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Standards (40 CFR Part 160), with the exception that recognized differences exist between the
GLP principles / standards of OECD and FIFRA (for instance, authority granted Agency
inspectors and certain record retention requirements).
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1. QUALITY ASSURANCE STATEMENT

Test substance : SXX 0665
Study no. : 19034877
This study was monitored by Quality Assurance on the dates given below. The results

of the reviews and inspections were communicated in writing to the study director, and
if necessary to the head of the institute or further affected persons as well.

Date of review Forwarding date of
or inspection inspection report
May 07, 1990 (study plan) May 07, 1930
May 08, 1990 May 08, 1990

t

The study results and methodology are accurately reflected by this report.

Quality Assurance
PH-AQ-S/GLP, Bayer AG

Date: March 18, 1991 ' Responsible:
(Dr. H. Lehn)

SES PAGE C’i FCR SICHATURE
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2. SIGNATURES

Study director: March 18, 1991
(Dr. F. Krétlinger) (Date)
Department manager: March 18, 1991
(Dr. W. Flucke) (Date)
t
4
) SEE PAGE (" (/ FOR SIGHATURS

Dr.(USA) Robert Bashe
Translator
March 25, 1999
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4. INTRODUCTION

A study for acute oral toxicity in the rat was conducted with SXX 0665.
The purpose of this study was to permit classification (hazard class assignment) of the
product and estimation of the acute health hazard potential of the test substance during

use.

The study was conducted at the BAYER AG Fachbereich Toxikologie, Institute of
Toxicology - Agrochemicals in Wuppertal, Friedrich-Ebert-Strasse 217 - 333.

5. STUDY IDENTIFICATION AND RESPONSIBILITIES
5.1. Study identification

Study number : T 9034877
Study period : May - July, 1390
|

5.2, F{esponsibilities

- Head, Institute of Toxicology-Agrochemicals . ... .. Dr. L. Machemer
Department manager ...................... Dr. W. Flucke
Study director .. ............ ... ... ... ... .. Dr. F. Krétlinger
Analyses ............ ... Dr. Gau, Dipl.Ing. K. Riegner
Quality Assurance (management) ............. Dr. H. Lehn
Inspections .. ....... ... ... .. ... Dr. H.-P. Schuiz
Reportaudit ............. ... ... ......... Dr. P. Andrews
Fiingof studydata ................ e Dr. E.A. Ldbbecke
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6.1. Test substance

Test substance name :

Manufacturer
Indication
Batch no.
Purity
Approval
Physical state
Appearance

]
Storage

4

Chemical name

Structural formula

Molecular mass

Empirical formula

6. MATERIAL AND METHOOS

SXX 0665

Bayer AG

Fungicide

17005/89

93.70 % (cf. page 63 in annex)

To July 19, 1990

Solid

Beige-brown powder

In laboratory hood at 20.0° - 28.0°C

2-(1-chlorocyclopropyl)-1-(2-chlorophenyl)-3-(1,2,4-triazol-
1-yl)-propan-2-al

pyas

a R
CHy

_N

)

312.0 g/mole

C,H,sCI,N,O

10
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6.2. Experimental animals
6.2.1. Species rationale

SPF-bred Wistar rats of the strain Bor: WISW (SPF-Cpb) from the Winkelmann Experi-
mental Animal Breeders in Borchen, Kreis Paderborn were used. This strain of animals
has been used for years at BAYgR AG for toxicological studies. Historical data on the
physiology and spontanecus alterations are available. The state of health of the breed
is monitored and the animals routinely spot-checked for the main specific pathogens.
The results of these tests are filed.

6.2.2. Adaptation

After receipt, the animals were adapted to the maintenance conditions for a periad of
at least seven days befare treatment was initiatad.

6.2.3. State of health

Only healthy animals exhibiting no clinical signs were used for the study. The animals
were not vaccinated or treated against infection either before receipt, or during the
adaptation or study periods. The females were nulliparous and nongravid.

6.2.4. Age and body weight

At study initiation, the male animals exhibited a mean initial weight of 174 (167 - 184)
grams, and the females of 175 (167 - 184) grams, corresponding to ages of about
- seven (males) and 10 weeks (females).

6.3. Experimental animal maintenance
6.3.1. Animal housing

During the adaptation and study periods, the animals were conventionally kept, five
to a cage, in Type Il Makrolon® cages [6,9]. The 2500 and 4000 mg/kg b.w. dose group
males (starting on the third study day), 3150 mg/kg b.w. dose males and females, and
the 4000 mg/kg b.w. dose females (starting on the seventh study day) were placed into
individual Type Il cages. The cages were changed at least twice weekly.

Type S 8/15 low-dust wood pellets manufactured by Ssniff Spezialdidten GmbH in Scest
(Westphalia) were used as litter. The wood pellets were spot-checked for contaminants.
The records are filed. The analytical results afforded no evidence for an effect on the
study objective.

11
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6.3.2. Rooms

All animals used in this study were housed in a single animal room. For capacity
reasons, rats used in other toxicological studies were temporarily accommodated in
the same animal room. Adequate separation and appropriate organization of the work
ensured that no confusion among animals tock place. The animals were treated in a
separate room.

6.3.3. Cleaning, disinfection

The animal room was cleaned once each week and disinfected at least once monthly
with Zephirol® 10 % (10 g benzalkonium chloride per 100 g; working dilution 2 %, i.e.
20 mL Zephirol® 10 % per liter of water). Contamination of the diet and contact with
experimental animals were avoided during this work. No pest control was implemented
in the animal rooms.

6.3.4. Room climate conditions
The rogm climate in the animal stall was set as follows.

Room, temperature . 22° +2° C (drifting higher at outdoor temperatures above 24°C)
Relative humidity : Approx. 50 %

' Light/dark cycles : Approx. 12 hours, artificial lighting

Air exchange rate : Atleast 10 times per hour

Occasional deviations from these standards took place, for example due to cleaning
of the animal room. They had no apparent effect on the study outcome.

6.3.5. Feeding

The diet consisted of "Altromin® 1324 Maintenance Diet for Rats and Mice" manufac-
tured by Altromin GmbH & Co. KG in Lage {with component levels corresponding to
those of Altromin® 1320), and tap water (watering bottles). Food (starting two hours
after treatment) and water were provided for ad libitum consumption.

The nutritive composition (cf. page 67 in the annex for specification) and contaminant
levels in the standard diet were routinely spot-checked by analyses.

12
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The tap water met drinking water standards [10]. The resulits of the water analyses are
filed at BAYER AG. The available data afforded no evidence for an effect on the study
objective.

Polycarbonate bottles with a capacity of about 750 mL (Type |l cages) or 300 mL (Type
Il cages) were used for animal watering (6,9].

6.4. Study methods
The study design and technical implementation conformed to the following guidelines:

OECD Guideline for Testing of Chemicals, Section 4: Health Effects, No. 401, "Acute
Oral Toxicity", adopted February 24, 1987 [1]

Pesticide Assessment Guidelines, Subdivision F, Hazard Evaluation: Humans and
Domestic Animals, Revised Edition, November 1984; Series 81-1: Acute Oral Toxicity
Study [2]

6.5. Study design
L

6.5.1. Test substance formulation

\
. The test substance was formulated with 1 % v/v Cremophor® EL in deionized water
immediately (less than one hour) prior to treatment. The formulations were homogenized
on a magnetic stirrer before and during the treatment procedure. The stability and
homogeneity of the test substance in the treatment formulations were analytically
verified (cf. pages 64 - 66 in the annex for analytical certificates).

6.5.2. Grouping and identification of experimental animals

The animals were selected according to specified body weight classes prior to treat-
ment, and when multiple groups per treatment day and sex were employed, allocated
to the treatment groups using randomizing lists prepared by a calculation program on
an HP 3000 computer system.

The animals were identified by cage cards listing the test substance, animal number,
dose, sex and study number; by individual markings with saturated aqueous picric acid
solution, and by numbering them on the tail with a waterproof felt pen.

13
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6.5.3. Treatment and dosage

Single oral doses of the test substance were administered by gavage to male and
female rats (five animals from each group) fasted for a period about 17 hours (plus/
minus one hour deviation). '

The treatment volume was 10 mi/kg body weight.

The animals weré again provided with food two hours after the treatment.
_6.5. 4. Examinations

6.5.4.1 Clinical observation

The appearance and behavior were recorded several times on the day of treatment,
and at least once daily thereafter. If clinical signs developed, their type, duration and
intensity were set down in individual findings. These signs are listed in the annex in
the form of group and individual animal findings. The time of death was recorded in
case of mortalities.
t

The stated times are relative to the time of substance administration on the day of
treatment (first study day). Times greater than one hour were rounded to the nearest
quarter hour to simplify interpretation. The time at which a clinical sign first developed
" is specified, and on the day of treatment the time at which the sign was no longer
observed. The study day on which the sign was last observed is specified for the
following days.

The data referring to days represent study days. If signs were no longer apparent
following an observation-free interval between two study days (for exampie ovemnight),
it was presumed that they could have been observed throughout the entire previous
study day.

Mortalities occurring during this observation-free interval (for example overnight) were
accordingly assigned to the previous study day.

In clinical observation, all findings deviating from the nomal state were recorded,
particular attention being directed to the following organ systems, locations and
physiological functions.

14
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Exterior Fur, skin color, edema, eyes, lacrimation, nasal dis-
charge, salivation, etc.

Behavior Grooming of fur, vocalization, agitation, aggression, dig-
ging and grooming movements, cannibalism, etc.

Nervous system Apathy, motility, reflexes, gait, paralysis, cramps, tremor,
etc.

Respiration To the extent evaluable: respiration rate, etc.

Circulation To the extent evaluable: heart rate, pallor, etc.

Posture Prostration, lying on side, etc.

Gastrointestinal function Fecal appearance/consistency, etc.
6.5.4.2 Recovery period

The recovery period was 14 days (21 days in the case of the 2000 and 3150 mg/kg
b.w. dose group females).

\
. 6.5.4.3 Body weights

The body weights of the rats ware determined before treatment, on days 4, 8 and 15;
and in cases where the recovery period was extended to 21 days, on day 22. Animals
that died intercurrently were additionally weighed on their date of death, assuming they
did not die on a routine weighing day. If an animal died, the last-determined weight of
the live animal is marked by a plus ("+") in the body weight tables. The last-determined
weight of an animal sacrificed at the end of the recovery period, or the weight of the
dead animal, was listed as the final weight. No final weight is listed if an animal died
on the first day of the study.

6.5.4.4 Necropsy

At the conclusion of the recovery period, the surviving animals were anesthetized by
inhalation of diethyl ether and sacrificed. They were then examined for gross pathology,
as were animals that died intercurrently. The 3150 mg/kg b.w. dose group males were
sacrificed and necropsied on the 16th instead of the 15th day of the study.

15
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6.5.5. LD, calculation

If calculation of the mean (median) lethal dose (LD,,) was possible, this operation was
performed with the aid of a computer (HP 3000) using the method of Bliss [4,5] in the
form described by Rosiello et al. [8] and Baird et al. [3].

The approximate LD,, was computed without a statement of the slope or confidence
interval when the rate of mortality was greater than 0 % and less than 100 % in only
two of the dose groups being used, and at least one dose caused 0 % or 100 % mortali-
ty. A computer-aided procedure analogous to that employed for the LD, calculation
was used for such estimation.

The report by Pauluhn [7] provides detailed information on the calculation program.

16
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7. RESULTS

7.1. Dose-response table (LD;)

The results of the tests for acute oral toxicity in the rat are compiled together with LD,
data in the following Table 1. The LD, plot is located in the annex on page 23.

Table 1
Dose Toxicological | Duration of signs Time of death Mortality
(mgrkg b.w.) results (%)
Male rats
100.07 0/0/5 - - 0
500.0" o/5/5 1h30m - 5d - 0
2000.0 0/5/5 1hOOm - 9d - 0
2500.0 25/5 42m -15d 9d - 10d 40
3150.0 3/5/5 47m -13d 4d - 11d 60
4000.0 5/5/5 36m - 9d 44 - 9d 100
Approinmate LD,, = 2806 mg/kg b.w.
\ Female rats
100.0” 0/0/5 -- -- o)
1000.0 0/5/5 1h45m - 6d - 0
2000.0 1/51/5 58m -16d 10d 20
3150.0 4/5/5 15Sm -18d 9d - 13d 80
4000.0 5/51/5 45m -12d 6d - 12d 100
Approximate LD,, = 2506 mg/kg b.w.

First figure = number of animals that died
Second figure = number of animals exhibiting signs
Third figure = number of animals in the group

” Dose not required for LD, calculation

17
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7.2. Clinical findings

Apathy, piloerection, labored breathing, staggering gait and increased urine excretion
were exhibited by males at 500 mg/kg b.w. and females at 1000 mg/kg body weight.
Spastic gait and decreased motility were also observed in the females, but were only
determined in the males at higher doses. Atany, paor reflexes, emaciation, pallor,
narrowed palpebral fissures, red crusted eyelids, bloody snout, lying on the side and
stretched legs were additionally observed in both sexes at higher doses. Salivation and
lacrimation, pale feces and a lack of reflexes were also observed in isolated cases.
Soft feces (animal no. 1) or a lack of feces in the cage (animal no. 23}, a distended
abdomen (animal no. 38), spasms (animal no. 52), stretching of the hind legs (animal
no. 23), sunken flanks (animal no. 17) or hair loss (animal no. 39) could be observed
in one animal in each case. The clinical signs, mainly of up to moderate intensity,
developed shortly after treatment in some cases, and persisted at maximum up to the
13th day of the study in the male animals or up to the 18th day in the females. The
hair loss that occurred in male no. 39 persisted up to the end of the recovery period
on the 15th day of the study. The 100 mg/kg b.w. dose was tolerated by male and
female animals without clinical signs.

Refer to pages 24 - 28 in the annex for group findings, and to pages 29 - 52 in the
annex for individual animal findings.

7.3. Bédy weights

An effect on the body weights during the recovery period could be determined in male
~and female rats at doses of 2000 mg/kg b.w. and above.

Refer to pages 53 - 56 in the annex for individual and mean figures.

18
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7.4. Gross pathological findings

Animals that died during the recovery period: lungs distended, patchy, occasional fluid
content, occasionally dark, occasicnally patchy to dark red, liver lobulated, occasionaily
pale, occasionally patchy, occasionally slightly enlarged, occasionally slightly swollen,
with scattered to many light zones 0.2 x 0.2 cm to 1.0 x 1.0 cm in size, occasionally
also size of rice grains; cut surface of light zones: occasional gray areas, gray (animal
no. 46) or occasionally light; spleen occasionally pale, occasionally patchy, dark (animal
no. 36); kidneys occasionally slightly pale, occasionally patchy, dark (animal no. 27);
stomach cccasionally filled with food, with red, mucid contents (animal no. 36), with
small amount of food and litter pellets and distended (animal no. 27); glandular stomach
engorged with food or occasionally engorged with partly light beige contents, filled with
food (animal no. 30), occasional crateriform elevations, mucous membrane detachable
(animal no. 27); glandular stomach reddened, empty, occasional ulcerlike foci; small
intestine occasionally empty or with red (animal no. 36) or dark (animal no. 40) mucid
contents, occasional small intestine partly empty and partly with red, mucid contents;
large intestine partly with solid contents (animal no. 22), partly with hard contents and
partly empty (animal no. 29); cecum with hard contents (animal no. 29); intestinal tract
occasionally empty or partly empty, occasionally distended, bladder engorged with urine
and a light yellow, firm mass approx. 0.5 x 0.8 cm in size in the bladder (animal no. 40);
abdominal organs autolytic, could not be assessed (animal no. 17); animal heavily
cannib?lized, could no longer be assessed (animal no. 21).

Animals sacrificed at termination of recovery period: 2500 mg/kg b.w. males: liver
slightly enlarged and somewhat swollen (animal no. 38), partly with scattered or multiple
light zones up to approx. 1.0 x 0.5 cm in size, light cut surface.

Refer to pages 57 - 62 in the annex for individual findings at necropsy.
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8. DISCUSSION AND ASSESSMENT

The test substance SXX 0665 was examined for its acute oral toxicity to male and
female rats. An approximate LD, of 2806 mg/kg b.w. was determined for male, and
of 2506 mg/kg b.w. for female rats.

The effects developed rapidly, and the observed clinical signs (motility and respiratory
disturbances, piloerection, staggering or spastic gait, atony, poor reflexes, emaciation,
paller, increased urine excretion, narrowed palpebral fissures, red crusted eyelids,
bloody snout, lying an the side, stretched legs) were mainly of up to moderate intensity.
They were reversible within 13 days in the males, and within 18 days in the females.
One 2500 mg/kg b.w. group male still exhibited hair loss after 15 days. At lethal doses,
death only occurred at a relatively late date, four days or mare after treatment. Doses
of 2500 mg/kg b.w. and above were lethal to males, and ones of 2000 mg/kg b.w. and
above to females. The 100 mg/kg b.w. dose was tolerated by male and female animals
without clinical signs. :

The test substance SXX 0665 was thus found to be slightly toxic to rats by the acute
oral route of administration.

20
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(3]

(4]

(3]

(7]
(8]
(9]

(10]
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10. KEY TO ABBREVIATIONS

Kgw/w. .......... body weight
Ne/no. ... ... ..... number
Toxikol./toxicol. . ... .. toxicolegical
o.b.B/noe. ........ no observed effects
Fig. .............. figure
zB. .o for example
etc. .............. et cetera
o7 approximately
\
l
A3

Translator's note: Following German usage, 1 comma is used instead of a decimal point in the aciginal tables.
The sign """ (geographical minute. apostrophe) is sometimes used to indicate minutes of time. Days arc
abbreviated "d" and hours "h" in the original tables. The dates are specified in European order (dd. mm.yyyy,
for example 28.10.1992 for October 28, 1992). [n keeping with American usage and to avoid conlusion with
the aumeral “1”, the unit "liter” was abbreviated "L" in the translated text.

22
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11. ANNEX

11.1 LD, Plots
Fig. 1: Acute oral toxicity
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11.2. SYMPTOMS / SYMPTOME Printing date/Oruckdatum: 30.C8.1990

——— ——

GROUP INCIDENCES / GRUPPENINZIDENZEN

Dose Symptom NCA® Ouration Int.
Dosis Anz. Dauer

Test article/Prifmuster: SXX 0645

male animals / minnliche Tiere

100 No abnormal findings / ohne @efurd
mg/kg

500 piloerection / gestriubtes fell 5 2d - 2d 1
mg/kg apathy / Apathie 5 1h30 - 5d 2
staggering gait / taumelnder Gang 4 1h30 - 2d 1
labored breathing / erschuerte Atmung 5 2h - 24 2
Increased excretion of urine / vermehrte Urinausscheidung 5 2d - 2d 1
2000 piloerection / gestriubtes Fell S th - &d 2
mg/kg emaciation / Abmagerung 1 3d - 3d 2
spathy / Apathie 5 th - 9d 3
deﬁreased motility / verminderte Matilitit S Sh1s - 3d 3
poor reflexes / geringe Reflexe 3 2d - 3d 3
staggering gait / taumelnder Gang 5 th - 3d 2
spastic gait / spastischer Gang 3 3d - &d 2
actony / Schlaffhelt 3 2d - 3d 2
{abared breathing / erschuerte Atmung 5 th30 - 8d 2
increased excretion of urine / vermehrte Urinausscheidung 5 id - 7d 1
- saft feces / weicher Kot 1 2d - 3d 2
Lightly colored faeces / Kot hell 5 2d - 2d
redly incrusted eyelids / rotverkrustete Augenlider 2 2d - 3d
bloody snout / bBlutige Schnauze 1 3d - 3d
bloody snout / blutige Schnauze 2 8d - &d

Int.s intensity/Intensitat laweak/schwach, 2=moderate/milig 3J=strong/stark

* NOA/AnzZ. = Number of animals showing symptom / Anzahl der Tiere mit dem Symptom

SE = Finding present at end of study or at death of last animal / Symptom am Studienende oder bei Tod
des letzten Tieres noch vorhanden
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Dose Sywptom NCA* DuraZion Int,
Oosis ANZ. Bauer
Test erticig/Prafmuster: SXx 0645 Confdential
-——'——_—_—- —
. . : . yricht by Bayer AQ .
male animals / mionliche Tiere Copyrig }4 alatribution

U len Qr
tha urs, utiilaat
ia only parmitiod with tha consent

of Bayer AG.

2500 animal died / Tier gestorben 2 94 - 10d
mg/%g piloerection / gestriubtes Fell S 1h30 - 13d 2
hairlass / Naarausfall 1 13d - sE 1
palior 7 8lasse 2 74 - 10d 2
emaciation / Abmagerung 4 é6d - 13d 2
apathy / Apathie 5 L2 - 13d 3
decreased motility / verminderse Motilitit S th - 13d 3
poar reflexes / geringe Reflexe 3 2d - 10d 2
staggering gait / taumelnder Gang S Th30 - 04 3
spastic gait / spastischer Cang 2 &d - 8d 2

lying on the side / Seitenlage 1 84 - 94
atony / Schlaffheit 4 h3C - 10d 2
labored breathing / erschwerte Atmung 5 s8’ - 114 2
fncreased excretion of urine / vermehrte Urinausscheidung 5 3d - 5d 2
narrowed palpebral fissure / verengte Lidspalte 3 74 - 13d 2

redly incrusted eyelids / rotverkrustete Augen{ider 1 34 - 3d

stretched legs / ExIremitdten gestrecke 1 84 - 9d
distended abdomen / Bauch dick 1 11d - 13d 2

. bloody snout / blutige Schnauze 2 3d - 3d

4 bloody snout / blutige Schnauze 4 4d - 8d

bloody snout / blutige Schnaute 1 9d - 10d

3150 animal died / Tier gestorben 3 4d - 1d
mg/kg piloerection / gestriubtes Fell 5 1h3Q - 13d 2
pallor / Blisse 1 ?d - 11d ]
emaciation / Abmagerung 3 7d - 12d 2
apathy / Apathie 5 47" - 13d 3
decreased matility / verminderte Motilitic S 2h - 12d¢ 3
poor reflexes / geringe Reflexe S 24 - &d 2
paor reflexes / geringe Reflexe 2 6d - 11d 2
stdggering gait / taumelnder Gang ] 2 - 11d 2
spastic gait / spastischer Gang 4 2d - 9d 3

lying on the side / Seitenlage 1 9d - 9d
atony / Schlaffheit b &hés - 7d 3
Labored breathing / erschuerte Atmung S 48’ - 12d 2
increased excretion of urine / vermehrte Urinausscheidung S 2d - 5d ]
narrowed palpebral fissure / verengte Lidspalte 2 7d - 11d 2

na faeces in the cage / kein Kot im Kafig 1 10d - 11d

' streched hind legs / hintere Extremititen gestreck: 1 9d - 10d

stretched legs / Extremititen gestreckt 1 10d - 10d

bloody snout / blutige Schnauze 1 4d - &d

bloody snaut / blutige Schnauze 2 éd - 11d

Int.x intensity/intensitat 12weak/schuach, 2rmoderate/mitig 3s=scrong/starck
® NOA/Anz. = Number of animals showing symptom / Anzahl der Tiere mit dem Symptom
SE * Finding still present &t necropsy / Symptom Def Sektion noch varhanden
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i
-«
) Oase Symptom NCA® Duration Int.
1 Dosis Anz. Dauer
i
. Test artices/Prifmuster: SXX C645 -_

male animals / minniiche Tiere

4000 snimal died / Tier gestorben 5 ed - 9d

mg/%g piloeraction / gestriaubtes Fell 5 36 - 9d 2
pallar 7 8lasse 1 4d - 4d 2
emaciation / Abmagerung b} 4d - 9d 2
bloody smout / blutige Schnauze 2 3d - 4d
bloody snout / blutige Schnauze 1 7d - 9d
apathy / Apathie 5 36 - 9d 3
decreased motility / verminderte MotCilitit 5 3h1s - 9d 3
paor reflexas / geringe Reflexe 5 Th - 4d 2
poor reflexes / geringe Reflexe 3 7d - 9d 2
staggering gaft / taumelnder Gang S 37 - 9d 3
spastic gait / spastischer Gang 1 5d - 7d 2
lying on the side / Seitenlage 1 2d - 2d
lying on the side / Seitenlage 1 4d - 4d
lying on the side / Seitenlage 4 7d - Td
atony / Schiaftheit 5 Sh - 4d 2
atany / Schlaffheit 3 7d - 9d 2
labored breathing / erschuerte Atmung b 36’ - 9d 2
fncreased salivation / vermehrter Speichel fiua 1 4d - 4d 1
fncreased salivation / vermehrter Speichelflug 1 Td - 74 1
narrowed palpebrel fissure / verengte Lidspalte 3 3d - 4d 2
narcowed palpebral fissure / verengte Lidspalte 1 74 - 7d 2
narrowed palpebral fissure / verengte Lidspalte 1 9d - 9d 2
lacrimation / Trinenflus 4 2d - 3d 1
lacrimation / Trinenflug 1 d - 7d 2
redly incrusted eyelids / rotverkrustete Augenl ider 3 3d - 4d
redly fncrusted eyelids / rotverkrustete Augenlider 1 8d - 8d
stretched legs / Extremititen gestreckt 2 ™ - d
stretched legs / Extremititen gestrecket 2 3d - 4d
no reflexes / keine Reflexe 1 7d - 7d

t

Int.= intengity/Intensitit laueak/schwach, 2=moderate/milig 3=strong/stark
* NOA/Anz. = Number of animals shawing symptom / Anzah! der Tiere mit dem Symptom
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Oose Symptom NCA® Durstion Int.
Dosis Anz. Dauer

Test artiede/Prifmuster: SXX 06465
™ Conficential
o eeem—————

40t by dayer AQ .
. ritization or almmmloo‘
mitted witn tha canedAt

female animals / weibliche Tiere :

(e )

1ha U¥.

Is only pa

100 No sbrnormal findings / chne Befund ot Bayor AG.
mg/kg

1000 piloerection / gestriubtes Fell 5 1hé5 - 3d 2
mg/kg apathy / Apathie S 1hés - Sd 2
decreased motility / verminderte Maotilitac 2 ™30 - 2d 2
staggering gait / taumelnder Gang 4 4his - 2d 2
spastic gait / spastischer Gang 2 30 - 3d 2
labored breathing / erschuerte Atmung 5 $h1S - 2d 2
increased excration of urine / vermehrte Urinausscheidung 5 3d - & 1
2000 snimal died / Tier gestorben 1 10d -
mg/kg piloerection / gestriubtes Fell S 1héS - 12d 3
pallar 7 Blisse 2 8d - 14d 2
emaciation / Abmagerung [3 7d - 1&d 2
sunken flanks / eingefalliene Flanken 1 10d - 10d 2
spathy / Apathie b 58’ - 14d 3
decreased motility / verminderte Motilitit S ™ - 3d 2
decreased motility / verminderte Motilitidt 4 6d - 11 2
poar reflexes / geringe Reflexe 4 2d - 3d 2
poor reflexes / geringe Reflexe 1 104 - 10d 1
staggering gait / taunelnder Gang 5 1h4S - 11d 3
spastic gait / spastischer Gang 5 2h1S - 15d 2
lying on the side / Seitenlage 2 8d - 9d
atony / Schlaffheit 5 ™ - 3d 2
labared breathing / erschuerte Atmung 5 thés - t1d 2
increased excretion of urine / vermehrte Urinausscheidung 5 2d - 10d 1
\narroved palpebral fissure / verengte Lidspalte 3 9d - 11d 2
stretched (egs / Extremititen gestreckt 1 9d - 9d
bloody snout / blutige Schnauze 1 2 - 3d
bloody snout / blutige Schnauze 4 7d - 10d

{nt.= intensity/lntensitat 1aweak/schwach, 2:moderate/midig J=strong/stark
¢ NOA/Anz. » Number of animsls showing symptom / Anzahl der Tiere mi¢ dem Symptom
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SXX 066S T9034877

Dose Symptom HOA® Ouration Int,

Dosis Anz. Oauer

Test artiche/Prifmuster: SXX 0665 Contigentlal _
—————————

female snimals / weibliche Tiere Cazvuright by Bayer AQ

tho Lz, wlilization of alatrihution
{a cnly pormitted with the cansenl

of Bayar AQ.
3150 animal died / Tier gestorben 4 9d - 13d
mg/kg piloerection / gestriuhtes Fell 5 15+ - 18d 2
pallor 7 Blisse 2 8 - 9d 2
paltor / Blisse 2 124 - 18d 2
emaciation / Abmagerung b 7d - 18d 2
apathy / Apathie 5 15 - 18d 3
decreased motility / verminderte Motilitag 5 th - 18d 2
poor reflexes / geringe Reflexe S 24 - 4d 2
poor raflexes / geringe Reflexe 4 &d - 13d 2
staggaring gait / taumelnder Gang S th - 154 2
spastic gait / spastischer Gang 2 24 - 5d 2
spastic gait / spastischer Gang S 74 - 18d 2
lying on the side / Seitenlage 2 74 - 10d
atony / Schlaffheit S ShaS - 9d 2
lasbored breathing / erschwerte Atmung 5 1 - 1&d 2
narrowcd palpebral fissure / verengte Lidspalte 4 7d - 18d 2
redly fncrusted eyelids / rotverkrustete Augenlider 1 8d - 9d
redly incrusted eyelids / rotverkrustete Augenlider 1 12d - 13d
stretched legs / Extremititen gestreckt 2 104 - 12d
no reflexes / keine Reflexe 1 7d - 9
bloody snout / blutige Schnauze 4 4d - 10d 2
bloady snout / blutige Schnauze 1 124 - 13d 2
4000 animal died / Tier gestarben S &d - 12d
mg/kg piloerection / gestriubtes Fell 5 45 - 3d 2
piloerection / gestriubtes Fell 4 7d - 12d 3
pdllor / Blisse 4 10d - 12d 2
emaciation / Abmagerung 3 8d - 12d 2
bloody snout / blutige Schnauze 4 7d - 12d
apathy / Apathie S 45 - 12d 3
‘ecreased motility / verminderte Motilitat 5 - 2d 2
decreased motility / verminderte Motilitit 5 éd - 12d 3
poor reflexes / geringe Reflexe 4 7d - 12d 2
staggering gait / taumelnder Gang 5 1hts - 3d 2
staggering gait / taumelnder Gang 5 Sd - 12d 3
spastic gait / spastischer Gang 4 ™ - 1d 2
spasmodic state / Verkrampfung 1 6d - 4d 2
atony / Schlaftheit 1 2d - 2d 2
atony / Schlaffheit 3 6d - 12d F3
labared breathing / erschuerte Atmung 4 3h15 - 3d 2
labared breathing / erschuerte Atmung S 54 - 12d 3
narroved palpebral fissure / verengte Lidspalte 4 7d - 12d 2
lacrimation / Trinenflus 2 9d - 10d 1
redly incrusted eyelids / rotverkrustete Augenliider 3 7d - 12d

[nt.= inCensity/Intensitit lsweak/schwach, 23moderate/midig 3I=xstrong/stark
* NOA/ANZ. = Numnber of animals showing symptom / Anzahl der Tiere mit dem Symptom




SXX 0665 ' T9034877

INDIVIDUAL ANIMAL SYMPTOMS / TIERINDIVIDUELLE SYMPTOME

Printing date/Druckdatum: 37.08.19%0
Ocse Anfmal Symptom Duration Int.
Oasis Tier Oauer

Tast article/Prifmuister: SXX 06435

male animals / minnliche Tiere

100 11 No abnormal findings / chne Befund
mg/kg
12 No abnarmal findings / ohne Befund
13 No sbnarmal findings / ohne Befund
14 No sbnormal findings / ohne Befund
15 No abnormal findings / ohneé Befund
500 4 plioerection / gestriubtes Fell 2d - 2 1
mg/kg spathy / Apathie 1h30 - 2h 1
spathy / Apathie 2h - Th4S 2
apathy / Apathie 7hes - 1d 1
apathy / Apathie 2d - 2d 2
apathy / Apathie 34 - Sd 1
staggering gait / taumelnder Gang 1h30 - 4h1S 1
Labored breathing / erschuerte Atmung 2h - 1d 1
{ncreased excretion of urine / vermehrte Urinausscheidung 24 - 2d 1
LI piloerection / gestriéubtes Fell 2d - 2d 1
apathy / Apathie 1h30 - 2h 1
apathy / Apathie 2h - hGS 2
\ spathy / Apathie Thés - 1d 1
apathy / Apathie : 2d - 2d 2
spacthy / Apathie - 3d - 5d 1
- staggering gait / taumelnder Gang 2h - 4h1S 1
labored bresthing / erschuerte Atmung ™4s - 2d 1
increased excretion of urine / vermehrte Urinausscheidung 2d - 2 1
8 piloerection / gestriubtes Fell 2d - 2d 1
apathy / Apathie 1h30 - 2h 1
apathy / Apathie 2h - 30 2
apathy / Apathie h30 - 1d 1
spathy / Apathie 2d - 2d 2
apathy / Apathie 3d - 5d 1
staggering gaft / taumelnder Gang 24 - 2d 1
Labored breathing / erschwerte Atmung 2h - 1d 1
{abored breathing / erschwerte Atmung 2d - 24 2
increased excretion of urine / vermehrte Urinausscheidung 24 - 24 1
9 piloerection / gestriubtes Fell 2d - 2 1
spathy / Apathie Ih30 - 2 1
apathy / Agathie 2h - Th3s 2
apathy / Apathie Th30 - 1d 1
apathy / Apathie 2d - 2d 2
apathy / Apathie 3d - 5d 1
{abored bresthing / erschuerte Atmung 2h - id 1
Llabored bresthing / erschwerte Atmung 2d - -2d 2
increased excretion of urine / vermehrte Urinausscheidung 2d - 2d 1

{nt.= intensity/Intensitdt Javeak/schwach, 2amoderste/migig 3Jastrong/stark
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Oose  Animal Symptom Duration {ne,

Oasis Tier Daver

Test articte/Prifmuster: SXX 0465 Canligential —_
iy

male snimals / minnliche Tiere Copyri;at by Baysr AQ

tha yxs utitizatsn or distribution
1s oniy garmittsd with the cansant

of Bayor AG.

500 10 piloerection / gestriubtes Fell 2d - 24 1
mg/kg aspathy / Apathle 30 - 2h 1
. apathy / Apathie 2h - Th3Q 2
apathy / Apathie 7h30 - 1d 1
apathy / Apathie 2d - 24 2
apathy / Apathie 3d - sd !
staggering gait / taumelnder Gang 1838 - 4his 1
labored breathing / erschwerte Atmung 2h - 2d 1
increased excretion of urine / vermehrte Urinausscheidung 2d - 2d 1
2000 1 piloerection / gestriubtes Fell 2h33 - 6h 1
mg/kg piloerection / gestriubtes fell 6h - 3d 2
piloerection / gestriubtes Fell ’ 4d - 8d !
emaciation / Abmagerung 3d - 3d 2
apathy / Apathie th - 2d 2
apathy / Apathie 2d - 3d 3
apathy / Apathie 3d - 3d 2
apathy / Apathie 4d - 8d 1
decreased motility / verminderte Motilitst Sh30 - 6h 1
decreased motility / verminderte Motilitit 6h - 2d 2
decreased motility / verminderte Motilicit 2d - 2 3
decreased motility / verminderte Matilicit 3d - 3d 1
decreased motility / verminderte Motilitdt 3d - 3d 2
poor reflexes / geringe Reflexe 24 - 3d 2
poor reflexes / geringe Reflexe 34 - 34 1
staggering gait / taumelnder Gang Zh - 4hi1S 1
l staggering gait / taumelnder Gang 4hi1s - 3d 2
spastic gait / spastischer Gang 3d - 3d 2
spastic gait / spastischer Gang 4&d - 7d 1
atony / Schlaftheit 2d - 3d 2
\ atony / Schlaffheit 3d - 3d 1
labored breathing / erschwerte Atmumng . 2h30 - bh 1
{abored breathing / erschwerte Atmung - éh - 3d 2
labored bresthing / erschwerte Atmung d - 6&d 1
increased excretion of urine / vermehrte Urinausscheidung d - 7d 1
saft feces / weicher Kot 2d - 3d 2

lightly colored faeces / KXot hell 2d - 2d

redly incrusted eyelids / rotverkrustete Augenl ider 2d - 3d

bloedy snout / blutige Schnauze 3d - 3d
2 piloerection / gestriubtes Fell th - 6h4S 1
pilcerection / gestriubtes Fell 6h45 - 2d 2
piloerection / gestriubtes Fell 2d - 3d 1
apathy / Apathie ih - 3d 2
spathy / Apathie . 4d - &d 1
decreased motility / verminderte Motilitic Sh30 - 2d 1
staggering gait / taumeinder Gang 2h - 2d 1
labored breathing / erschwerte Atmung 2h15 - 2d 1
increased excretion of urine / vermehrte Urinausscheidung 4d - Td 1

lightly colored faeces / Kot hell 2d - 2d

Int.= intensity/Ilncensitat 12ueak/schwach, 2=moderate/mifig 3=strong/stark
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Dose Animal Symptom Ouration {nt.
Dosis Tler Dauer

Test artiecteyPrifmuster: $XX 04645 —_—

male enimals / mannliche Tiere

2000 3 piloerection / gestraubtes Fell 2héS - &h 1
mg/kg piloerection / gestraubtes Fell 2d - 3d 1
piloerection / gestraubtes Fell 6h - 1d 2
apathy / Apathie th - 3d 2
apathy / Apathie 4d - &d 1
decreased motility / verminderte Moti(itit Sh30 - 6h 1
decreased motility / verminderte Matilitit 6h - 1d 2
decreased motility / verminderte Maotilitat 24 « 2d 1
staggering gait / taumelnder Gang 1h30 - 2h4S 1
staggering gait / taume{nder Gang 2hés - 1d 2
staggering gait / taumelnder Gang 2d - 2d 1
labored breathing / erschuerte Atmung 2héS - 3h30 1
labored breathing / erschwerte Atmung 3h3Q - 2d 2
labored breathing / erschwerte Atmung 2¢ - 3d 1
increased excretion of urine / vermehrte Urinausscheidung 4d - 7d 1

lightly colored faeces / Kot helt 2d - 2d
4 piloerection / gestriubtes Fell 1h30 - 2d 2
piloerection / gestriubtes Fell 2d - 3d 1
piloerection / gestriubtes fell 4d - 8d 1
apathy / Apathie th - 3d 2
apathy / Apathie 4d - 4o 1
apathy / Apathie 4d - 8d 2
apathy / Apathie } 9d - 9d 1
decreased motility / verminderte Motilitit Sh1s - 2d 2
decreased motility / verminderte Motilitit 2d - 3d 1
poor reflexes / geringe Reflexe 24 - 2d 2
pocr reflexes / geringe Reflexe 2d - 2d 1
staggering gait / taumelnder Gang 1h30 - 2h 1
staggering gait / taumelnder Gang 2h - 24 2
t staggering gait / taumelnder Gang 3d - 3d 1
spastic gait / spastischer Gang 8d - &d 1
ateny / Schiaffheit 2d - 24 2
\ atony / Schlaffheit 2d - 2d 1
labored breathing / erschwerte Atmung 1h30 - 2h1S 1
labored breathing / erschwerte Atmung 2his - 2d 2
- labored breathing / erschuerte Atmung 2d - 3d 1
labared breathing / erschwerte Atmung 4&d - Bd 1
increased excretion of urine / vermehrte Urinausscheidung 4d - Td 1

Lightly colored faeces / Kot hell 2d - 2d

bloody snout / blutige Schnauze 8d - 8d

Inc.= inteqsity/ln:ensic’a‘: 12weak/schwach, 2°moderate/midig 3=strong/stark
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Qose Animal Symptom Duration Ing.
Oosls Tiaer Dayer
Test artieberPrifmuster: SXX 04845 —

c;onf\c‘.entlal
Conficeliz =

et AQ
wrinnt DY ase,e!
N utilisatian af Slatrinution

male animals / minnliche Tiere

izdo:f;ﬁpermmed with the conzan!

2000 S piloerection / gestriubtes Fell of Bayar AG. th - 2h 1

mg/kg pilaerection / gestriubtes Fell , 2h - 24 2
pilaerection / gestriubres Fell 3d - 3d 1
piloerection / gestriubtes Fell 4d - 8d 1
apathy / Apathie 1h - 3d 2
apathy / Apathie td - 4d 1
apathy / Apathie 4d - 8d 2
apathy / Apathie 94 - 9d 1
decreased motility / verminderte Motilitit Shis - 1d 2
decreased matility / verminderte Matilitit 24 - 2d 3
decreased matility / verminderte Motilitat 24 - 2d 2
decreased motility / verminderte Matilitit 34 - 3d 1
poor reflexes / geringe Reflexe 2d - 24 3
poor reflexes / geringe Reflexe 3d - 3 2
staggering qgait / taumelnder Gang th - 1d 2
staggering gait / taumelnder Gang 2d - 2d 2
staggering gait / taumelnder Gang 3d - 3d 1
spastic gaft / spastischer Gang Td - 8d 1
atony / Schlaffheit 2d - 2d 2
atony / Schlaffheit 3¢ - 3d 1
{abared breaching / erschwerte Atmung 1h3g - 2h 1
labored breathing / erschwerte Atmung 2h - 2d 2
labared breathing / erschwerte Atmung 3d - 3d 1
labored breathing / erschwerte Atmung 4d - 8d 1
increased excretion of urine / vermehrte Urinausscheidung “d - Td 1
lightly colored faeces / Kat hell 2d - 2d
redly incrusted eyelids / rotverkrustete Augenlider 2d - 2d
bloody snout / blutige Schnauze 8d - &t

i
N

Int.= intensity/Intensitit laweak/schwach, 2=moderate/midig 3I=strong/stark
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Dose Animal Symptom Ouration Inc,
Dasis Tier Cauer

Test articla/Prifmuster: SXX 0665

- “Centlal
male snimals / minnliche Tiere con

i ny Bayer AQ
Conpant %-xmzm or diatributton

tha uTa Bt i tna cannent
s cnly parmitiad whin
2500 36 animal died / Tier gestarben ot Bayar aG. 10d -

mg/kg piloerection / gestraubtes Fell 1h30 - 24 2
piloerection / gestraubtes Ffell 3d - &d 1
piloerection / gestriubtes Fell 7d - 10d 2
pallor / Blasse 10d - 10d 2
emaciation / Abmagerung 8d - 10d 2
apathy / Apathie 44 - 3d 2
apathy / Apathie 4d - 4d 1
apathy / Apathie Sd - 7d 2
apathy / Apathie 8d - 1Cd 3
decreased motility / verminderte Motilicat 5h15 - 3d 2
decreased motility / verminderte Maotilitit d - 7d 1
decreased matility / verminderte Motilitaie 84 - 9d 2
decreased motility / verminderte Motilitac 9d - 10d 3
paar reflexes / geringe Reflexe 24 - 2d 2
poar reflexes / geringe Reflexe 8d - 10d 2
staggering gaft / taumelnder Gang 1h30 - Shis 1
staggering gait / taumelnder Gang S5h15 - 2d 2
staggering gait / taumelnder Gang Sd - 9d 2
staggering gait / taumelnder Gang 10d - 10d 3
atany / Schlaftheic 2d - 2d 2
atony / Schlaffheit 5¢ - 10d 2
labared breathing / erschuerte Atmung 1h - 1h3Q 1
labored breathing / erschwerte Atmung 1h30 - 10d 2
increased excretion of urine / vermehrte Urinausscheidung 3d - Sd 2
narrawed palpebral fissure / verengte Lidspalte 9d - 10d 2

bloody snout / blutige Schrauze &d - 4d

bloody snmout / blutige Schnauze 9d - 10d

bloody snout / blutige Schnauze 3d - 3d
1 37 piloerection / gestriubtes Fell 1h30 - 1d 2
piloerection / gestriubtes Fell 2d - é&d 1
apathy / Apathie 43’ -~ 3d 2
apathy / Apathie 4d - bd 1
Y, decreased matility / verminderte Motilitit Shi5 - 2d 2
staggering gait / taumeinder Gang 2h30 - 24 2
labored breathing / erschwerte Atmung 1h3a - 2d 2
increased excretion of urine / vermehrte Urinausscheidung 3d - Sd 2

Int.= intensity/intensitat lsweak/schwach, 2wmoderate/mitig  3=strong/stark
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Dose Animal Symptom Ouration Int.
Dosis Tier Qaver
Test articlwrprifmuster: $XX 0645 w —
. < Bayer AQ
male animals / minnliche Tiere Copyright by Bayer

nsation ar dlatrution

tho uma, ull
ls caly parmittod with tna cansem
ot Bayer AG.
2500 18 piloerection / geszriubtes Fell 1m3I0 - 3¢ 2
mg/kg pilogerection / gestraubtes Fell «d - 94 1
piloerection / gesiraubtes Fell $d - 12d 2
emaciation / Abmagerung 54 - 13a 2
apathy / Agathie 43 - 74 2
apathy / Apathie & - 94 3
apathy / Apathie 16¢ - 124 2
decreased motility / verminderzte Motilitaz 5n15 - 22 2
decreased motility / verminderte Matilitit 3d - 3d 3
decreased motilizy / verminderte Motilitic td - 5d 2
decreased motility / verminderte Motilitat 8d - 9d 2
decreased motility / verminderte Motilitat ®d - 124 !
poor refiexes / geringe Reflexe ) ¢ - 3d 2
poor reflexes / geringe Reflexe 4d - 5d 1
staggering gait / tauneinder Gang 1h30 - 1d 2
staggering gait / taunelnder Cang 24 - 24 3
staggering gait / taumelnder Gang 3d - od 2
spastic gait / spastischer Gang 6d - 8&d 2
atony / Schlaffheic 7h30 - S« 2
atony / Schlaffheit &t - Sd 2
Labored breathing / erschwerte Atmung 1h30 - 4d 2
labared breathing / erschuerte Atmung 5d -~ d i
labored breathing / erschwerte Atmung 7d - 10d 2
labored breathing / erschuerte Atmung 10d - 114 1
increased excretion of urine / vermehrte Urinausscheidung 3d - 54 3
narrowed palpebral fissure / verengte Lidspalte 7d - 13d 2
redly incrusted eyelids / rotverkrustete Augenlider id - 3d
distended abdomen / Bauch dick 11d - 13d 2
Bloody snout / blutige Schnauze 7d -~ 7d
i bloody snout / btutige Schrauze 3d - 34
39 piloerection / gestriubtes Fell th30 - 2d 2
piloereztion / gestriudbtes Fell 3d - 4d 1
4 piloerection / gestriubtes Fel! ) 74 - 13d 2
hairlass / Raarausfall 134 - SE 1
emaciation / Abmagerung &d - 13d 2
apathy / Apathie 2 - 54 2
spathy / Apathie 6d - Sd 3
apacthy / Apathie 10¢ - 134 2
decreased macility / verminderte Motilitit Sh1s - 24 2
decreased motility / verminderte Motilitit Sd - 5d 1
decreased motility / vermirderte Motilicsc éd - 8d 3
decreased motility / verminderte Motilitit & - 9d 2
decreased matility / verminderte Motilitac 10d - 134 1
staggering gait / taunelnder Gang 4h - ShIS 1
staggering gait / taumelonder Gang Shis - 24 2
staggering gait / taumelnder Gang 4d - 5d 1
staggering gait / taumelrder Gang 6d - 9d 2
atony / Schlaffheit td - 8d 2
tabored breathing / erschuerte Atmung 58 - 2d 2
labored breathing / erschuerte Asmung &d - 11d 2
increased excretion of urine / vermehrte Urinausscheidung 3d - 5d 2
narrowed palpebral fissure / verengte Lidspalte 9d - 13d 2
bloody snout / blutige Schnauze éd - Td

Int.« intensity/lntensitat  lsweak/schuwach, 2=moderate/midig 3sstrong/stark
SE = Finding scill present at necropsy / Symptom bei Sektion noch vorhanden
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'SXX 0665 T9034877

Oose Animal Symptom Ouration int,
Dosis Tier Daver

Test article/Prifmuster: SXX 0665 Canticential
———

ot by N AQ
Cojyrignt by Bayer
tl’\oI Uzt clisisation of distribution

male animals / minnliche Tiere

|8 caly permitiad with the conzan

2500 40 animal died / Tier gestarben ot Bayer AG. 9 -

mg/kg pilaerection / gestraubtes Fall 1h30 - 9d 2
pallor / Blasse 7d - 9d 2
emaciation / Abmagerung 6d - 9d 2
apathy / Apathie &2 - 3d 2
spathy / Apathie 3d - 3d 3
apathy / Apathie 4d - Sd 2
apathy / Apathie 6d - 9d 3
decreased motility / verminderte Motilitit th - 3d 2
decreased motility / verminderte Motilitit 3d - 3d 3
decreased motility / verminderte Motilitic 4d - Sd 2
decreased motility / verminderte Motilitit 6d - 8d 3
pocr ceflexes / geringe Reflexe 2d - 4d 2
poar reflexes / geringe Reflexe 5d - 6&d 1
paor reflexes / geringe Reflexe 74 - 9d 2
staggering gait / taumelrder Gang 1h30 - 4h 1
staggering gait / taumelnder Gang 4h - 24 2
staggering gait / taumelnder Gang 34 - 3d 1
staggering gait / taumelnder Gang Sd - ad 2
spastic gait / spastischer Gang Td - Ad 2
lying on the side / Seitenlage 8d - 9d
atany / Schlaffhelt 24 - 9d 2
labored breathing / erschwerte Atmung 58’ - 2d 2
labared breathing / erschwerte Atmung 3d - 3d 1
labored breathing / erschwerte Atmung 3¢ - 9d 2
{ncreased excretion of urine / vermehrte Urinausscheidung 3d - 5d 2
narrowed palpebral fissure / verengte Lidspalte 7d - ad 2
stretched legs / Extremititen gestreckt 8d - 9d
bloody snout / blutige Schnauze &d - 6d
bloody snout / blutige Schnauze 8d - Bd

L
S

3150 21 animal died / Tier gestorben 4d -

mg/kg piloerection / gestriubtes Fell 1h30 - 4d 2
apathy / Apathie S0’ - 2d 2
spathy / Apathie 3d - &d 3
decreased motility / verminderte Motilitit ¢h - 1d 2
decreased motility / verminderte Motf{itit 2d - 4d 3
poor reflexes / geringe Reflexe 2d - 4d 2
staggering gait / taumelnder Gang 28 - 4d 2
atonty / Schlaffheit ™ -« 1d 1
atony / Schlaffheit 2d - 3d 2
atony / Schlaffheit 4d - 4d 3
labored breathing / erschuerte Atmung 2h - 1d 1
labored breathing / erschwerte Atmung . d - 4d 2
increased excretion of urine / vermehrte Urinausscheidung 2d - 4d 1
bloody snout / blutige Schnauze 4d - 4d

Int.» in:cﬁsity/ln:ensita’t 1aueak/schwach, 2=moderate/midig 3xstrong/stark
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SXX 0665 T9034877

Oase Animal Symptom Quration {nt,
Qosis Tier Dauer

Test article/Prifmuster: SXX 0665
Contidantial
male animals / minnliche Tiere e e AQ
oy cignt Oy Bayer
Cilhsation ar dtstribution

wa U
ll‘l caly ,,,mmaa wlith the conaant
3150 22 animal died / Tier gestarben of Bayar AG. 114 -

ng/kg piloerection / gestraubtes Fell 2 - 11d 2
emaciation / Abmagerung 7d - 114 2
apathy / Apathie 490 - 4d 2
apathy / Apathie 6d - 114 3
decreased moCility / verminderte Motilicat 330 - 54 2
decreased motility / verminderte Matilitat 6d - &d 1
decreased motility / verminderte Motilitit 6d - 7d 2
decreased motility / verminderte Motititat 7d - 11d 3
poor reflexes / geringe Reflexe 24 - 3d 2
poor reflexes / geringe Reflexe 4d - 9d 1
poor reflexes / geringe Reflexe 94 - 11id 2
staggering gait / taumelnder Gang ShiS - 7h 1
staggering gait / taumelnder Gang h - 3d 2
staggering gait / taumelnder Gang 4d - &d 1
staggering gait / taumelnder Gang é&d - 11d 2
spastic gait / spastischer Gang 2d - &d 1
atoay / Schlaffheic ™M - 1id 1
atony / Schlaffheit 2d - 3d 2
atony / Schlaffheit &d - Sd 1
atony / Schlaffheit 6d - 74 2
labored breathing / erschwerte Atmung 2h - ShiS 1
labored breathing / erschwerte Atmung 5h15 - 11d 2
increased excretion of urine / vermehrte Urinausscheidung 2d - 54 1
narrowed palpebral fissure / verengte Lidspalte 7d - 11d 2

stretched legs / Extremitdten gestreckt 104 - 10d

bloody snout / blutige Schnauze 6d - 11d

23 animal died / Tier gestorben 11d -

piloerection / gestriubtes Fell 1h30 - 2h 1
1 piloerection / gestréubtes Fell 2h - 11d 2
pallor / Blisse 9d - 11d 1
emaciation / Abmagerung 7d - 114 2
spathy / Apathie L9 - 5d 2
R apathy / Apathie &d - 11d 3
decreased motility / verminderte Motilitit 2h - 1d 2
; decreased matility / verminderte Motilitic 2d - 3d 3
decreased motility / verminderte Motilitat 4d - Td 2
decreased motility / verminderte Motilitat 7d - 9d 3
decreased motility / vermindarte Matilitit 10d - 11d 2
poor reflexes / geringe Reflexe 2d - 3d 2
poar reflexes / geringe Reflexe 6d - 9d 1
poor reflexes / geringe Reflexe 9d - 11d 2
staggering gait / taumelnder Gang 2y - Th 1
staggering gait / taumelnder Gang T™h - 9d 2
spastic geit / spastischer Gang d- 7d 2
spastic gait / spastischer Gang ad - 9d 3

lying on the side / Seitenlage 9d - 9d
atony / Schlaftheit 2d- 7d 2
atony / Schlaffheit ™ - 1d 1
Labored breathing / erschwerte Atmung 1h30 - 2h 1
labared breathing / erschuerte Atmung 2h - 11d 2
increased excretion of urine / vermehrte Urinausscheidung 2d - 5d 1
narroved palpebral fissure / verengte Lidspalte 8d - 11d 2

no faeces in the cage / kein Xot im Kifig 1od - 11d

streched hind legs / hintere Extremitaten gestreckt 9d - 10d

btoody snout / blutige Schnaurze 64 - 9d

Int.w intensity/Intensitat  1aweak/schuach, 2=moderate/mid{g 3=strong/stark




SXX 0665 T9034877

Dose Animal S$ymptom Ouration [ne,
Oosis Tier Daver

Test artiete/Prifmuster: SXX 0445 . —

male animals / minnliche Tiere

3150 24 pilgerection / gestraubtes Fell 2h - 3d 2
mg/kg piloerection / gestriubtes Fall 4d - Sd 1
pilaerection / gestraubtes Fell Bd - Bd 1
pilaoerection / gestraubtes Fell 94 - 12d 2
piloerection / gestraubtes Fell 13d - 13d 1
emaciation / Abmagerung 12d - 12d 2
apathy / Apathie 43’ - 3d 2
apathy / Apathie 4d - &d 1
apathy / Apathie ) 7d - 124 2
apathy [/ Apathie 13d - 13d 1
decreased motility / verminderte Motilitit 2h - 3d 2
decreased matility / verminderte Motilictdt - 4d - Sd 1
decreased motility / verminderte Motilicit : 9a¢ - 10d 2
decreased matility / verminderte Motilitat 11d - 124 1
paar reflexes / geringe Reflexe 2d - 2d 1
staggering gait / taumelnder Gang 2h - 6h4S 1
staggering gait / tauneinder Gang 6hé5 - 3d 2
staggering gait / taumeinder Gang 4d - Sd 1
spastic gait / spastischer Gang 4&d - Sd 1
spastic gait / spastischer Gang 84 - 9d 2
atony / Schlaffheit 6h4s - 1d 1
atony / Schlaffheit 2d - 3d 2
atony / Schlaffheit 4d - 5d 1
labared breathing / erschwerte Atmung &8 - 2h 1
labored breathing / erschwerte Atmung 2h - 3d 2
labored breathing / erschwerte Atmung 4d - 12d 1
increased excretion of urine / vermehrte Urinausscheidung 2d -~ 5d 1
25 pfloerection / gestriubtes Fell 2h - 3d 2
piloerection / gestraubtes Fell 4d - 9d 1
t piloerection / gestriubtes Fell 9d - 10d 2
piloerection / gestriubtes Fell 11d - 124 1
apathy / Apathie &7 - 3d 2
\ apacthy / Apathie 4d - 5d 1
apathy / Apathie 6d - 10d 2
apathy / Apathie 11d - 12d 1
decreased motility / verminderte Motilitit 2h -~ 1d 2
decreased motility / verminderte Motilitit 2d - 3d 3
decreased motility / verminderte Motilitic 4d - 6d 1
decreased motility / verminderte Motilicit 6d - od 2
decreased motility / verminderte Motilitcit 9d - 1id 1
poar reflexes / geringe Reflexe 2d - 3d 2
staggering gait / taumelnder Gang 2h -~ 6h4S 1
staggering gait / taumelnder Gang- 6hé5 - 3d b4
staggering gait / taumelnder Gang 4&d - 10d 1
spastic gait / spastischer Gang 8d - 9d 2
atony / Schlaffheit 6h4s - 1d 1
atony / Schlaffheit 2d - 3d b4
labored breathing / erschwerte Atmung 2h - 6h4S 1
labored breathing / erschwerte Atmung &hés - 3d 2
labored breathing / erschwerte Atmung &d - 6d 1
labored breathing / erschuwerte Atmung 7d - 10d 2
labored breathing / erschwerte Atmung 11d - 11d 1
increased excretion of urine / vermehrte Urinausscheidung 2d - 5d 1

Int.=s intensity/intensitit laweak/schwach, 2=2moderate/mifig JI=strong/stark
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SXX 0665 T9034377

Dase Animal Symptom Quration ire.
Dosis Tier Dauer

ela/PrG . s —
- "‘: frusters S 068 Conlidantial

1 '3 -
e it/ tiene Hhere Caopyriznt by 3aycr AG
tho uss, Liiactica or atributlen

Is caly pamiltted with taa conzant

4000 46 animal died / Tier gestorben of Bayar AG. 9d -

mg/kg piloerection / gestriaubtes Fell this - 3d 2
piloerection / gestriubtes fFell 34 - 8d 1
piloerection / gestriubtes Fell 94 - 9d 2
emacfation / Abmagerung 74 - 9d 2

bloody snout / blutige Schnauze 7d - 9d
apathy / Apathie 33 - 1ud 2
apathy / Apathie 2d - 3d 3
apathy / Apathie 3d - 6&d 2
apathy / Apathie 7d - od 3
decreased matility / verminderte Motilitit Sh -~ 1d 2
decreased matility / verminderte Motilitit 2d - 3d 3
decreased motility / verminderte Motilitit 3d - 4d 1
decreased motility / verminderte Motititic 7d - 9d 3
paor reflexes / geringe Reflexe 2d - 3d 2
poor reflexes / geringe Reflexe Td - od 2
staggering gait / taumel{nder Gang Zhi1S - &h 1
staggering gait / taumelnder Gang 4h - W 2
staggering gait / taumelnder Gang 7d - od 2
atony / Schlaffheit Sh - 3d 2
atony / Schlaffheit 7d - od 2
labored breathing / erschwerte Atmung Zhi15 - 3niS 1
labored breathing / erschwerte Atmung IntS - 4d 2
labored breathing / erschuwerte Atmung 4d - 6d 1
labored breathing / erschuerte Ataung 7d - 9d 2
narrowed palpebral fissure / verengte Lidspalte 9d - 9d 2

47 animal died / Tier gestorben Td -

piloerection / gestriubtes Fell 115 - 3d 2
L piloerection / gestriubtes Fell 3d - Td 1
emaciation / Abmagerung d - 74 2

bloody snout / blutige Schnauze 3d - 3d
apathy / Apathie 38" - d 2
Y apathy / Apathie 2d - 7d 3
decreased motility / verminderte Motilitit 3h15 - Th 2
decressed motility / verminderte Motilitit T™h - 3d 3
- decreased motility / verminderte Motilictit d- 7d 2
- paor reflexes / geringe Reflexe ™ - 4d 2
poor reflexes / geringe Reflexe 7d - 7d 2
staggering gait / taumelnder Gang 2hi5 - 3hiS 1
staggering gait / taumelnder Gang 3hiS - T 2
staggering gait / taunelnder Gang h - 3d 3
staggering gait / taumelnder Gang 3d - 4d 2
staggering gait / taumelnder Gang 6d - 7d 2

lying on the side / 3eitenlage 7d - 7d
atony / Schlaffheit Sh - 7h 2
atony / Schlafftheit 2d - 4d 2
atony / Schlaftheit d- d 2
labored breathing / erschwerte Atmung 2h15 - 3h15 1
labored breathing / erschwerte Atmung 3h1S - 7d 2
increased salivation / vermehrter Speichelfius 7d - 7d 1
narrowed palpebral fissure / verengte Lidspalte d - 7d 2
lacrimation / Trinenflus 2d - 3d 1

stretched legs / Extremititen gestreckt T™h - 1d

Inc.= intensity/Intensitit laweak/schwach, 2smoderate/minig 3=strong/stark
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SXX 0665 T9033877

Daose Animal Symptom Duration Inc,
Dosis Tier Dauer

Test article/Priafmuster: SXX 0665

male snimals / mannliche Tiere M

Tasyrizht by Bayrer AQ
‘Mo yoan yhlication ar distributicn
11 Laly parmitiag with the ¢oneant

4000 438 animal died / Tier gestorben a1 Sayor AG. 4d -

mg/%g piloerection / gestraubtes Fell 37 - 4d 2
emaciation / Abmagerung 4d - 4d 2

bloody snout / blutige Schnauze 3d - 4d
agathy / Apathie 37 - 14 2
apathy / Apathie 24 - 4d 3
decreased motility / verminderte Motilitit IK1S - Th 2
decreased motility / verminderte Matilitac 7h - 3d 3
poor reflexes / geringe Reflexe 24 - 44 2
staggering gait / caumeinder Gang 37 - Lh 1
staggering gait / taumelnder Gang 4h - 3d 2

tying on the side / Seitenlage 4d - 4d
atany / Schlaffheit Sh - 4d 2
labored breathing / erschwerte Atmung 37’ - 3h!S 1
labored breathing / erschwerte Atmung 3h15 - 4d 2
increased salivation / vermehrter Speichelflun 4d - 4&d 1
narcowed palpebral figsure / verengte Lidspalte 3d - 4d H
tacrimation / Trinenflus 2d - 3d 1

redly incrusted eyelids / rotverkrustete Augenlider 3d - 4

stretched legs / Extremititen gestreckt 3d - 4d

49 sanimal died / Tier gestorben . 8d -

piloerection / gestrdubtes Fell 36" - 3d 2
piloerection / gestrdubtes Fell 3d - &d t
piloerection / gestriubtes Fell 7d - ad 2
emaciation / Abmagerung 7d - ad 2
apathy / Apathie 2d - 3d 3
apathy / Apathie 4d - &d 2
apathy / Apathie 7d - 8d 3
apathy / Apathie 36’ - 1d 2
i decreased motility / verminderte Matilitit 3his - 7h 2
decreased motility / verminderte Motilitdt Th - 3d 3
decreased motility / verminderte Motilicic éd - 7d 2
decreagsed motility / verminderte Matilitit 8d - 8&d 2
) paor reflexes / geringe Reflexe 2d - 3d 2
paor reflexes / geringe Reflexe 7d - 7d 2
5 poor reflexes / geringe Reflexe 8d - 8d 2
staggering gait / taunelnder Gang 1h1S - 2n18 1
staggering gait / taunelnder Gang 2h1S - 3d 2
staggering gait / tauneinder Gang 4d - 8d 1
staggering gait / taumelnder Gang 7d - 7d 2
staggering gaft / taumelnder Gang 8d - 8d 2
spastic gait / spastischer Gang Sd - 7d 2

lying on the side / Seitenlage 74 - 7d
atony / Schlaffheit Sh - 3d 2
atony / Schlaffheit 7d - 8d 2
labored breathing / erschuerte Atmung th1s - 3hi5 1
{abored breathing / erschwerte Atmung 3h15 - 3d 2
labored breathing / erschwerte Atmung 4d - & 1
{abored bresthing / erschuerte Atmung Td - 8d 2
narrowed palpebral fissure / verengte Lidspalte 3d - 3d 2
lacrimation / Trianenflus 3d - 3d 1
lacrimation / Trénenflug 7d - Td 2

redly incrusted eyelids / rotverkrustete Augentider 3d - 3d

redly incrusted eyelids / rotverkrustete Augen!ider 8d - &

no reflexes / keine Reflexe 7d - 7d

Int.= intensity/Intensitit  lsweak/schwach, 2=moderate/mifig 3Ssstrong/stark
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SXX 0665 T9034877

Dose  Animal Symptom Buration Ine.
Daosis Tier Oaver
Test artiete/Prifmuster: SKX 0665 ) -

male animals / minnliche Tiere °

4000 50 animal died / Tier gestorben 4d -

mg/kg pilaerection / gestrdubtes Fell 35 - 4d 2
pallor / 8lasse 4d - 4d 2
emaciation / Abmagerung 4d - 4d 2
spathy / Apathie 36" - 1d 2
apathy / Apathie 2d - 4d 3
decreased motility / verminderte Motilicae 3hiS - 7h 2
decreased motility / verminderte Motilitst Th - 2d 3
decreased motility / verminderte Matilitat 3d - 4d 3
poor reflexes / geringe Reflexe ™h - 4d 2
staggering gait / taumeinder Gang 1his - 2h1S 1
staggering gait / taume(nder Gang 2h15 - 7h 2
staggering gait / taumelnder Gang : ™ - 2d 3
staggering gait / taumelnder Gang d - 3d 2
lying on the side / Seiteniage 2d - 2d
atony / Schlaffheit 5h - Th 2
atony / Schlaffheit 2d - 4d 2
labored bresthing / erschwerte Atmung 36 - 3hi1S 1
labared breathing / erschuerte Atmung 3hiS - 4d 2
narrowed palpebrsl fissure / verengte Lidspalte 3d - 4d 2
lacrimatfon / Trinenflus 2d - 2d 1
redly Incrusted eyelids / rotverkrustete Augenl ider 3d - 4d
stretched legs / Extremititen gestreckt ™ - 1d
stretched legs / Extremititen gestreckt 4d - 4d

i
s

Int.= intensity/Intensitat 1aweak/schwach, 2=moderate/migig 3astrong/stark
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SXX 0665 T9034877

Oose Animal Symptom Quration Int,
Oosis Tier Dauer
Test srticle/Prifmuster: SXX 0645 ' —_—

female animals / weibliche 7i§re

100 41 Ho abnormal findings / ohne Befund

ng/kg
42 Na abnormal findings / ohne Befund
43 No abnormal findings / ohne Befund
45 No abnormal findings / ohne Befund
43 No sbnormal findings / ohne 8efund
1000 31 piloeraction / gestriubtes Fell 1héS - 4hiS 2
mg/kg piloerection / gestriubtes Fell 4h15 - 2d 1
apathy / Apathie 1h4s - 2d 2
spathy / Apathie 2d - S5d 1
labored breathing / erschuerte Atmung Sh30 - 114 1
increased excretion of urine / vermehrte Urinausscheidung 3d - 6&d ]
32 piloerection / gestriubtes Fell 1hés - 1d 1
piloerection / gestriubtes Fell 2d - 2d 2
piloerection / gestriubtes Fell 2d - 3d 1
apathy / Apathie 1h4s - 2d 2
apathy / Apathie 2d - 4&d 1
staggering gait / taumelnder Gang 4hi1S - T30 1
staggering gait / taumelnder Gang hic - 2d 2
staggering gait / taumelnder Gang 2d - 2d 1
spastic gait / spastischer Gang Th30 - 11d 2
t labared breathing / erschwerte Atmung 2d - 2 1
{ncreased excretion of urine / vermehrte Urinausscheidung 3d - 6d 1
\ 33 pilaerection / gestriubtes Fell 1hé5 - 4GhtS 2
piloerection / gestriubtes Fell 4hi15 - Th30 1
piloerection / gestriubtes Fell Th30 - 2d 2z
= - piloerection / gestriubtes Fell 3d - 3d 1
apathy / Apathie 1heS - 2d 2
apathy / Apathie 3d - &d 1
decreased motility / verminderte Motilitit Th30 - 2d 2
staggering geit / tsumelnder Gang 4hi5 - Th3Q 1
, staggering gait / taumelnder Gang 7h30 - 24 2
: spastic gait / spastischer Gang Th30 - ad 2
spastic gait / spastischer Gang 3d - 3d 1
labored breathing / erschwerts Atmung Sh30 - 7h30 1
labored breathing / erschwerte Atmung 7h30 - 2d 2
increased excretion of urine / vermehrte Urinausscheidung 3d - & 1
34 piloerection / gestriubtes Fell 1héS - 4h1S 2
piloerection / gestriubtes Fell 4h15 - Th30 1
piloerection / gestriubtes Fell Th30 - 24 2
apathy / Apathie : this - 2d 2
apathy / Apathie 2d - 4d 1
staggering gait / taunelnder Gang Th3d - id 1
staggering gait / taumelnder Gang 2d - 2d 2
staggering gaft / taumelnder Gang 2d - 2d 1
Lasbored breathing / erschwerte Atmung h30 - 2d 1
increased excretion of urine / vermehrte Urinausscheidung 3d - 6d 1

-

Int.= intensity/[ntensitac  lsweak/schwach, 2=moderate/milig 3=strong/stark
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SXX 066S T9034877

Oaose Animal Sympcom Buration Int,
Dasis Tier Daver
Test article/Prdfmuster: Sxx 0645 Contidenttal —

Coagyrignt by Sayer AQ

the uox, uttlization ar distribution
i3 caly camitiad with the conzant
of Bayar AG

female animals / weibliche Tiere

1000 35 piloerection / gestriubtes Fell Th4S - ™30 1
mg/kg pilaerection / gestriubtes Fell 730 - 2d 2
apathy / Apathie Thé5 - 2d 2
apathy / Apathie 2d - 4d 1
decreased motility / verminderte Mot{lircic 7h30 - 1d 2
staggering gait / taumelnder Gang ™30 - 24 1
labored breathing / erschuerte Atmung 5h15 - ™30 1
labored breathing / erschwerte Atmung 7h30 - 2d 2
increased excretion of urine / vermehrte Urinausscheidung 3d - 6d 1
2000 16 piloerection / gestriubtes Fell 2h15 - This 1
mg/kg plloerection / gestriubtes Fell . . 7his - 1d 2
piloerection / gestriubtes Fell 3d - 3d 2
piloerection / gestriubtes Fell 4t - 4d 1
piloerection / gestriubtes Fell éd - T4 2
piloerection / gestriubtes Fell 8d - 10d 1
piloerection / gestriubtes Fell 2d - 2d 3
piloerection / gestraubces Fell 1h45 - 2n1s 2
apathy / Apathie th - 1hés 1
apathy / Apathie 1h4S - 1d 2
apathy / Apathie 2d - 3d 3
spathy / Apathie 34 - Sd 2
apathy / Apathie &d - &d 3
apathy / Apathie 7d - 7d 2
apathy / Apsthie 8d - 10d 1
decreased motility / verminderte Motilitit ™his - 1d 1
i decreased motility / verminderte Matitlicic 2d - 3d 2
poar reflexes / geringe Reflexe 2d - 3d 2
staggering gait / taumelnder Gang Th45 -~ Sh30 1
staggering gait / teumelnder Gang Sh30 -« 3d F]
4 staggering gait / taumelnder Gang 3d - 3d 1
, staggering gait / taume(nder Gang &d - 9d 1
spastic gait / spastischer Gang : 2h1s - 1d 1
spastic gait / spestischer Gang 2d - 3d 2
spastic gait / spastischer Gang 4d - 4d 1
spastic gait / spastischer Geng 7d - 14 2
spastic gait / spastischer Gang 8d - 10d 1
atony / Schlsffheit 2d - 3d 2
atony / Schlaftheit 3d - 3d 1
labored breathing / erschwerte Atmung 1h&45 - 1d 1
labored breathing / erschwerte Atmung 2d - 3 2
labored breathing / erschuwerte Atmung 4d - 4d 1
incressed excretion of urine / vermehrte Urinausscheidung 2d - 10d 1
bloody snout / blutige Schnauze 2d - 3d

Int.= intensity/Incensictat 12ueak/schwach,. 2amoderate/milig I=strong/stark

42




SXX 066s T9034877

Oose Animal Symptom Ouration Int.
Dasis Tier ODauer
Test articlesPrifmuster: SXX 0665 Conttaential —
Cont e -
female animals / weibliche Tiare Covrigint by Bayer AG'
tha usis clitization of d‘“ﬂbuﬂmi
ta nly pemaitad with the consan
var AG.
2000 17 animal died / Tier gestarben of 83y 10d -
mg/kg piloerection / gestriubtes Fell 1h4S - 2niS 2
piloerection / gestriubtes Fell 2hi5 - 7hi5 1
pilaerection / gestriubtes Fell T™his - 1d 2
piloerection / gestriubtes Fell 2d - 2d 3
piloerection / gestriubtes Fall 3d - 4d 2
piloerection / gestriubtes Felt 6d - 10d 2
piloerection / gestriubtes Fell 4d - Sd 1
v pallor / Blisse 9d - 10d 2
emaciation / Abmagerung 74 - 10d 2
sunken flanks / eingefallene Flanken 104 - 10d 2
spathy / Apathie ’ Th - 1hdS 1
apathy / Apathie 1hés - 1d 2
spathy / Apathie 3d - S5d 2
spathy / Apathie éd - 10d 3
apathy / Apathie 2d - 24 3
decreased motility / verminderte Motilitcse his - 1d 1
decreased matility / verminderte Motilitit . : 2d - 3d 2
decreased motility / verminderte Motilfcit 34 - 3d 1
decreased mocility / verminderte Mot{l{tic éd - 8d 2
decreased motility / verminderte Matilitit 10d - 10d 2
poor reflexes / geringe Reflaxe 10d - 10d 1
paor reflexes / geringe Reflexe 2d - 3d 1
staggering gait / taumelnder Cang théS - 5h30 1
staggering gait / taumelnder Gang 5h30 - 3d 4
staggering gait / taumelnder Gang 3d - 4d 1
staggering gait / taumelnder Gang 74 - 7d 2
staggering gait / taumelnder Gang 10d - 10d 2
staggering gait / taumelnder Gang 8d - 8&d 3
1 spastic gait / spastischer Gang 2his - 1d 1
spastic gait / spastischer Gang 2d - 4d 2
spastic gait / spastischer Gang 5d - &d 1
spastic gait / spastischer Gang 7d - 8d 2
LY spastic gait / spastischer Gang 10d - 10d 2
lying on the side / Seitenlage 9d - 9d
) atony / Schlatthelit This - 1d 1
- atony / Schlaffhelt 2d - 3d 2
atony / Schlaffheit 3d - 3d 1
labared breathing / erschwerte Atmung 1h4és - 1d 1
labored breathing / erschuwerte Atmung 4d - 7d 1
tabored breathing / erschuerte Atmung 2d - 3d 2
i labared breathing / erschwerte Atmung 8d - 10d 2
’ increased excretion of urine / vermehrte Urinausscheidung 2d - 10d ]
narrowed palpebral fissure / verengte Lidspalte 9d - 10d 2
bloody snout / blutige Schrauze 7d - ad

Int.= intensity/Intensitat Vaweak/schuach, 2=moderate/misdig Jagtrong/stark
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Oose Animal Symptom Ouration Int,
Dosis Tiaer Daver
Tast artfcle/Prifmuster: SXX 0665 Configantial .
Conlic=__ =
temale animals / weibliche Tlere Cooyitan: oy Bayer A,O.gmrfb'ﬂm“
v i=atlcn ©
o ur‘:‘:l:i::;d with tha canzant
la caly gami=
. . . at Baysr AG-
2000 18 piloerection / gestriubtes Fell . 1héS - 2h1S 2
mg/kg piloerection / gestriubtes Fell 2h15 - 5Sh3aQ 1
piloerection / gestriubtes Fell 5h30 - 1d 2
piloerection / gestriubtes Fetl 2d - 2d4 3
piloerection / gestriubtes fell 3d - 3d 2
pilaerection / gestriubtes Fell 4d - 4d 1
piloerection / gestriubtes Fell 11d - 12¢ 1
piloerection / gestriubres Fell 7d - 1Cd 2
emaciation / Abmagerung 7d - 12d 2
apathy / Apathie ’ 597 - 1h45 1
apathy / Apathie thes - 1d 2
apathy / Apathie } 3d - 4d 2
apathy / Apathie 7d - 9d 3
spathy / Apathie 10d - 10d 2
spathy / Apathie 11d - 12d 1
apathy / Apathie 2d - 24 3
decreased motility / verminderte Mocilitar h - 14 1
decreased motility / verminderte Motilitac 2d -~ 24 2
decreased matility / verminderte Motilicit 3d - 3d 1
decreased motility / verminderte Motilitar 74 - 74 1
decreased motility / verminderte Motilitae 84 - 10d 2
poor reflexes / geringe Reflexe 2d - 2d 2
staggering gait / taumelnder Gang 1h45 - 5h30 1
staggering gait / taumelnder Gang 5h3Q - 3d 2
staggering gait / taunelnder Gang 7d - 7d 1
staggering gait / tauneinder Gang 8d - 9d 3
staggering gait / taumelnder Gang 10d - 1Cd 2
spastic galt / spastischer Gang 2d - 3d 2
spastic gait / spastischer Gang 4d - 4d 1
spastic galt / spastischer Gang 7d - 8d 1
L spastic gait / spastischer Gang 9d - 10d 2
spastic gaft / spastischer Gang 11d - 124 1
atony / Schlaffhelt Th - 1d 1
atony / Schlaffheit 2d - 2d 2
4, atony / Schiaffheit 3¢ - 3d 1
labored breathing / erschuerte Atmung 1h4S - Sh30 1
labored breathing / erschuerte Atmung 5h30 - 3d 2
- labared breathing / erschwerte Atmung 4d - 4d 1
labored breathing / erschwerte Atmung 8d - t0d 2
increased excretion of urine / vermehrte Urinsusscheidung 2d - 10d 1
narrowed palpebral fissure / verengte Lidspalte 9d - 9d 2
tloody snout / blutige Schnauze 7d - 8d

Int.= intensity/intensitat 1aweak/schwach, 2=moderate/mifig 323trong/stark
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'SXX 0665 T9034877

Dose Animal Symptom Buration Ine.
Dosis Tler Dauer
Test article/Prifmuscer: SXX 0665 Coantigantial —_
P s
female animals / weibliche Tiere Cogzurigat by Bayr AG

atlon or dlatrMution

ey UAlES
the dus Lo th thy carnant

13 ealy garmuttod w

ayar AQ.

2000 19 piloerection / gestriubtes Fell of Bay hes - 2n1s 2
mg/kg pilaerection / gestriubtes Fall 7h - 3d 2
piloerection / gestriubtes Fall 4&d - Sd 1
piloerection / gestriubtes Fell 6d - 10d 2
piloerection / gestriubtes Fell 11d -~ 124 1
piloerection / gestriubtes Fell 2h1S - 7h 1
emaciation / Abmagerung 7d - 12d 2
spathy / Apathie 59' - 1h4S 1
apathy / Apathie hés - 7d 2
apathy / Apathie 8d - 8d 3
apathy / Apathie 9d - 10d 2
apathy / Apathie 11d - 12d 1
decreased motilicy / verminderte Matilitice ™h - 1d 1
decreased motility / verminderte Motilizidce 2d - 2d 2
decreased motility / verminderte Motilitit 7d - 8d 2
decreased motility / verminderte Motilirtic 9 - 11d 1
staggering galt / taumelnder Gang 1héS - Sh3Q 1
staggering gait / taumelnder Gang Sh30 - 2d 2
staggering gait / taumelnder Gang 3d - 3d 1
staggering gait / taunelnder Gang 4d - 4d 2
staggering gait / taumelnder Gang Sd - 6d 1
staggering gaft / taumelnder Gang 7d - 9d 2
staggering gait / taumelnder Gang 104 - 10d 1
spastic gait / spastischer Gang &d - 8d 1
spastic gait / spastischer Gang 9d - 10d 2
spastic gait / spastischer Gang 11d - 12d 1
atony / Schlaffheit Th - 2d 1
labored breathing / erschuerte Atmung 1hé4S - 3d 1
labored breathing / erschuerte Atmung 74 - 8d 2
labored breathing / erschwerte Atmung 9d - 10d 1
t increased excretion of urine / vermehrte Urinausscheidung 2d - 10d 1

blaody snaut / blutige Schnauze 7d - 10d

[nt.= intensity/(ntensitat 1aueak/schwach, 2=moderate/migig J=strong/stark
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Qose  Animal Symptom Ouration Int,
Qosis Tier Dauer
Test article/Prifmuster: $XX 0665 . —_

UG“:)ccnﬂa\
cowleel =

female animals / weibtiche Tiere S aayer AG

< siaaation or dtatribution
thy uoe Bt 1 with tha can=er!
i3 ety parmiid
2000 20 piloerection / gestriubres Fall ot 3ayar AG. 1hd5 - 2h15 2
mg/kg piloerection / gestriubtes Fell 2h1S - Th 1
pilcerection / gestriubtes Fell 7h - 14 2
piloerection / gestriubtes Fell 24 - 2d 3
piloerection / gestriubtes Fell 3d - 10d 2
pilaecection / gestriubtes Fe(l t1d - 12d 1
pallor / Blisse 8d - 14d 1
emaciation / Abmagerung 7d - 14d 2
emaciation / Abmagerung 15d - 14d 1
spathy / Apathie 58’ - 1h4s !
apathy / Apathie th4s - 1d 2
spathy / Apathie 2d - 2d 3
apathy / Apathie Id - Td 2
apathy / Apathie 8d - 9d 3
apathy / Apathie 10d - 11d 2
spathy / Apathie 12d - 14d 1
decreased motility / verminderte Matilitat - id 1
decreased motility / verminderte Matilitie 2d - 3d 2
decreased motility / verminderte Motilitie 3d - 3d 1
decreased motility / verminderte Motilicat 4d - 8d 2
decreased motility / verminderte Motilitic 10d - 11d 2
paor reflexes / geringe Reflexe 2d - 3d 1
staggering gait / taumelnder Gang 2h15 - 7h 1
staggering gait / taumelnder Gang 7h - 3d 2
staggering gait / taumelnder Gang 7d - &d 2
staggering gait / taumelnder Gang 1Cd - 11d 2
spastic gait / spastischer Gang 6d - 4d 1
spastic gait / spastischer Gang 10d - 12d 2
spastic gait / spastischer Gang 13d - 15d 1
spastic gait / spastischer Gang td - 8d 2
lying on the side / Seitenlage 8 - 9d
U atony / Schisttheic 29 - 3d 2
atany / Schlaffheit 3¢ - 3d 1
labored breathing / erschuerte Atmung 1has - 14 1
\ Labared breathing / erschwerte Atmung 2d - 3d 2
labared breathing / erschuerte Atmung 4d - 4d 3
labared breathing / erschuerte Atmung 7d - 10d 2
labored breathing / erschuerte Atmung fid - 11d 1
increased excretion of urine / vermehrte Urinausscheidung 2d - 10d 1
narrowed palpebral fissure / verengta Lidspalte 9d - 11d 2
strecched legs / Extremititen gestreckt 9d - 9d
bloody snout / blutige Schrauze 8d - 10d

Int.= intensity/[ntensitac T=weak/schwach, 2=moderate/miig 32strong/stark
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SXX 0665 T9034877

Ocse Animal Symptom Ourstion Int.
Dosfs Tier Daver
Test srticlel/Prifmuster: $XX 04663 _

female animals / weibliche Tiere

3150 25 piloerection / gestriubtes Fell 2h1S - Sh1s 2
mg/kqg piloerection / gestraubtes Fell 5h15 - 5d 1
pilaerection / gestriubtes Fell 8d - 17d 2
piloerection / gestriubtes Fell 184 - 184 1
palliar / Blisse 13d - 18 2
emaciation / Abmagerung 9d - 18d 2
agathy / Apathie his - 11d 2
apathy / Apathie 124 - 15d 3
apathy / Apathie 164 - 184 2
decreased motility / verminderte Motilitit 2h15 - Th 1
decreased matility / verminderte Motilitit Th - &d 2
decreased motility / verminderte Motilitit 4d - Sd 1
decreased motility / verminderte Motilitic 7d - 15d 2
decreased motility / verminderte Motilitit 16¢ - 184 1
paor reflexes / geringe Reflexe ’ 24 - 3d 2
staggering gait / taumelnder Gang 1h1s - 2n1S 1
staggering gait / taumelnder Gang Zhis - Sd 2
staggering gait / taumelnder Gang 74 - 10d 2
staggering gait / taumelnder Gang 11d - 13d 1
staggering gait / taumelnder Gang 13d - 15¢ 2
spastic gait / spastischer Gang 8d - 15d 2
spastic galt / spastischer Gang 16a - 18d 1
atony / Schlaffheit ™ - 1d 1
atony / Schlaffheit ¢ - &d 2
atony / Schiaffheir td - Sd 1
atony / Schlaffheit 74 - 74 1
labored breathing / erschuerte Atmung his - td 1
labared breathing / erschuerte Atmung 2d - 4d 2
labored breathing / erschwerte Atmung 5d - 7d 1
(abored breathing / erschuerte Atmuing 8d - 15d 2
i labored breathing / erschwerce Atmung 146d - 18d 1
narrowed palpebral fissure / verengte Lidspalte 12d - 1&d 2

bloody smout / blutige Schnsuze Td - %d

5

Int.2 intensity/(ntensitat 12veak/schuach, 2smoderate/mifig Jastrong/stark
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SXX 0665 T9034877

Ocse Animal Symptom Quration Ine,
Qosi{s Tier Daver
Test article/Prifmuster: SXX 0665 —_—

female animals / weibliche Tiere

3150 27 animal died / Tier gestorben 12d -
mg/kg piloeraction / gestriubtes Fall 5h - 1d 1
pilaerection / gestriubtes Fell 2d - Sd 2
piloerection / gestraubtes Fell Bd - 134 2
piloerection / gestraubtes Fell Th1S - Sh 2
pallor / 3lisse 9d - 9d 1
pallor / Blisse 124 - 13d 1
emaciation / Abmagerung 9d - 13d 2
apathy / Apathie Th1s - Sd 2
apathy / Apasthie 6d - 7d 1
apathy / Apathie 8d - 8d 2
apathy / Apathie 9d - 13d 3
decreased motility / verminderte Motilitit 2h15 -  6h4S 1
decreased motility / verminderte Motllitidt &héS - 4d 2
decreased motility / verminderte Motilitit 4d -~ Sd 1
decreased motility / verminderte Motilicae &d - 8d 1
decreased aotility / verminderte Matilitag od - 13d 2
poor reflexes / geringe Reflexe 2d - 2d 2
poor raflexes / geringe Reflexe 9d - 13d 2
staggering gait / taumeinder Gang 2™1S - Sd 2
staggering gait / taumeinder Gang 8d - 8&d 1
staggering gait / taumelnder Gang 9d - 10d 2
spastic gait / spastischer Gang 54 - Sd 1
spastic gait / spastischer Gang 8d - 10d 2
spastic gait / spastischer Gang 13d - 13d 2
atony / Schlaftheit 2d - 2d 2
atony / Schlaffheit 3d - 5d 1
atony / Schlaffheit 6héS5 - 1d 1
labored breathing / erschuerte Atmung Sh - &h4S 1
labored breathing / erschwerte Atmung 6h4S - 4d 2
i labored breathing / erschuerte Atmung 4d - S5d 1
labared breathing / erschwerte Atmung 8d - 9d 1
labored breathing / erschwerte Atmung 9d - 13d 2
narrowed palpebral fissure / verengte Lidspalte $d - 9d 2
\ narrowed palpebral fissure / verengte Lidspalte 12d - 13d 2
redly incrusted eyelids / rotverkrustete Augenl ider 12d - 13d
strecched legs / Extremititen gestreck: 11d - 12d
bloody snout / blutige Schnauze 9¢ - 9d 2
bloody sneut / blutige Schnauze 12d - 134 2

[nc.= intensity/[ntensitac V=ueak/schwach, 2=moderate/minig J=strong/stark
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Oase  Animal Symptom Ourazion Int,
Dosis Tier Cauer
Test artiele/Prifmuster: SXX 0645 _

.Connucn“a‘

v Bayct AG .
Capyright oY ap,clan or dlatrfsution

female animals / weibliche Tlere

12 et
the :r:.p:‘r‘rl:mad with tha €an™*®
3150 28 animal died / Tier gestarben o cB.a‘/'" AG. 9d -

Lo TA ] piloerection / gestriubces Fell ot 2h1S - 3hiS 2
piloeraction / gestriubtes Fell 3h15 - Sd 1
piloerection / gestriubtes Fell 6d - 9d 2
pallor / 8lisse &d - 9d 2
emaciation / Abmagerung 7d - 9d 2
apathy / Apathie 1h1s - 6éd 2
apathy / Apathie 7d - 9od 3
decreased motility / verminderte Motilitit 2815 -  6h4S 1
decreased motility / verminderte Matilitac 6h4S - 4d 2
decreased motility / verminderte Motilitirt 4d - S5d 1
decreased motility / verminderte Motilitie é6d - 7d 2
paor reflexes / geringe Reflexe 2d - 2d 1
paor reflexes / geringe Reflexe 7d - 7d 2
staggering gait / taunelnder Gang th1s - 2nits 1
staggering gait / taumelnder Gang 2h1s - T7d 2
spastic gaft / spastischer Gang 74 - 7d 2
lying on the side / Seitenlage 7d - 9d
atony / Schlaffheit 8h45 - 2d 1
atony / Schiaffheit 64 - Td 1
atony / Schlaffheit 74 - &d 2
labored breathing / erschwerte Atmung 1h15 - 4d 1
labored breathing / erschwerte Atmung é6d - 9d 2
redly incrusted eyelids / rotverkrustete Augenl ider 8d - 9d
no reflexes / keine Reflexe 7d - 9d

29 animal died / Tier gestorben 124 -
piloerection / gestriubtes Fell 15 - th 1
piloerection / gestriubtes Fell th - 4h 2
piloerection / gestriubtes Fell &h - id 1

t piloerection / gestriubtes Fetl 2d - 12d 2
emaciation / Abmagerung 3d - 12d 2
apathy / Apathie 15 - &d 2
spathy / Apathie 6d - 12d 3
4 decreased motility / verminderte Motilitit 1h - 5h4s 1
decreased motility / verminderte Motil{ctic S5hés - 2d 2
. decreased motflity / verminderte Matilitic 6d - 12d 2
paor reflexes / geringe Reflexe 2d - 24 1
poor reflexes / geringe Reflexe &d - 12d 2
staggering galt / taumelnder Gang th - 9d 2
spastic gait / spastischer Gang 24 - 5d Z
spastic gait / spastischer Gang 7d - 9d 2
lying on the side / Seitenlage icd - 10d
atony / Schlaffheit ShéS - &d 1
ateny / Schiaffheit 6d - 9d 2
labored breathing / erschuerte Atmung th - 1d 1
labared breathing / erschuerte Atmung 24 - 2d 2
labored breathing / erschwerte Atmung 3d - 5d 1
labored breathing / erschuerte Atmung 6d - 12d 2
narrawed palpebral fissure / verengte Lidspalte 9d - 12d 2
stretched legs / Extremititen gestreckt 10d - 11d
bloody snout / blutige Schrauze 64 - 6d

Int.= intensity/Intensitat 1sweak/schwach, 23:moderate/migig 3astrong/stark
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Gose Animal Symptom Ouration Int,
Basis Tier Oauer

Test article/Prifmuster: SXX 0645

nual -
female snimals / weibliche Tiere Contide Gayer AG
Capyright :dszmn or dlstﬂbm‘rﬂ
the u:.ptmmaa with the ¢o°
cn
3150 30 animal died / Tier gestarSen \;‘ Bays’ AG. 1cd -
mg/k3 pilaerection / gestriubtes fFelt 1S - 3nts 2
piloerection / gestriubtes Feil M5 - id 1
piloerection / gestriudbtes Fell ad - 44 2
pilaerection / gestriubtes Fell 5d - 5d¢ 1
piloerection / gestriubtes Fell 4d - 1Cd 2
emaciation / Abmagerung 84 - 13d 2
apathy / Apathie h15 - &d 2
spathy / Apathie 74 - 10d 3
decreased motility / verminder:ce Maotilicae 2h - 6hé 1
decreased motility / verminderte Motilitae 6hi5 - 2d 2
decreased motility / verminderte Motilitic &d - 10d 2
poor reflexes / geringe Reflexe : 2d - 2d 1
poor reflexes / geringe Reflexe 74 - 7d 1
poar reflexes / geringe Reflexe 8d - 1Cd 2
staggering gait / taumelnder Gang Zh - &d 2
staggering gait / taumelnder Gang Sd - Sd 1
$taggering gait / taumelnder Gang 64 - 10d 2
spastic gait / spastischer Gang 8d - 10d 2
atony / Schlaffheit &heS - 14 1
atony / Schlaftheic d - 2d P4
atony / Schiaffheit 6d - 7d 1
atony / Schlaffheit 8d - 9d 2
labored breathing / erschuerte Atmung 2h - 3d 1
labored breathing / erschwerte Atnung &d - T7d 1
labored breathing / erschwerte Atmung 74 - 10d 2
narroued palpebral fissure / verengte Lidspalte 74 - 10d 2
bloody snout / blutige Schnauze 84 - 10d
l
4000 51 animal died / Tier gestarben 12d -
mg/kg X piloarection / gestriubtes Fell 2h - 2d 2
piloerection / gestriubtes Fell 2d - 34 i
piloerection / gestriubres Fell 7d - 8d 1
- piloerection / gestriubtes fell 9d - 12d 2
pallor /7 glasse 10d - 12d¢ 2
emaciation / Abmagerung 3d - 12d 2
bloody snout / Blutige Schmauze 7d - 124
apathy / Apathie L7 - d 2
apathy / Apathie 7d - 12d 3
decreased matility / verminderte Matilitae 2d - 24 1
decreased motility / verminderte Maotilitac 6d - &d 1
decreased matility / verminderte Matilitas 7d - 8d 2
decreased motility / verminderte Motilitat 8d - 12d¢ 3
poor reflexes / geringe Reflexe 8d - 12d 2
staggering gait / taumelnder Gang 2h - 1d 1
staggering gait / taumelnder Gang 2d - 24 2
" staggering gait / taumelnder Gang 5d - Sd 1
staggering gait / taumelnder Gang 6d - 12d 2
labored breathing / erschuecte Atmung 2d - 2d 1
labored breathing / erschwerte Atmung 7d - t2d 2
narroved palpebrel fissure / verengte Lidspalte 7d - 12d 2

Int.= intensity/Intensitat Taweak/schwach, qamoderate/mikig I=strong/stark
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Caose  Animal Symptom Curation Ine,
Cosis Tfer Qauer

Test article/Prifmuster: SXX 0465 Conﬂaen!\al

female animals / weibliche Tiere ComyrlGht B a“,"",:%mﬁb“““
uigatien aant
o ur‘D:‘rl\:T:\'.ad with the con=®
s GO
4000 52 animal died / Tier gestorben of Bavar AG. 6d -
mg/kg piloerection / gestriubtes Fell| 447 - 24 2
piloerection / geatriubtes Fell 2d - 3d 1
apathy / Apathie L& - &g 2
decreased motility / verminderte Motilicie Th - 24 !
decreased matilicy / verminderte Motititde 6d - 4d 2
staggering gait / taume(nder Gang 7Th - 24 2
staggering gait / taumelnder Gang 2d - 3d 1
staggering gait / taumelnder Gang Sd - 5d 1
staggering gait / taumelnder Gang 6d - éd 3
staggering gait / taumelnder Gang 2h - Th 1
spastic gait / spastischer Gang 7h - 2d 2
spastic gait / spastischer Gang 3d - 6d 1
spasmodic state / Verkrampfung 6d - 6d 2
atony / Schlaffhele 24 - 2d 2
tabored breathing / erschuwerce Atmung 3h1S - 14 1
labored breathing / erschuerte Atmung 2d - 2d 2
labared breathing / erschuerte Atmung ’ Sd - &d 2
53 asnimat died / Tier gestorben 104 -
piloerection / gestriubtes Fell zh - 2d 2
piloerection / gestriubtes Fell 24 - 3d 1
piloerection / gestriubtes Fell 7d - 7d !
piloerection / gestriubtes Fell 8d - 10d 2
patlor / 8lisse 10¢ - 10d 2
emaciation / Abmagerung 8d - 10d 2
bloody snout / blutige Schnauze 7d - 1od
apathy / Apathie 2h - 7d 2
apathy / Apathie 8d - 10d 3
decreased motility / verminderte Mot{litdr Th - 14 1
l decreased motility 7 verminderte Motilitit 6d - 7d 1
decreased matility / verminderte Motilitat 7d -~ 9d 2
decreased motility / verminderte Motilitic 10d - 10d 3
poor reflexes / geringe Reflexe 7d - tod 2
AN staggering gait / taumelnder Gang 3h15 - Th 1
staggering gait / taumelnder Gang ™ - 2d 2
. staggering gait / taumelnder Gang 2d - 2d 1
i staggering gait / taumeinder Gang &d - 74 1
staggering gait / taumeinder Gang 7d - 10d 2
spastic gait / spastischer Gang ™ - 24 2
spastic galt / spastischer Gang 5d - 10d 2
atony / Schlaftheit é6d - 10d 2
labared breathing / erschuerte Atmung &h - 7 1
labored breathing / erschwerte Atmung T™h - 24 2
labored breathing / erschwerte Atmung 2d - 2d 1
labored breathing / erschwerte Atmung 7d - 10d 2
narrqued palpebral fissure / verengte Lidspalte 10d - 10d 2
redly incrusted eyelids / rotverkrustete Augenl|der 10d - 10d

Int.= intensity/tntensitac 1=weak/schwach, 23moderate/minig J2strong/stark
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Oose  Animal Symptom Ouration Inc.
Dosfs Tier Caver

Test erticia/Prifmuater: SXX 0665

female enimals / weibliche Tiers

4000 5S4 animal died / Tier gestorben 124 -

mg/%g piloerection / gestriubtes Fetl 45 - 2d 2
pilaerection / gestriubtes Fall d- 3d 1
pilaerection / gestriubtes Fel| 7d - ad 1
piloerection / gestriubtes Fell 9d - 12d 2
patlor / Glisse 11d - 12d 1

bloody snout / blutige Schnauze Td - 12d
apathy / Apathie 45 - 7d 2
apathy / Apathie 7d - 12d 3
decreased motility / verminderte Motilicdre 6d - 9d 2
decreased motility / verminderte Moctilicac 2d - 2d 1
decreased motility / verminderte Motilitat 9d - 12d 3
poor reflexes / geringe Reflexa 7d - 12d 2
staggering gaft / taumelnder Gang 3h1S - 4h 1
staggering gait / taumelnder Gang th - 2d 2
sttaggering gait / taumelnder Gang - 2d - 3d 1
staggering gait / taumelnder Gang Sd - 7d 1
staggering gait / taumeinder Gang 7d - 124 2
spastic gait / spastischer Gang ™h - 2 2
spastic gale / spastischer Gang 5d - 7d 1
spastic gait / spastischer Gang 7d - 11d 2
atony / Schiasffheit 7d - 12d 2
labared breathing / erschwerte Atmung 10d - 124 2
narrowed palpebral fissure / verengte Lidspalte 7d - 124 2
lacrimation / Trinenflus 9d - 10d 1

redly incrusted eyelids / rotverkrustete Augenl ider 7d - 12d

55 animal died / Tier gestorben 114 -

piloerection / gestriubtes Fell 457 - 2d 2
piloerection / gestriubtes Fell 3d - 3d 1
L piloerection / gestriubtes Fell Td - 7d 1
pilaerection / gestriubtes Fell 8 - 10d 2
piloerection / gestriubtes Fell 10d - 11d 3
y pallor / Blisse 10d - 11d 2
emaciation / Abmagerung & - 11d 2

bloody snout / blutige Schnaurze 7d - 9d
. apathy / Apathie 45 - 7d 2
apathy / Apathie S 7d - 11d 3
decreased motility / verminderte Mocilitic Th - 1d 1
decreased matilfty / verminderte Motilitae 2d - 2d 2
decreased mot{iity / verminderte Motilitie 64 - 7d 2
decreased motility / verminderte Motilitit Td - 11d 3
poar reflexes / geringe Reflexe 7d - 114 2
staggering gait / taumelnder Gang thi5 - 7 1
staggering gait / taumelnder Gang Th - 2d 2
staggering gait / taumelnder Gang 3d - 3d 1
staggering gait / taumelnder Gang Sd - 7d 1
staggering gait. / taumelnder Gang 74 - 11d 2
spastic gait / spastischer Gang ™ - 2d 2
spastic gait / spastischer Gang 3d - 3d 1
spastic gait / spastischer Gang 4d - 10d 2
atony / Schlaffheit 7d - 11d 2
Labored Breathing / erschuerte Atmung Sh - 2d -2
labored breathing / erschwerte Atmung 3d - 3d !
labored breathing / erschwerte Atmung 7d - 10d 2
labored breathing / erschwerze Atmung 11d - 11d 3
narrowed palpebral fissure / verengte Lidspalte d- 7d 2
narrowed palpebral fissure / verengte Lidspalte 10d - 11d 2
lacrimation / Trinenflus 10d - 10d 1

redly incrusted eyelids / rotverkrustete Augenl ider 11d - 11d

Int.e intensity/[ntensitac Vsweak/schwach, 2z=moderate/midig Jxstrong/stark
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Confl2ential

Caopyrizht by Bayer AQ
the uz, ulilsation or clitihution

11.3 Korpergewichte/Bady weights 13 caly permittod with tha concant

e i

ot Bayar AG

Mannliche Tiere/male animals

Dosis Tier Tag /Day Final- Diffe-
mg/kg Nr. gewlcht renz +
Dose Animal 1 4 8 15 Final Diffe-
mg/kg No. weight rencex*
100 11 172 210 240 271 271 99
12 168 200 221 246 246 78
13 176 212 237 270 270 94
14 174 206 233 266 266 92
15 169 185 215 236 236 67
MW 172 205 229 253
S 3.3 7.1 10.7 15.8
500 6 176 189 211 238 238 62
7 177 201 221 250 250 73
8 180 194 218 251 251 71
9 180 198 2138 249 249 69
10 172 186 205 230 230 58
Mw 177 194 2158 244
S 3.3 6.2 7.0 9.2
20001 1 178 172 185 229 229 51
2 184 189 206 240 240 56
3 1786 180 205 251 251 75
\ 4 180 185 175 226 226 46
S 180 176 164 208 208 28
MW 180 180 187 231
S 3.0 6.8 18.5 16.1
2500 386 173 177 147+ 114 -59%
37 180 173 181 205 205 25
38 174 168 149 1838 188 14
39 173 171 141 188 188 15
40 172 . 171 i39+ 119 -53
MW 174 172 151 194
S 3.2 3.3 17.1 9.8

MW = Mittelwerte / mean values
S = Standardabweichung / standard deviation
Alle Gewichte in Gramm (g) / all weights in gram (g)
* = Differenz Finalgewicht - Anfangsgewicht /
difference final weight - weight at the beginning
+ = Tier gestorben / animal died
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Cantigential
Config=n

Copyrigat 37 Sar%? AQ utton
the uza Lliltiaren af alatr

- . . . . cannant
Korpergewichte/Body weights 1a oniy parniiad with tho .

. of Bay2r AG.
Mannliche Tiere/male animals
Dosis Tier Tag /Day Final- Diffe-~
mg/kg Nr. gewicht renz =*
Dose Animal 1 4 8 15 Final Diffe-
mng/kg No. weight rence*
3150 21 187 145+ 145! -22
22 168 164 143+ 111 -57
23 172 169 146+ 116 ~56
24 179. 178 167 181 181 2
25 173 175 161 194 194 21
MW 172 166 . 154 183
S 4.8 13.0 11.6 9.2
4000 46 179 172 142+ 122 -57
47 171 154+ 120 -S1
48 170 146+ 146 -24
49 168 166 131+ 131 -37
50 167 140+ 140 =27
MW 171 156 137
S 4.7 13.4 7.8

MW = Mittelwerte / mean values
S = Standardabweichung / standard deviation
Alle Gewichte in Gramm (g) / all weights in gram (g)
* x Differenz Finalgewicht - Anfangsgewicht /
difference final weight - weight at the beginning
© + = Tier gestorben / animal died
! gestorbene Tier stark angefressen / dead animal heavily
cannibalized
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Contigzntial
Contigznlial

spy-tight By Baytr AQ
cmpry .Lits=tion gr clatribution

Korpergewichte/Body weights {s only pormitiad with tho canssa!
= . ot Bayar AG. “"
Weibliche Tiere/female animals
Dosis Tier Tag /Day Final- Diffe-
mng/kg Nr.- gewicht renz =*
Dose Animal 1 4 8 15 22 Final Diffe-
mg/kg No. weight rencex*
100 41 181 199 202 204 204 23
42 173 154 197 197 197 24
43 172 134 1s0 197 197 25
44 177 196 1396 198 138 21
45 178. 194 195 196 156 18
MW 176 183 196 198
S 3.7 S.6 4.3 3.2
1000 31 180 190 204 214 214 34
32 173 178 191 202 202 29
33 177 182 201 204 204 27
34 173 170 185 19s 195 22
35 176 178 193 198 198 22
MW 176 180 195 203
S 2.9 7.3 7.7 7.3
20001 16 174 175 173 190 197 197 23
17 170 167 138+ 112! -58
18 170 175 144 173 197 197 27
8 19 173 176 142 185 183 183 10
20 167 165 138 152 172 172 S

MW 171 172 147 175 187
S 2.8 5.2 14.8 15.9 12.1

3150 26 172 175 163 140 170 170 -2
27 178 183 175+ 119 -59
28 172 179 149+ 140 =32
29 171 173 156+ 118 =53
30 171 - 176 148+ 115 -56

Mw 173 177 158 140 170
S 2.9 3.9 11.2 c.C 0.0

MW = Mittelwerte / mean values
S = Standardabweichung / standard deviaticn
Alle Gewichte in Gramm (g) / all weights in gram (g)
* = Differenz Finalgewicht - Anfangsgewicht /
difference final weight - weight at the beginning
Tier gestorben / animal died

-+

Kopf des gestorbenen Tieres angefressen / head of the
dead animal cannibalized
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Contgential
e

—nt oo Bayer AQ
Copyrignt b‘,au;’:n or clatAbution

. tha uax b <eq with the canzent
Korpergewjchte/Body weiqhts . 1 oniy parmitis —
- . of Bay’ AQ.
Weibliche Tiere/female animals
Dosis Tier Tag /Day Final- Diffe-
mg/kg Nr. gewicht renz »
Dose Animal 1 4 8 15 Final Diffe-
mg/kg No. weight rence+
4000 51 184 185 158+ 113 -71
52 183 180+ 143! =35
53 180 179 150+ 123 -57
54 183 185 169+ 124 =59
55 177 167 151+ 121 -56
MW 181 179 157
S 2.9 7.4 8.8
MW = Mittelwerte / mean values
S = Standardabweichunq / standard deviation
Alle Gewichte in Gramm (g) / all weights in gram (g)
* = Differenz Finalgewicht - Anfangsgewicht /
difference final weight - weight at the beginning
+ = Tier gestorben / animal died
! = gestorbene Tier leicht angefressen / dead animal slightly
cannibalized
t
{
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11.4 Individual grass pathology findings

Male rats

Dose | Animal | Time of | Sacrificed | Findings
mg/kg no. death after

100 11 15d n.o.e.

12 15d n.o.e.

13 15d  |n.o.e.

14 15d n.o.e.

15 15d |n.o.e.

500 6 15d n.o.e.

7 15d n.o.e.

8 15d n.o.e.

9 15d  [n.o.e.

10 15d n.o.e.

2000 1 15d |n.oe.

2 15d |n.o.e.

3 15d n.o.e.

4 15d n.o.e.

s 15d  |(n.c.e.
2500 | 36 10d Lungs patchy, distended; liver with many light

zones up to approx. 0.3 x 0.8 c¢cm in size, cut
surface: gray areas; spleen dark; kidneys slight-
ly pale; stomach and small intestine with red,
mucid contents

37 15d n.o.e.

38 . 15d  |Liver somewhat enlarged, slightly swollen, with
muitiple light zones up to approx. 1.0 x 0.5 cm
in size, cut surface: light

39 15d  [Liver with isolated light zones up to apprex. 0.3
x 0.3 cm in size, cut surface: light

40 9d Lungs highly distended; liver with isolated light
zones up to approx. 0.4 x 0.4 cm in size, cut
surface: gray areas
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Individual gross pathology findings

Male rats

Dose | Animal | Time of | Sacrificed | Findings
mg/kg nao. death after

2500 | 40 9d Spleen pale; glandular stomach reddened, emp-
ty; forestomach engorged with food; small intes-
tine with dark, mucid contents; bladder en-
gorged with urine, light yellow, firm mass ap-
prox. 0.5 x 0.8 cm in size in the bladder

3150 21 4d Animal heavily cannibalized, no longer eval-
uable
22 11d Lungs slightly patchy; liver with muitiple light

zones up to rice grain size, lobulated; spleen
and kidneys patchy; stomach filled with small
amount of food; glandular stomach reddened:
intestinal tract partly empty; large intestine with
partly solid contents

23 11d Lungs patchy, slightly distended; liver with multi-
ple light zones up to rice grain size, lobulated:
v spleen and kidneys patchy; stomach filled with
food; intestinal tract empty, distended
24 16d |n.o.e.
25 16d [n.oc.e.
4000 46 9d Lungs patchy to dark red, distended: liver slight-

ly pale, lobulated, with multiple light zones up to
approx. 1.0 x 1.0 cm in size, cut surface: gray;
forestomach engorged with food; glandular
stomach severely reddened, empty; intestinal
tract empty

Continued
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Individual gross pathology findings

Male rats

Dose | Animai | Time of | Sacrificed | Findings
mg/kg no. death after

4000 | 47 7d Lungs patchy, distended; liver lobulated, with
isolated light zones approx. 0.3 x 0.3 cm in size,
cut surface: gray areas; forestomach engorged
with foad, with multiple crateriform elevations:
glandular stomach empty, severely reddened;
small intestine partly empty, partly with red,
mucid contents

48 4d Lungs slightly patchy, somewhat distended: liver
pale, patchy, marked lobulation; forestomach
engorged; contents partly light beige; glandular
stomach empty, reddened; small intestine empty

49 8d Lungs distended, patchy to dark red, fluid in
lungs; liver slightly pale, lobulated, with muiltiple
light zones 0.5 x 0.5 cm in size, cut surface:
gray areas,; forestomach engorged with food,
with several crateriform elevations; glandular

s stomach empty, reddened; small intestine emp-
ty; spleen pale

50 4d Lungs slightly patchy, somewhat distended:
spleen patchy; forestomach engorged, contents
partly light beige; glandular stomach empty,
reddened; small intestine empty

Continued
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Individual gross pathology findings

Female rats

Dose | Animai | Time of | Sacrificed | Findings
mg/kg no. death after
100 | 41 15d  |n.o.e.
42 15d n.o.e.
43 15d [n.oc.e.
44 15d  |n.o.e.
45 15d  |n.c.e.
1000 | 31 15d  |n.o.e.
32 15d  |n.o.e.
33 15d  |n.o.e.
34 15d  |n.c.e.
35 15d  |n.c.e.
2000 | 16 22d |[n.0.e.
17 10d Lungs dark, patchy, slightly distended, contain
fluid; abdominal organs autolytic, not evaluable
) 18 22d |n.c.e.
19 22d |[n.o.e.
20 22d |n.o.e.
\
3150 | 26 22d [n.o.e.
27 13d Lungs slightly patchy; liver patchy, marked lobu-
lation, with several light zones up to 0.3 x
1.0 cm in size; spleen patchy; kidneys dark;
stomach and intestinal tract distended; intestinal
tract empty; stomach filled with small amount of
food and litter pellets; mucous membrane of
forestomach detachable, with multiple crateri-
form elevations
28 ad Lungs slightly patchy; liver very pale, patchy,
marked lobulation; stomach filled with food;
intestinal tract empty; spieen and kidneys
patchy

60




SXX 0665 T 9034377

Individual gross pathalogy findings

Female rats

Dose | Animal | Time of | Sacrificed | Findings B
mg/kg no. death atter

3150 | 29 12d Lungs dark; liver with several light zcnes up to
0.8 x 0.5 cm in size; spleen pale; forestomach
filled with food; glandular stomach empty, red-
dened; small intestine partly empty, partly with
red, mucid contents; large intestine partly emp-
ty, partly with hard contents; cecum with hard
contents

30 10d Lungs patchy, distended; liver with muitiple light
Zones up to approx. 0.2 x 1.5 cm in size; spleen
patchy; forestomach filled with food; glandular
stomach severely reddened, with isolated ulcer-
like foci; intestinal tract partly empty

4000 51 12d Lungs slightly patchy, somewhat distended: liver
slightly lobulated, somewhat enlarged, with
multiple light zones up to approx. 0.3 x 0.5 cm
in size, cut surface: light; spleen pale; kidneys

< patchy; forestomach engorged with food, with
isolated crateriform elevations; glandular stom-
ach and intestinal tract empty

52 6d Lungs slightly patchy, somewhat distended: liver
slightly pale, patchy; spleen patchy; kidneys
slightly pale; forestomach engorged with food:;
glandular stomach empty; small intestine empty

Continued
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Individual gross pathology findings

Female rats

Dose | Animal | Time of | Sacnificed | Findings
mg/kg no. death after

4000 | s3 10d Lungs patchy, slightly distended:; liver pale,
patchy, marked lobulation, with muitiple light
zones up to approx. 0.3 x 0.5 cm in size, cut
surtace: light, liver somewhat enlarged, slightly
swollen; spleen patchy; forestomach engorged
with food; glandular stomach empty, severely
reddened, with several ulcerlike foci: intestinal
tract empty

54 12d Lungs patchy, slightly distended:; liver lobulated,
slightly enlarged, with several light zones up to
approx. 0.3 x 0.5 cm in size, cut surface: light;
forestomach engorged with food, with isolated
crateriform elevations; glandular stomach and
intestinal tract empty

L] 55 11d Lungs highly distended; liver pale, marked lobu-
lation, somewhat enlarged, slightly swollen, with
s isolated light zones up to approx. 0.2 x 0.2 ¢cm
in size, cut surface: light; stomach filled with
food; forestomach with several crateriform ele-
vations; intestinal tract empty, distended

Continued
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e

11.5. }\_nalzsenze:_t_:_ifikate[Analytical certifjcates
11.5.1. Ereigabe/Approval '

Bayer AG 20001/80
PF-A/Netzplaasteile
Relense of _Active logredient Sample
Active logredlent Sample TOX 2714
Confidantial
Lonila e
- 4 Bayer AG
Cogyright by Bayzr A
Sample SXOC 0665 TECHN. ‘ the usc, uitsztizn or clatributlan
1 onjy permitta2 with tho conzand
Aufbau-No: 0095497

of Bayar AG.
Indicatlon: Fungicide

Batch No.: 17005/89

Origia of sample: PF-PIVE
Responsible Aaalyst: Dr. Cau

Analytical Methads: (HPLC EXT $TD.)

Laboratory:  FEAJ

Relenses:

TOX-No. Coatents Released Date of Commeant
t uotil Analysis
271400 9170 % 19197190 19/01190
$
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11.5.2 Stability

Bayer AG Mecnheim
PF-F/CE-RA March 21, 1890
Laboratory Dipl.-Ing. Riegner

Animal food analysis

Monheim Crop Protection Center

Bldg. 6610
TREATMENT FORMULATION
StasiLITY
Name of active ingredient . ... : SXX 0665
Study number . . ........... : T 6034739
Matrix . .................. : 1 % aqueous Cremophor
Batch number . ............ : 17005/89
Source of samples ......... : Dr. Holzum
Date of receipt . ........... : February 08, 1990
Type of formulation .. ....... : Suspension
Analysti. . ................ : Mews
g
RESULTS

Active ingredient content as percentage

Nominal value of initial a.i. level

’ in % Storage period in DAYS
0 7
0.1 . 99.7 97.5
S0 98 94.7

Stability verified for SEVEN DAYS.

Riegner Mews
9 seepacs FO  rorsignaTure

Formulation number: A 1235

0.1 % corresponds to 1 mg/mL; 50 % corresponds to 500 mg/mL
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11.5.3 Homogeneity

Bayer AG Moacnheim
PF-F/CE-RA March 22, 1390
Laboratory Dipl.-Ing. Riegner

Animal food analysis

Monheim Crop Protection Center

Bldg. 6610

TREATMENT FORMULATION

HOMOGENEITY

Name of active ingredient . ... : SXX 0665
Study number .. ........ ... : T 6034739
Matrix . .................. : 1 % aqueous Cremophor
Batch number . .. .......... : 17005/89
Source of samples . ........ : Dr. Holzum
Date of receipt ............ : February 08, 1990
Type of formulation ... ...... : Suspension
Analyst . ...... ... : Mews
ResutTs

Active ingredient content as percentage

Nominal value of initial a.i. level

in % Sample no.
1 2 3
0.1 83.9 81.1 86.4

Approved: YES
Relative standard deviation of 12 results for 0.1 % = 7.92 %

Riegner Mews 7]
SEE PAGE FOR SIGNATYRE

Formulation number: A 1235

0.1 % corresponds to 1 mg/mL
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Homogeneity
Bayer AG Monheim
PF-F/CE-RA March 28, 1930

Laboratory Dipl.-ing. Riegner
Animal food analysis
Monheim Crop Protection Center

Bldg. 6610

TREATMENT FORMULATION

HOMOGENEITY

Name of active ingredient . ... : SXX 0665
Study number . ............ : T 6034739
Matrix . . ................. . 1 % aqueous Cremophor
Batchnumber ............. : 17005/89
Source of samples ......... : Dr. Holzum
Date of receipt ............ : February 08, 1990
Type of formulation .. ....... . Suspension
Analyst,. ................. : Mews
ResulTs

Active ingredient content as percentage

Nominal value of initial a.i. level

in % Sample no.
1 2 3
50 98.6 83.8 85.3

Approved: YES
Relative standard deviation of 12 results for 50 % = 9.99 %

Riegner Mews
Formulation number: A 1235 seePAGE F 2 FOR SIGNATUSE

50 % correspands to S00 mg/mL
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11.5.4.

Eltterzusammensetzunq:/Comgos ition of diet

Cantidznial

Cozirtsht ey Bayzr AQ
ta e, Gllisenen or cistributlan
13 000y panminte? with tha coneans

M Roaete AT

ALTROMIN STANDARD DIETS
TOTALLY PATHOGENE FREE TPF?®

Hrorrad
1320 A

Maintenance Diet Rats/Mice intermatioral

Nuhnilhestalle®

Nutrients®

Amingslvren®
Amina Acids
P AL 1L LIS

Hahpeutoin Crude prntein 19,0
Pasbaferre Crude fay 4,0 Lysina 0.90
Rulvfascr Crude fiter 6,0 Methionine Q.10
Ascha Ash 7.0 Crstine 9.30
¥ avwar Maoisture t31,3 Phenylalanine 0,80
N-freiu Eatrakistalle Nitragen-frec extract 50,5 Tyrosine 0,60
Arginine 1,10
2 21 Hivticdine 0,40
Umscts0are Encrgie®’ Mataballizabtle Encrqy Tryatophane 8,20
Keal/ky Kcal/wg 2.850,0 ::o.l:‘::'l':\: g.:g
Nifkg Mifug .9 Leucine !
€ 1,30
Valine 0,90
. . : .
Mineralstalic Minerals Spurenefemente® *
Calclum Cateclum race eiemenis
Phosphor Phanhorus g' : " —
Mignesium Magnesium 0. 2 E"":?“"/r'"g‘"e" 73.0
Natrfum Sodium 0'2 Ront ron 180,0
Kalium Potassium ’ uoler Cooper 13,0
H 1,0 Zink Zing 70,0
Jad lodine 0,9
Fluor Fluorine 15,0

Vitamine®*®*

Vilaming®®**

Standard-0iet

Standard-Qiet fortified

o Vitamin A Vitamin A 15.000,0 IU
Vitamin 03 Vilamin ()‘1 600,40 u
Vitamin € Vitamin € 75,0 mg
Vitamin K] Vitamin KJ 3,0 mg
Vitamin B' Vitamie B' 18,0 mg
Vitamin Bz Vitamin Bz 12,0 mg
Vitamin Il6 Vitamin Bs 9,0 mg
Vitamin l'.I' Vitamin E' 24,0 mcg
Nikotns¥uda  Nicotfnic S3ida 36,0 mg
Pantathensliure Pantothenic aqcld 21,0 mg
Folslure Folic acid 2,0 mg
Giotim Biotin 60,0 mcg
Choalin Choline . 600,0 mg
Vitamin C Vitamin C 16,0 mg
. % in der 0{dt (Mittelwert) / average % content in the diet

a0
B}
2

mg in 1 kg OHIl (Mitielwert) /
Zusatz in t Wy Didt / additive in | kg diet
EC-Emplchiung / EC recommended
berechnet / calculated

25.000,0 1y
1.000,0 14
15,0 mg
3,0 mg
10,0 mg
20,0 mg
15,0 mg
40,0 mcg
60,0 mgqg
13,0 mg
3,0 mg
100,0 mcg
1.000,0 mg
60,0 mg

dverage mg content in | kg diet

ALTROMIN Standard-Didten garantieran grdfte Sicharheit bel Varsuchan
ALTROMIN Standard Diets warrant experimental safaty
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Vertraullch
1. QUALITATSSICHERUNGSERKLARUNG Biguntum cur Firma Sayer AQ
BunuzTurg., VI, oorieng odar Wellee
Gaso nur &t cinwllihgung der
Prufsubstanz: SXX 0665 Baysr AG gaatinat

Studien~Nr.: T 9034877

Diese Studie wurde durch die Qualitatssicherung zu den unten-
stehenden Terminen Uberprift. Die Ergebnisse der Cberprifungen
und Inspektionen wurden dem Versuchsleiter und, wenn notwendig,
auch dem Institutsleiter oder weiteren betroffenen Personen
schriftlich mitgeteilt.

Datum der Datum der Weiterleitung
Uberprifung/Inspektion des Inspektionsberichts
07.05.1990 (Prufplan) ’ 07.05.1990
08.05.1990 08.05.1930

Die Versuchsergebnisse und die Methoden sind im Bericht korrekt
wiedergegeben.

Qualigatssicherung
PH-AQ-S/GLP, Bayer AG

“ A8.3. 94

Datum. {25 . e Verantwortlich:....... 2777 ...

SIGNATURE PAGE FOR PAGE ___<_’i____.
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vartraulich

UNTERSCHRIFTEN Eigeilum dar Firma Bayer AQ

2 - Banutiung, Veiwsrurg odar Weltes,
gada nur mit Elawihiyuny der
Bayar AQ goslattet

Versuchsleiter:

------------------------

M\fe‘ [€. 3. 1334

r.F.Krdotlinger)

‘Abteilungslaiter: O el do f5.3.857

--------- ® e o e

(Dr.W.Flucke)

---------

{Datum)

' SIGNATURE PAGE FOR PAGE i
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11.5.2 tabiljitat/stabilit ) : -

—

EAVER AL Hovretm, Jen J1.3.%0
PF-FsCE-RRA

Labor 0.0, Rregnas

Trerfuttecanalyeil

Fflanzenschutzzani rur Rant.e e

Ceb.: 35109

Conhdantial

BEFL AT ICNSFOSMULIER NS Cogsright Uy Sayer AG
k J o thy oy wiltisaticn or dlatributicn
SIABILITRET 1s gniy parmiiiad with tho conaant

of Sayer AG.

«

HWirkstorfoezetichnung...: 20 G55

Studien-Nummer.........5 T 39 34 739
Hatrineeeeeeiannnnnnsans 12 vwass. Cremophor
Partienummer...........: 1700322

Herkunft der Proben....: Dr. Holzum
Eingangsdatum..........1 8.2.9@

Art der Foraulierung...: Suspension

Sachbeardeiter.........¢ Mews

EREEBHISSE :

%elluort in Hirkstoffgehalt in
% % vom Solluert

Lagerungszeit in TAGE
q 4

.1 99.7 ?7.3

S 93 94.7

Stabiltitaet ueber 7 TAGE st Jegeben |

...L,‘:‘.QH&J......

Mews

‘ormul ferungsnumeer : A 1233

L4

SIGNATURE PAGE FO8 PAGE
* 0,1t entspricht tmg/ml :
50% entspricht 500mg/ml
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SXX 0665 T 90234877

BAVER AC

PF-F7CE-RA

Laber D. I, Riegner
Tierfutieranalyeik
Pflanzenschutzzentrum Monheiw
Ceb.: 64610

irrhgin, Jern L0.2.%Q

ONIFORALITRUNG ggfﬁléi‘l’_'i‘l

it by Bayer AQ
ﬁt?tvx:":.' SYiisanan or clztribution
ls on:/ parmitiad with tha cansent

ot Bayer AQ.
Kirkstoffbezeichnung.. .t 4~ 8885
Studien-Nummer.........t T €0 34 739
ML, ideeeinninneneenneet 1% wass. Cremophar
Partienuneaer...........1 17093-99
Herkunft der Proden....t Dr. Holzuam
Elngangsdatum..........1 8.2.98
Art der Formulierung...i Suspension
Sachbearbeliter.........1 Meus
FRCEENISSE :
Solluert in Wirkstolffgenale in
% % vow Sullvert
-————— Frobe Nr,
{ 2 3
-
; .1 83.9 8L, 86.4
Freigabe 1 JA
rel. Scandardabveichung ueder 12 Herte fudr .1 Ya 1+ T.T 2
S NS S .
Hews
-
Formulterungs-tummir 1A 1239 0.1% eatspricht 1mg/ml

—
SIGNATURE FAGE FOR PAGE (pO
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¥

SXX 0665 T 9034877
om it3 ej
BRYER AG Bordvg vm, dir 22%.3.%9
PF-F/7CE~RN

Labor 0.1, Rragner
Trerfutieraralytik
PflanzenschutITentrus Honhelsn
Ceb.: €619

SIFLINATISHEFSGMIL 1220k

Hirkstoffbezeichnung. .. SAY BER3

Studien-lummer.........1 T {0 34 73%
Matrixn,ceieeeenacaaresetl 1Z wass., Cremophor
Partienuaner.....ccc0..t 17003789

Herkunfe der Proden....: Or., Holzum
Eingangsdatus..........1 8.2.93

Arty der Formullerung...: Suspension

Sachbearbelter. .. ......1 Meus

i ERGEBHISSE @

Solluers in Hirkscoffgehalt in
% V4 o wwd twes s
bbb i Prabe He,
! 2 3
L ]
39 3.4 $3.8 83.5

Freligabe 1 JA

rel. Standardadueichung usber 12 Hertd fuer %3 Y 1 2.%% %

T 17 2
Meay

Forwulierungs-Hummer :& 123% *50% entspricht 500mg/ml

SIGMATURE PAGE FOR PAGE Lo
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