVAY 1638

{1} pPrcposed labeling is acceptable.

(1) Acute Cral Toxicity Study: Chevros; Socal 1074/31:56; December 1, 1377.

>

Procedure: Five gyroups. Three of the groups corsisted of M and SF Sprague-

Dawley rats, one consisted of 10M and 5F and one consisted of 10M and 107F.
fach received cne of the following doses: 3.3, 5.0, 7.5, 10, 15 g/kg. The
ra=s weighed besween 200-277 g. Observations were nade daily for 14 days.
Necropsy perZormed o all animals.
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w'cxic xqus obsorvcd‘tacludnd d:ar:hc
Wehnwinq ot ox:rcaitin-. rcducn ‘ood coocuap:ion and u‘iqht 10-:."

Nccrcpsy rovoalcd enlarch 1Lv¢: and spleeny ruduced body fat: k:dnoyt uh:ch
appcarcd nacrozic had -aall nasses AL achod to .hcn. . :

Loso for males was 8.4 g/kg with confidcnco ‘linits between $.8 and 12 q/kq.
" 1Dgg for females was 7.3 g/kg with confidence liaits between 5.0 and 11

g/%g.

Study Cilassificazion: Core Guideline Daca S

—oxicizy Category: IY - CAUTICN

255‘:?1 Trrictazion $tudw: Chewvron; Socal 1072/30:74:_0¢:ob¢: 10, 1977,

‘}57 Prcchurnx A 9.1 211 of the test material wag applied ts one eye each of §
.:abb-:s. Obsarvations wer; made at 1, 24, 48, 72 hours and 7, 10 and 14 Jays.

Resulrs: At day 1, 2/6 animals had corneal opacity (1/6 « §. 1/6 = 10): €/6
dras Lrcication (6/6 = 5), redrness (/6 = 2, 5/6 = 3), chenosis (1/6 = 1, 2/6
F w2, J/G =3), di:charqc {(2/6 = 2, 4/6 = 1}. FRoughened cornes also observed.

AT day 3. 4/6,&&& cozacal opac::? (3/6 5, 176 = 10). 1:.: ir i'ation (4/6 -

s ] wa st

At day 7. ,1/5 corﬂeal opacity {1/6%3, 1/6-‘0!: 5/6 rodness (‘/o-¢. 4/6-’).‘4/5
d.-.he-qe (3/6-1._1/6-’). Rouzhened corqea an 2d pannu: also obse:ved.

daj .4. pd”"us p*esen: awd 'aughened cor ea. 1/6 'edness ll/é - 1)

tudy lassit‘cation. “Core Mininmun Da:;.;x.-“e —abbi:s {6 wizt :rea:ed,«ﬂ‘
th treated washed eyes) aust be used. L

'Soéa‘ 1073/30.75 Cc obe—

Chevyon:

test material at one
ze under occlusive wrap for 24-hour exposure’

intace aud one abraded sk n.si

under occluaive urap.n Observa onsﬁ:adehatgzd, 48, 72 hours and at 7 days.. -




cliqﬁz ﬁryzhcaaxfscotc oz% :

Tireas A:Lon 3corc wag YoB.

%3:udyrclal.‘!1cationz F
g 1n:ac’) per animal aust be uacd. . : G ’\ ‘ . I -
Trxicity Category: IV - CAUTION R N AR S SN .




-are- not included in this copy:

.+« The material not -included contalns the following type of =
- 1nformatlon-

‘Identity of product inert ingredients
Identity of product impurities ‘ R

. Description of the product manufacturing process

Descrlptlon of product quallty control procedurﬁ//

Y R \i Y

g’//ﬂr

Sales<or other commercial/financ1a1 information

&

g Zé A draft product label

-.:The information-not included is generally considered confidential -
by product registrants. If you have any questions, please- contact




