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FORMULATION FROM LABEL:

Active Ing edient(s): % by wt.
- Metconazole ' 95.2
Inert ingredients/ Impurities 49.8
Total: , 100.00




ZOUIR] PM requests 4 review of the acute toxxe;ty data for the File

9 "'52 Metcunazoie Fungici %{{momphenyl methyl]-2,2-dimethyl-1-
4:triazol- [-ylmethyl) cyclopentat fsh'ﬁmlttad by BASF Corporation,

fly yKurcha Chcmwal Industry e

UND: Acute toxxcxty studies for Metc@nazole were conducted in UK and
990 to 1994. Oral study has several rephcates ‘The test substance has
umbers. All studies are reported under three ' MRID numbers (44721512,

13 and 44721514)

‘ There were sevezal re.phcates of the oral tox stu study with differences in the outcome for :
LDy, For safety concern, we will select thelowest value from such studies. ‘

In the fusture the Registrant has to submit OECD 425 (Up and Down Method) for acute
oral study. OECD 401 may not accepted. _

Acute mhalatxon study is not submitted in t.hc package This forms a data gap for
registration.

‘ me.toxiwlogy profile for the File Symbol #IES052 is as follows:

acutze orai toxicity ~mouse I atceptable MRID 44721512

acute oral toxicity-rat Ol a 'MRID 44721512
acute oral toxicity-rat m acce:ptable MRJD 44721513
acute oral toxicity-rat IV acceptable MRID 44721514
acute dermal toxicity-rat I acceptable MRID 44721512
acute dermal toxicity-rat I acceptable MRID 44721513
acute dermal toxicity-rabbit IH  acceptable MRID 44721512
acute inhalation study - data gap - _

nmaxy eye irritation Il acceptable MRID 44721513
primary dermal irritation IV acceptable MRID 44721513
dermal sensitization neg.. acceptable MRID 44721513

Labeling: Labeling will be provided after receiving the inhalation study.




ReviewwM Hashim , ' Date: 12-23-04
Risk Mansger (EPA): 21

TY ’E:  Acute Oral Toxicity- OPPTS 870-1100; OECD 401

MATERIAL: Metconazole (95%), WL148271

CITATION: Gardner, J. R. (1990), 148271: Acute Oral and Dermal Toxicity. |
‘Sittinghourne Research Centre, Sittingbourne, Kent ME9 8AG, England. Report No.
SBGR 89214 study date 4-4-90 MRID 44721512, S «

'SPONSOR: BASF Corporation BASF Corporation, Research Triangle Park, NC 27709-
3528

EXECUTIVE SUMMARY: Mouse- (MRID 44721512): LD,, of Metconazole (95%)
was determined in (5 male and 5 female) CD-1 (ICR) BR strain mice (Wt. 18-26 g, fe
16-21 g, Source: Charles River-UK) dosed at 391, 625, 1000, 1600 mg/kg b.w, The test -
material was administered in com oil. Evaluation parameters included signs of gross
‘toxicity and mortality for a subsequent period of 14 days, Initial and weekly body -
weights and necropsy findings were recorded on all animals.

‘Oral LDy, for male mice was 718 and for females 41'0,_ combined 566 mg/kg bw.

Several animals died on the study (Table 1), Main clinical signs developed within 5
hours of dosing. The signs were (in general) abasia/ataxia, abnormal posture, pallor of
-skin and eyes and stereotype behaviour, Before death animals showed prostration, coma,
 hypothermia or cyanosis in all doses. Isolated signs were piloerection, lethargy, tremor
and convulsion. Tissue alterations at necropsy showed exaggerated lobular pattern of
the liver, distension of cecum and congestion or hyperaemia of urinary bladder. All these

signs were seen in a single or few animals.

The test substance is of moderate toxicity based on the LDy, in mice, EPA Toxicity |
Category IIL ‘

This acute oral study is classified as Acceptable. This study does satisfy the guideline
requirement for an acute oral study (OPPTS 870.1100) in the mice.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided. .




© Metecnazole (P.C. Code 125619)
statements were provided.

A. Mortslity - Table 1. There were several death on the study.

BQ@WM - Main clinical signs developed within 5 hours of dosing. The .
~ sigps (in general)were abasia/ataxia, abnormal posture, pallor of skin and eyes, and ,
stereotype behaviour, Before death animals showed prostration, coma, hypothermia or

cyanosis in all doses. Isolated signs were piloerection, lethargy, tremor and convulsion.

C. Gross Necropsy Tissue alterations at ﬁec:ppsy were exaggerated lobular pattern of
 the Tiver, distension of cecum and congestion or hyperaemia of urinary bladder. All these
lesions were seen in a single or a few animals.

D. Reviewer’s Conclusions: TRB accepts the study author’s conclusion.
E. Deficiencies - none.




#9E5052
‘Metconazole (P.C. Code 125619)

Reviewer: M. Hashim Date: 12-23- 04

LYPE: Acute Oral Toxicity- OPPTS 870-1100; OECD 401
IAL: Metconazole (95%), WL148271 |
JON: Gardner, J. R. (1990). 148271: Acute Oral and Dermal Toxicity.

N urne Research Centre, Sittingbourne, Kent ME9 8AG, England. Report No.
SBGR.89.214 study date 4-4-90 MRID 44721512,

SPONSOR: BASF Corporation, Research Triangle Park, NC 27709-3528

EXECUTIVE SUMMARY: Rats oral (MRID 44721512): An acute oral toxicity study

s conducted to determine the LD, of WL148271 (Metconazole 95%) in Fischer 344
rats (Wt. 186-218 g, fe 126-147, Source: Charles River-UK). The doses selected were
255,357, 500, 700 and 980 mg/kg b.w. The test material was administered in corn oil.
Evaluation parameters included signs of gross toxicity and mortality for a subsequent
period of 14 days. Initial and weekly body weights and necropsy findings were recorded
on all animals. ‘

Oral LDy, for male rats was 727 and for females 595, combined 660 mg/kg bw.

Several animals died on the study (Table 1). Main clinical signs were diarrhea noted
primarily at 255, 500, 700 and 980 mg/kg dose. Abasia or ataxia was seen on doses at
357 and 500 mg/kg and in all higher doses. Chromodacryorrhea and salivation were seen
at 357 mg/kg and higher dose levels. In addition lachrymation prostration, hypothermia
was preclude to death. Piloerection, lethargy, pallor of the skin and eyes were also
noted. Most signs appeared from 4 hours to day 4-11. Most surviving rats lost weight in
the first week of the test, then gained back slowly. Necropsy lesions of the decedents
showed liver, stomach, intestine and kidney alterations. Terminal animals showed
discoloration of liver and lymph nodes, and distention of large intestine; cecum and
colon,

The test substance is of moderate toxieity based on the LD, in male and female rats,
classified as EPA Toxicity Category IIL ‘ ‘

This acute oral study is classified as Acceptable. This study does satisfy the guideline
requirement for an acute oral study (OPPTS 870.1100) in the rat.

ANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality

statements were provided.



- #oEs0s2
 Mstconazole (P.C. Code 125619)

TS and DISCUSSION:

A, M@ﬂg!m - There were several death on the study (Table 1).

B. lej_g_hsﬂm% - Main clinical signs were diarrhea was noted at 255, 500,
700 and 980 mg/kg. Abasia or ataxia was seen on doses 357 and 500 mg/kg and in all
higher doses. Chromodacryorrhea and salivation at 357 mg/kg and higher dose levels. In
addition lachrymation prostration, hypothermia was a preclude to death. Piloerection,
lethargy, pallor of the skin and eyes was also noted. Most signs appeared from 4 hours
to day 4-11. Most surviving rats lost weight in the first week of the test, then gained back
slowly.

- 2zkoss Neeropsy Necropsy lesions of decedents showed liver, stomach, intestine and
kidney alterations, Terminal animals showed discoloration of liver and lymph nodes and
distention of large intestine; cecum and colon’ '

yions: TRB accepts the study authors conclusion.




Date: 12-23-2004

YPE: Acute Oral Toxicity-Rat, OPPTS 870-1100; OECD 401

TERIAL: Metconazole (95%), WL136184 (KNF-5-474 cis isomer), Batch
0, White powder ‘ ,

N: Gardner, J. R. (1991). Acute Oral and Dermal Toxicity in Rat, Skin and
ancy in Rabbit and Skin Sensitizati ation potential in Guinea Pig. Sitting gbourne
Research Centre, Sittingbourne, Kent ME9 8AG, England. Report No. SBGR.91.103
dated 10-11-91.MRID 44721513, ,

SPONSOR: BASF Corporation, Rescarch Triangle Perk, NC 27709.3528

95%) was determined in Fischer 344 rats (Wt. 189-229 g, fe 136-156 , Source: Source =
~ of Animals, Charles River-UK) dosed at 850, 1190, 1666 and 2332 mg/kg. The test
material was administered in corn oil at a constant dose volume of 10.0 ml/kg.
Evaluation parameters included signs of gross toxicity and mortality for a subsequent
period of 14 days. Initial and weekly body weights, and termipal necropsy findings were
recorded on all animals.

Oral LD, for male rats was 1627 and for females 1312, combined 1459 mg/kg bw.

Nineteen animals died on the study (Table 1), Animals on all doses showed lethargy,
salivation, facrimation, periorbital encrustation and diarrhea.. Rats at dose 1190 mgkg
‘and above showed piloerection, ataxia or prostration. Tachypnea and coma were seen in
animals that did not survive the test. There was partial recovery in most rats. There was
body weight loss in animals surviving over 1190 mg/kg dose and above.

In decedents, gross necropsy lesions were mainly exaggerated hepatic pattern, areas of
pallor or darkening of the liver, darkening of thymus, spleen and kidneys, abnormal fluid
in the intestinal tract and inflamed stomach. Terminal animals showed white/yellow
areas on the liver of a single male treated at the high dose level,

The test substance is of moderate toxicity based on the LDy, in female rats, EPA
Toxicity Category I, '

This acute oral study is classified as Acceptable. This study does satisfy the guideline
requirement for an acute ora! study (OPPTS 870.1100) in the rat,

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided. :

: (MRID 44721513) Rat- LDy, of WL136184 (Metconazole



#omsos2
Metconazole (P.C. Code 125619}
' RESULTS and DISCUSSION:

. - Table 1. There were several death on the study.

ARIEICHE ODSEN
encrustation and diarrhea.. Rats at dose 1190 mg/kg and above showed piloerection, S
ataxia or prostration. Tachypnea and coma were seen in animals that did not survive the
test. There was partial frecovery in rats, however, it was incomplete. There was body '
weight loss recorded in animals surviving over 1190 mg/kg and above.

C. Gross Necropsy Gross necropsy lesions were mainly in decedents was exaggerated
hepatic pattemn, areas of palior or darkening of the liver, darkening of thymnus, spleen and
kidneys, abnormal fluid in the intestinal tract and inflamed stomach. Terminal animals
-showed white/yellow areas on the liver of a sifigle male treated at the high dose level.

- D. Reviewer’s Conclusions: TRB accepts the study authors conclusion.

E. Deficiencies - None.

ations - All doses shows lethargy, salivation, lacrimatio’n,-pqribrbi:taljj_; N



Metconazole (P.C. Code 125619) |
Reviewer: M, Hashim I Date: 12-23-04

Risk Mansger (EPA): 21

A

Acute Oral Toxicity- Rat - OPPTS 870-1100; OECD 401

(91.5%), Powder

RIAL: Metconazole 91.5%, AC 382390 Lot No. AC11021-26A,

A] » N: Lowe, C., and Bradley, D. (1994). Oral LDg in Albino Rats with AC
~ 0. Agricultural Products Research Division, Princeton, NI. Study No. T-0959
dated 5-13-94. MRID 44721514.

SPONSOR BASF Corporation, Research Triangle Park, NC 27709-3528

K SUMMARY: Rats (MRID 44721514); Acute oral toxicity ('LD',@/)V of
AC 382390 (1 Aetconazole 91,5%) was determined in SD rats (Wt 227-243g, fe 172-182.

&, Source: Charles River< Raleigh, NC) at 5000 mg/kg body wi. The test material was
administered in 0.5% carboxymethylcellulose. Evaluation parameters included signs of -
gross taxicity and mortality for a subsequent period of 14 days. Initial and weekly body
weights and necropsy findings were recorded on all animals,

Oral LD, for male/male rats was 5000 mg/kg bw.

There were no deaths on the study nor any clinical signs. Body weight gains were
normal if‘Necropsy findings were unremarkable. '

The test substance is of low toxicity based on the LD, in female rats, EPA Toxicity
Category IV. .

This acute oral study is classified as Acceptable. This study does satisfy the guideline
requirement for an acute oral study (OPPTS 870.1100) in the rat,

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided. :
9




#955652
!(&kconazole {P.C. Cods 125619)

RESUL IS and DISCUSSION:

lity - Table 1. There were no deaths on the study.

ations -There were 1 no clinical signs. Body wexght gains were normal

psy. Necropsy ﬁndmgs were unremarkable.

D. Eﬁ!&&g{_ﬂmﬂm TRB accepts the study authors conclusion.
E. Deficiencies - None.

10




~ Metcomazole [P.C. Code 125619)

‘Reviewer: M. Hashim | Date: 23/DEC/2004

Risk Manager (EPA): RM 21

Z: Acute Dermal ToXicity- SD Rat; OPPTS 870-1200; OECD 402.

T MATERIAL: Metconazole (95%), WL 136184 (KNF-8-474 cis isomer), Batch
J00250, White powder

LITATION: Gardner, J. R. (1991). Acute Oral and Dermal Toxicity in Rat, Skin and
Eye i ¥ in Rabbit and Skin Sensitization potential in Guinea Pig. Sittingbourne
Research Centre, Sittingbourne, Kent ME9 8AG, England. Report No. SBGR.91.103
dated 10:11-91. MRID 44721513. '

'SPONSOR:  BASF Corporation, Research Triangle Park, NC 27709-3528

SaliLL LY SLAMARY: Dermal Toxicity- Rat (MRID 44721513). An acute dermal

study was performed to determine the LD, of Metconazole (95%) in Fischier 344 rats i

(Wt males- 213-241 g, females 144-158 g, Source Ace Animals, Charles River-UK).
The test substance was applied on the skin of rats as a single application (powder
moistened in water) at 2000 mg/kg bw, and covered with a gauze and tape for 24 hours.
Then the dressing was removed and the residual test substance was wiped/ cleaned.
Animals were observed for 14 days. Terminal necropsy findings were recorded.

Dermal LD, Males >2000 mg/kg bw
Females > 2000 mg/kg bw
Combined > 2000 mg/kg bw

There were no deaths on the study. There were no clinical signs. There was dermal
irritation (erythema) in two animals that subsided by day 3.

The test substance is of moderate toxieity and is classified as EPA Toxicity Category
oL

This acute dermal study s classified Acceptable. It does satisfy the guideline requirement
for an acute dermal study (OPPTS 870.1200; OECD 402),

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided. ‘

11




szole (P.C. Code 125619)

RESULTS and DISCUSSION:

observations - There were no toxic signs on the study. There was dermal irritation in two
ch'subsided by day 3. - S SRS

12



Date: 23/DEC/2004

Risk Manager (EPA): RM 21
YRE: Acute Dermal Toxicity- Rat; OPPTS §70-1200; OECD 402,
JAL: Cyclopentanol (95%), WL148271

ON: Gardner, J. R. (1990). Acute Oral and Dermal Toxicity. Sittingbourns
Centre, Sittingbourne, Kent ME9 8AG, *ngland. Report No. SBGR 89.214
1990° MRID 44721512 o

ARY: (Dermal Toxicity)-Rat. An acute dermal toxicity study =~
(MRID 4472 ucted to determine the LD, of WL148271 (Metconazole
95%) in Fischer 344 rats (Wt. males- 215-250 g, females 130-151 g Source Ace
Animals, Charles River-UK). The test substance was applied on the skin of rats as a
single application (powder moistened in water) at 2000 mg/kg bw and covered with 3
 gauze and waterproof adhesive tape for 24 hours. Then the gauze pads and tapes were

removed and the residual test substance was wiped/ cleaned. Animals were observed for

14 days. Terminal necropsy findings were recorded,

Dermal LD,, Males >2000 mg/kg bw
© Females > 2000 mg/kg bw
. Combined > 2000 mg/kg bw

There were no deaths on the study. There was dermal irtitation in 3 animals between
Day 2-5. All animals gained weight during the study. Necropsy findings were
unremarkable. ‘

The test substance is of moderate toxicity and is classified as EPA Toxicity Category
1 -

This a’cﬁte dermal study is Acceptable. It does satlsfy the guideline requirement for an ‘

acute dermal study (OPPTS 870.1200; OECD 402).

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality
statements were provided. ; '

13




.!Eem.,nazolfe (P C. Code 125619)

observations - There were no deaths nor any
ammals which subsided by day 5.

C ﬁma_s,ﬂgg:gm - Necropsy findings were unremarkable.

toxic signs on the study. There was dermal ‘

s Concl sions: TRB agrees with the Study author’s conclusion.
Dsﬁcj.enggs None.

14




Date: 12-23-04

: Acute Dermal Toxicity- OPPTS 870-1200; OECD 402.

RIAL: Metconazole (95%), WL148271

\’ﬁe ; ‘

IN: Gardner, J. R. (1990). Acute Oral and Dermal Toxicity. Sittingbourne Research Centre,

arne, Kent ME9 8AG, England. Report No. SBGR 89.214, 1-4-1990 dated 1-4-1990.

ARY: (Dermal Toxicity-rabbit) (MRID 44721512)- An acute dermal toxicity

0 determine the LDy, of WL148271 (Metconazole 95%) inNZW S (Wt.2.6-
Foxfield Farms-UK). The test-substance was applied on the skin of rab ) mut \
dose of 2000 mg/kg in'a single application (powder moistened in water). This was cover 138
and waterproof adhesive tape for 24 hours, The dressing was removed and the residual test substance
was wiped/ cleaned.  Animals were abserved for 14 days. Terminal necropsy findings were recorded. -

Dermal LDy, Males rabbits >2000 mg/ke bw
© Females > 2000 mg/kgbw
Combined > 2000 mg/kg bw

There were no deaths on the study. Desquamation of skin in two animals was seen during 8-14 days.

There was congestion of lungs (4/10) animals, pale dark foci on hungs (2/10) and (3/1 0) animals with
kidney lesions such as petechia, paleness and raised areas. ’ o ’

The test substance is of moderate toxicity vand is classified as EPA Toxicity Category III,
This acute dermal study 1sclassaﬁed Acceptable. 1t does satisfy the guideline requirement for an acute
dermal study (OPPTS 870.1200; OECD 402). '

NCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements were

15

gauze .



”ua _o'nizole (P.C. Code 125619)

 and DISCUSSTON:

- Desquamation of skin in two animals during 8-14 days.

‘ / - There was congestmn of lungs (4/10) pale dark foci on lungs (2710) and 3/10 wuh : -
kidney leswns such as petechia, pale and raised areas. ‘

D. RgVieWg_z”g Conclusions: TRB agrees with the Study author’s conclusion.
E. Deficiencies - None.

16



fe (P.C. Code 125619)
‘Hashim S  Date: 12-23-04

RI AL: Metconazole (95%), WL136184 (KNF-S-474 cis isomer), Ba,tci;;{ 12;;,;;9970250,

N: Gardner, J. R. (1991). Acute Oral and Dermal Toxicity in Rat, Skin and Eye iritancyin
nd Skin Sensitization potential in Guinea P:g Sittingbourne Research Centre, S;ttmgbaume ‘
9 8AG, England. Report No. SBGR.91.103 dated 10-11-91. MRID 44721313 '

SPONSOR BASF Corporatxon, Res&arch Tniangle Park, NC 27709-3528

XECUTL , ARY: (MRID 4471215}3) In a primary eye lrntation study, sxx NZW rabb:ts S
(Sc exﬁeld Farms, UK) were treated with Metconazole {95%). One eye of eae}r rabbit was
sac) with 42 mg (0.1 mL) of the powdered test substance, the other eye -

as the cdntrol ‘The eyes were not ungatcd ‘Animals were then observed for 7 days
‘ :m'itatxon was evaiuabed by Draize Method for seven days.

| T abie L In:ﬂamed conjunctiva was noted in the first hour of treatment in all animals. TbéreWaswcomeai
opaczty m one animal that subsrded thhm 7 days C CL

The test snbstance is 2 moderate xrntant to the rabbit. eye. The test substance meets EPA. Tox;caty

This smdy is classified as Acceptable. Tt does satisfy thc guidelme requirement for a pmnary eye
irritation study (OPPTS 870.2400: OECD 405) in the rabbit.

JOMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements were
provided. o - ’ | " :

- 17{




Metoomazole (P.C. Code 125619)

| RE "rs AND DISCUSSION:

» Tabl& No of Ammsls affected. Total ammals 6

,One 24 48 \;;72, day
| hr hrs hrs hrs |7

Wml or6 |vé |1/6 |176 |ose

0/6 ore |oss |ois [ore
ctivitis | 6/6 {0/6 {0/6 |0/6 [0/6

gervs tf s - Table 1. Table 1. Ocular irritation subsxded within 7 days.

B Bmmgﬂgmw The Rewewer agrees with the Study Author’s concluswn
| C mf_igms;g None.

18




Date: 12-23-04

ager (EPA) 21
TYPE OF STUBY' anaxy Skin Irritation Study in R.abbns- 870—2500 OECD 404,

IRL \ '.:Mctconazole (95%), WL136184 _(KNF~S~474 cis isomer), Batch 12; F900250, White

[ATIC v; Gardner 1. R. (1991). Acute Oral and Dermal Toxicity in Rat, Skin and Eye i mmncy in Rabbit
. and Skin’ ‘Sensitization potential in Guinea Pig, Sittingbourne Research Centre, Sxmngbaume Kent ME9
’ SAG Englaad. chen No. SBGR.91. 103 daxed 10~1 1-91 MRID 44721513,

SPONSOR BASF Corporation, Rr.search Tmmgle Park, NC 27709—3 528

XECUTIVE SUMMARY: Dermal xmtatlon-rabblt. In a primary dermal irritation study 44721513) 6
ng adv 't NZW rabbxts (Source: Foxfield Farm~UK) were topically treated with 0.5 g of Mexcouazole (95%)
The test substance (in a_powder form) was applied to the dorsal part of the body ona. {6 cm ?) lint’ paich - S
- moistgned in dist. water. The test sites were covered with a gauze and a semi occlusive adhesive banda, for4 -
hours. After the dressing was removed the test site was wzped/cleaned and scored by Draize Method for 72 RIS
hours. =~ -

Applmauon of the test substance produced no irritation of the skin (edema or erythema),
and is not an m'ltant to the rabbit skin. It meets EPA Tox Category IV.

This study is classified as Aceeptable. It does satxsfy the guideline requirement for a primary demxal iﬂ*ftatic_’;h" ‘

Y study (OPPTS 870.2500; OECD 404) in the rabbit.

W—E Signed and dated GLP, Quahty Assurance, and Data Confidentiality ;t.éteméﬁtls\'.véete'
provzded

RF.SULTS and DISCUSSION:

Observations - Apphcatson of the test substanee produced no irritation of the skm(edema or erythema) and.
is not an lmtam to the rabbit skin. It meets EPA Tox Category v. ST e g

B. Results -The PDII was 0 (assumed).

C. Reviewer’s Conclusions: The Reviewsr is in agreement with the Study Author.
D. Deficiencies - None. ‘

19




;ole (P.C. Code 125619)

Jashim | Date: 23 Dec., 2004

[YPE: Dermal Sensitization - Guinea Pig; OPPTS 870.2600; OECD 406, 429

sk Manager (BPA): 21

: Metconazole (95%), WL136184 (KNF-S-474 cis isomer), Batch 12; FQGOZSO,; White

\TION: Gardner, J. R. (1991). Acute Oral and Dermal Toxicity in Rat, Skin and Eye irritancy jn Rabbit
- and Skin Sen sitization potential in Guinea Pig. Sittingbourne Research Centre, Sittingbourne, Kent ME9 8AG, ,
' Englamd ReponNo SBGR.91.103 dated 10-11-91.MRID 44721513. - T

. SPONSOR:  BASF Corporation, Research Triangle Park, NC 27709-3528

EXECUTIVE SUMMARY: A Buehler study { MRID 44721513) was conducted to assess the sensitization
~ potential of Metconazole (95%) in guinea pigs (Source: Harlan Porcellus, UK). A 0.45 mL of Metconazole
(95%) was topically applied, once a week, for three consecutive weeks (using a 16 cm/x16 ¢m patch of the filter -
- paper in dist. water) to 20 Hartley albino guinea pigs. Ten guinea pigs were used as the controls. (Topical =~ -

 induction and challenge made in 50% Vaseline). Test and control animals were challenged on day 28 by 0.15
mL of the test substance (as the highest non irritating concentration for this study). Animals were evaluated for
dermal reactioni at 24 and 48 hours after each exposure. Positive (historical) control was transcinnnamaldehyde
and benzocaine. . B

- The test substarice showed no positive response in any of the 20 guinea pigs.
Under the conditions of the study Metconazole is not a sensitizer.

 COMPLIANCE: The test (870-2600) meets GLP requirements. It is Acceptable in accordance with theSub
Division F guide line. .

This study is classified as Acceptable.. It does satisfy the guideline requirement for a sensitization study
(OPPTS 870:2600; OECD 406, 429) in the Guinea pig . ' '




 Metéonazole (P.C. Code 125619)

URE . A Buchler study was conducted to assess the sensitization potential of Metooniazo
 0.45 mL of Metconazole (95%) was topically applied, once a week, for three i
16 em patch of the filter paper in dist. water) to 20 Hartley albino guinea pigs. Ten guinea
 the controls. (Topical induction and challenge made in 50% Vaseline). Testand control
a challenged on day 28 by 0.15 mL of the test substance (as the highest non irrita ntration
for this study). Animals were evaluated: for dermal reaction at 24 and 48 hours after cach exposure, Positive
historical) control was transcinnnamaldehyde and benzocaine. . R e

A Indugtion - 50% Vaseline + 0.45 ml test substance used

5 B. thngngg- 59% vaseline 0.15 ml test substanceyus‘ed.

-G &Mﬂﬂm{; - Challenged similarly as vthc;test group.

) RESULTS and i)ISCU,SSION; The test showed 0/20 at 24 and 48 hours, respectively,

A. Reactions and duration: none

21




: Metconazole Fungicide 95%

Results

Centre, K@nt-UK/ 91.103/10-11-91

e @/#/ Lab/ date MRID # [Tox  {Core
| Cat. | grade
 Acute oral toxicity study/ mouse/ Sitingbourns R, 4721512 LD, >s66mit |1 |A
Centre, Kent UK/ 89214/ 4490 , . i
Aéute osal micuy study/ rat/ Sittingbourne Res. M52 LD, >566 m/t | A
Centre, Kent-UK/ 89,214/ 4-4-90 ‘ o S
Acute oral wxicity study! rat/ Sittingbourne Res. 44721513 LDy>1459  fm |4
Centre, R/91.103/16-11-91 mf ]
Acite oralmx;cny study’ rat/ Ag Products Res Diy - 44721514 LDy, >5000 | 1v A
Princeton/ '0959! 5-13-94 mf o .
-Acute dmnal toxicity study/ rat/ Sittingbourne Res. 44721513 Dermal LDy > {111 A
Centre, Kent-UK/ 91.103/10-11-91 2000mf |
Acute dermal toxicity study ray’ Sittingbourne Res, 4721512 Dermal LD, > | 1 A
| Centre, Kent-UK/SBGR 89.214/1-4-90 : 20008 |
,Acme dermal toxicity smdyl rabbit/ Sittingbourne Res. 44721512 Dermal LD,, > | 111 A
Centre, Kent-UK/ SBGR 89.214/1-4-90 00wt | -
Eye xmtatnm smdy/ rat/ Sittingbourne Res. Centre, 44721513 moderate | m A
Kent-UK/ 91.103/10-11-91 | irritant
Primary dermal iitation study/rabbit Sittingbourne 4721513 mildimiant (v |a
| Res. Centre, Kent-UK/ 91.103/10-11-91 - . e
| sesitization study/ gitinca pig Sittingbourne Res. 4721513 [ neg. . A
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