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BACKGROUND

Acute oral, acute dermal, primary eye irritation, skin irritation,
skin sensitization and acute inhalation studies were submitted to

support registration No. 3125-GOU, 3125-GOE
3.6 F, Raxil 0.26 F and Raxil 2.6 F, respec

and 3125-GOG (Folicur
tively). The studies

Were conducted on Folicur 3.6 F. MRID No 412633-04 through 412633-09.

RECOMM ENDATION

RSB/PRS finds the acute oral, acute dermal,
skin irritation and skin sensitization stud
support registration of the three aforement

primary eye irritation,
ies acceptable to
ioned formulations.

The acute inhalation study is considered supplementary data,
therefore a new study must be submitted. The mass median:

asrodynamic diameter is higher than the 1.0

u required by the

Agency. A Memo by Dr. Stanley Gross on inhalation toxicity
testing is included for registrant reference.

LABELING

Precautionary statements:

Delete the statement "Causes eye injury."

Statements of practical treatment

Revise the "If swallowed" and "If on skin"

statements as follows:

If swallowed: Call a physician or Poison Control Center.Drink
1 or 2 glasses of water and induce vomiting by

touching back of throat with

finger, or, if available,

by administering syrup of ipecac. Do not induce
vomiting or give anything by mouth to an uncoyncious

person.

If on skin: Wash with plenty of soap and water. Get medical

attention,

SRWXY

BN

<D



DATA REVIEW FOR ACUTE EYE IRRITATION TESTING (§81-4)

Product Manager: ( 2/} ) : ( Reviewer: 0. odiott
MRID No.: 4412433 -0% .  Report Date: fpr|ai 148
Testing Laboratory: L&oboJ3 C&AJD- Report No. .59/ _ .

author(s): /.%-Shacle
Species: Thews dand b I Qeblils

Sex: L vnads |, o Yol Weight: L
Source: ! z L
Dosage: D -\l
Test Material: Edltun, 3.6 Fooold _
Quality Assurance (40 CFR §160.12); Ne oD - _
Summary:

P AL
Tox. Category:’<$;/ Classification: uAAiU@g

?rocedure (Deviation From §81-4):

Results:
Observations e
(number "positive®/number tested)

Hour Days —-
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DATA REVIEW FOR ACUTE INHALATION TOXICITY TESTING (§81-3)

Product Manager: i_f?} ) ‘ Reviewer: - 0. Odiott
MRID No.: 4126 3305 - Report Date: Haw /457
Testing Laboratory: W edoa Report No. _4315% .

Author(s): . Stlots

Species: _Shracoa- 10 oo, fets o
Sex :_ (% pnalt L 1% fewi . Weight: XF —~ 2649 S,
Source: _ <acce . MgV LS TR S P vy

Test Material: Al Db 4ﬁdMCQ}JLg _____________
Quality Assurance (40 CFR §160.12): el

Summary:

l. LCsg (mg/kg): Males = ; Females =
i Combined =

2. The estimated LCsqo is
3. Mean Concentration:
4

Tox. Category : _ . Classification:_“ggﬁ%#gﬁﬁcgzz— _

Procedure (Deviations From §81-2): HHAD Onacdon Ao [ /% N
. u T

Results:
: Seported Mortality
Exposure Concentration (NUMBER KILLED/NUMBER TESTED)
(mg/L) Males Females |Combined
ST ; - T
—= ‘ 0 O
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Symptomology & Gross Necropsy Findings:
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (§81-1)

Product Manager: (1 ) Reviewer: O. Odiott
MRID No.:  4i2L3>%-00 Report Date: #How Iu,14¥7
Testing Facility: r%obaﬁ,gcmp- Report No. 99 G/
author(s): L-P. 1 .. . ‘
Species: & ogava- Dq»m hks T
Age: 1- 5 Ul o e Observation Days (i &t T
Weight: _Jo> ~ 359 om = Exposure): (14); other ( )
Source: _S Asce, e Oanatan - s baasbe 7 _;Mwmti:
Test Material: Eolico~ 9.6 Tlewabie “m“bmf ; A“

Quality Assurance (40 CFR §160.12): cx\a

Conclusion:

1. LDsg (mg/kg): Males = H1§H4 W*xhh% ; Females =
Dix i i Combindd™=_ "7

2. The estimated”LD%g. is e
3. Tox. Category: :Eﬁ;; Classification: __ L. leie

Procedure (Deviations From §81-1):

Results:
Reported Mortality
(NUMBER KILLED/NUMBER TESTED)
DOSAGE { /kg) “Males Femalg§_“_§9g9£ggq_
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Symptomology & Grosi Necropsy Findings:
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5)

Product Manager: ( 2] ) , Reviewer: 0. Odiott
MRID No.: _4{2t33. o Report Date: e y,14¥4
Testing Laboratory: Vlobo$4 Cc)xo Report No. qa7G>
Author(s): v‘(’.'ie\ww I
Species: Qyiﬁkua,qu“»L. Coo bl T

Age: DR Wil

Sex : i e N W_\_AAQJ

Weight: ] ~
Dosage: 0.5 e L
Test Material: Eoliown > o _Flowehle
Quality Assurance (40 CFR §160.12): c@T\CQL*SL T
Summary:

The Primary Irritation Index = 0.2 B

, g
Toxicity Category: . ,DL/ —— _
af A 4.
Classification: ulLAAd%ﬁLA» e

Procedure (Deviations From §81~5):

S e e e o . et o i e v e vt e s

Results:
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (§8l—2):

Product Manager: ( & ) Reviewer: O.'Odiott
MRID No.: H1L%>» - og Report Date: floy 19
Testing Labor;fg5y \ionMLC&&o- Report No. q<u=+4——
Author(s) " STeks O : -
Species: Mo el S Aotuke tidabik, T
Sex :_ G woleo, (o Jonales Wt.: Ay — ST T
Test Material: Uhhdﬁ“ 3. T wable T
Quality Assurance (40 CFR §160.12): a e & _
Summary:
1. LDsg (mg/kg): Males = ‘ _ ; Females =
: ; Combined = e ;
2. The estimated LDsg is 22,000 meafk<. Tt

3. Tox. Category: -\~ . Classifications: RN T

Procedure (Deviations From §81-2):

Results:
Reported Mortality
. (NUMBER KILLED/NUMBER TESTED)
DOSAGE ( /kqg) Males Females _Comblned
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DATA REVIEW FOR SKIN SENSITIZATION TESTING (§81-¢)

Product Manager { 2l ) : Reviewer:' G. Odiott
MRID No. MI2L33-09 * Report Date: Aw‘ - B, 1989
Testing Labo tory: nbﬂ” Como Report RNo, QQQQS
Author(s): ﬁf P. Sty ' e —
Species: kﬁmwm+u Al Ao ndo Y
Sex : _ UWeight: _ ’%L)¥~_34_s%pj -
Source.__gcg\b,j:nb o Modlsen 0T *\L‘f" o
Test Material: Folicon 3.6 4*A¢LanUL ‘
Positive Control Material: DUl ~o- \?10'fﬁhji.g;j§5gng+&*ﬁﬂ

Quality Assurance (40 CFR §160.12): —eadud

T e e e e ¢ i — i

Method: , Eb¢&gCLUCS Qiiﬁ&g_ Qk*‘i\ Nrtck“4§?ﬁgw.‘M““ .

Summary:
1. This product is / is not a dermal sensitizer,
2. Classification; _ZE:::éJJ$~¢J .

Procedure (Deviation From §81-6):
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