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STATEMENT OF THE STUDY DIRECTOR

This study has been performed in accordance with the study plan agreed upon by Sponsor, the
OECD Guidelines for Testing of Chemicals No.: 474 (1987) and the Principles of Good
Laboratory Practice (OECD, Paris 1997).

I declare that this report constitutes a true record of the actions undertaken and the results
obtained in this study.

Signature: WMM . Date;(Zé U 20 © /

Dr. Béla Olah \
Study Director .
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STATEMENT OF THE MANAGEMENT

According to the conditions of the research and development assignment between HUMET
Trade, Research and Development Co. (as Sponsor) and Toxicological Research Centre Ltd.
(as Testing Facility) " Mutagenic Effect of DOTATED POTASSIUM HUMATE POWDER
Test Item by Mironucleus Test." has been performed, insisting on the GLP requirement.

Signature: Q/\ Date: 16 %0‘4 Z/QO{
Dr. Gébo Hu‘f(a

Managin, D' ector
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QUALITY ASSURANCE STATEMENT

Study Code:  00/518-013M

Study Title:  Mutagenic Effect of DOTATED POTASSIUM HUMATE POWDER Test
Item by Mironucleus Test.

Test Item: DOTATED POTASSIUM HUMATE POWDER

This study has been inspected, and this report audited by the Quality Assurance Unit in
compliance with the Principles of Good Laboratory Practice. As far as can be reasonably
established the methods described and the results incorporated in this report accurately reflect
the raw data produced during this study.

All inspections, data reviews and the report audit were reported in writing to the study
director and to management. The dates of such inspections and of the report audit are given
below: '

Date Inspection/audit Date of report to
Management Study Director
13 Oct. 2000 Study Plan 13 Oc;. 2000 13 Oct. 2000
08 Dec. 2000 Microscopical 08 Dec. 2000 08 Dec. 2000
evaluation

27 Dec. 2000 Draft Report 27 Dec. 2000 27 Dec. 2000

26 Jan. 2001 Final Report 26 Jan. 2001 26 Jan. 2001
Signature: fé‘ //{/L‘é Date: L6 j’w «oof

1diké Hermann
Head of QAU
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SUMMARY

Potential mutagenic activity of the test item DOTATED POTASSIUM HUMATE

y ssrme munmaimad 2o lama vmenomicay A CANIRATIY caal
PO‘V‘V'DE“ Wad CAaAllliICU 11 UUIIK 1AW Ol INIVINI THICC,

The doses of test item DOTATED POTASSIUM HUMATE POWDER was
determined on the basis of the result of acute oral toxicity study.

The acute oral LDsp value of test item DOTATED POTASSIUM HUMATE
POWDER in CRL: NMRI BR mice were the foilowing:

Male: >5000mg/kg

Female: >5000mg/kg

The single administration of 5000 mg/kg of test item DOTATED POTASSIUM
HUMATE POWDER did not induce any clinical sign and lethality.

On the basis of results of acute study we chose 2000mg/kg dose of test item for
examination in micronucleus test.

In the main study the animals were treated with 2000mg/kg of test item once, by oral
route with stomach tube. The treatment volume: 0.1 ml/10g body weight. Sampling
were made twice, in the 24" and 48" hours after the treatment. Five males and five
females/dose/sampling time were involved in this study. Vehicle control groups
received Aqua destillate pro injectione.

Animals of the positive control group received 60 mg/kg Cyclophosphamide.

Two thousand polychromatic erythrocytes (PCEs) were scored per animal to assess
the micronucleated cells.

The single administration of 2000 mg/kg of the test item did not induce significant
increases in the frequency of micronucleated polychromatic erythrocytes (MPCEs) in
male and female mice at either 24 or 48 hours after the treatment compared to the
vehicle control.

The ratio of polychromatic to normochromatic erythrocytes was used to assess the
toxicity of the test item. This ratio was calculated on the basis of the number of mature
cells encountered while accumulating 200 PCEs.

No biologically important alteration occurred in the treated groups compared to the
vehicle control.

Positive control Cyclophosphamide caused significant increase in the number of
MPCEs in the 48" hour after the application, thus validates the test.

Under the conditions of this mouse micronucleus test the test item DOTATED
POTASSIUM HUMATE POWDER proved to be negative for mutagenicity in
NMRI mice.

TRC
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1. INTRODUCTION

The micronucleus assay is an in vivo test for the detection of chromosomal damage or
damage of the mitotic apparatus caused by a test item. The basis of this test is the
increase in the number of micronucleated polychromatic erythrocytes in the bone
marrow of mice exposed to a clastogen. Micronuclei are believed to be formed from
chromosomes or chromosome fragments left behind during anaphase and are scored
during interphase because they persist. Thus, the time involved in searching for
metaphase spreads in treated cell populations is eliminated. Test items affecting
spindle fiber function or formation, as well as clastogemc agents, can be detected
through micronucleus induction.

2. OBJECTIVE

The main objective of this study is to determine the chromosomal damage or damage
of mitotic apparatus in a mammalian test in vivo. The basis of this assay is an increase
of micronuclei in the polychromatic erythrocytes of treated animals versus controls.

3 MATERIALS AND METHODS

The start of treatment: 31 October 2000
End of in life phase 02 November 2000

3.1. TESTITEM

Name: DOTATED POTASSIUM HUMATE POWDER
Active component: potassium humate (22.5mg/g)

Appearance: dark brown powder with characteristic odour and smell
Storage conditions: 15-25°C

Batch No.: 007DKH0500

Producting date: 19 June 2000

Expiry date: 19 June 2001

Characteristics of the test item was included in the Analytical Certificate. According
to this Certificate the test item was free from contaminants that could influence the
study.

No special safety procedures was reqmred The safety rules with organic chemicals
had to be taken into consideration.

TRC
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3.1.1. Identification, Receipt

The test item of a suitable chemical purity was supplied by the Sponsor. All precautions
required in the handling and disposal of the test item was outlined by the Sponsor.
Analytical certificate was supplied by the Sponsor and archived with the raw data.

3.1.2. Formulation

The test item was administered in form of mixture prepared with vehicle (Aqua
destillate). Formulation was prepared freshly.

The necessary amount of the test item was weighed into a calibrated volumetric flask
and vehicle was added partially and its was stirred to obtain homogenous mixture. It
was diluted to the final volume with vehicle (Aqua destillate).and homogenized with
stirring. Cyclophosphamide (positive control) was solved in NaCl pro injectione, for
the treatment.

The test item was prepared with vehicle (Aqua destillate ) solution) in 20.0 w/v %.

3.1.3. Vehicle:

Name: Aqua destillate pro injectione
Batch No.: 20000816-152-153
Source: Grof Esterhdzy Hospital, Papa, Hungary
Expiry: 16 August 2001
Name: 0.9% NaCl infusion
Batch No.: 20000313-696
Source: Grof Esterhdzy Hospital, Papa ,Hungary
Expiry: 13 Marc 2001
3.1.4. Positive Control Cyclophosphamide
Batch No.: 44H0486
Supplier: SIGMA Chemical Company
Expiry: December 2001

TRC
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EXPERIMENTAL ANIMALS

Species and strain:
Source:

Hygienic level at arrival:

Hygienic level during
the study:
Justification of strain:

Number of animals:
Sex:

Age of animals:
Body weight range
at start of study:

Date of receipt:
Acclimatization time:

Husbandry

Animal health:

Room:

Housing:

Cage type:
Bedding:

Light:
Temperature:
Relative humidity:

Animal Identification:

CRL: NMRI BR mice

Charles River (Europe) Laboratories
Budapest, HUNGARY

SPF

good conventional

The NMRI mouse is one of the standard animals in
mutagenetic tests

30 males and 30 females
male and female
young adult mice, less than 8 weeks old

27.9-33.8 g male
24.9-27.8 g female
25 October 2000

5 days

Only animals in acceptable health condition were used
for the test. It was certified by the veterinarian.

241

Group caging (5 animals/cage)

IL. type polypropylene/polycarbonate
laboratory bedding

12 hours daily, from 6.00 a.m. to 6.00 p.m.
22+3°C

30-70%

The individual animal identification was performed by tattoo numbers on the tail of

the mice.

The cages were marked with identity cards, with information about study code, sex,
individual animal number and dose group.

Randomization:

The animals were randomized and divided into the control and test item treated
groups. The randomization was controlled by computer program according to the
actual body weights verifying the homogeneity and deviation between the groups.

TRC
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3.2.2. Food and Feeding

Animals received SSNIFF R/M-Z+H diet for rats and mice produced by Ssniff
SpezialdidtenGmbH, D-59494 Soest Germany. Diet was supplied to the animals, ad
libitum.

Contents of standard diet for rats and mice are shown in Appendix 3.

3.2.3. Water Supply

Animals received aqua fontana, as for human consumption, ad libitum, from 500 ml
bottles.

3.3. TESTPROCEDURE
3.3.1. Determination of the dose

The doses of test item DOTATED POTASSIUM HUMATE POWDER were
determined according to the p.o. LDs value.
In the preliminary acute oral study the animals were treated with the following dose.

Groups Dose Number of Animals Mortality
(mg/kg)

Group | 5000 . 5 males 0

Group II 5000 S females 0

The test item did not induce any symptom.

The animals were symptom free during the observation period.

The acute oral LDsy value of test item DOTATED POTASSIUM HUMATE
POWDER in CRL: NMRI BR mice were the following:

Male: >5000mg/kg

Female: >5000mg/kg

On the basis of the result of acute oral toxicity study the test item will be applied at
2000 mg/kg dose level.

3.3.2. Dosage

The test item was applied at one dose level.
The Cyclophosphamide (positive control) was administered at 60 mg/kg dose level.

DOSES No. OF ANIMALS
Test item 2000mg/kg 10 males and 10 females
Cyclophosphamide 60 mg/kg 5 males and 5 females
Vehicle control 10 males and 10 females
Aqua destillate pro injectione

0.1mi/10gb. w.

Untreated control 5 males and 5 females

TRC
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APPLICATION AND SAMPLING TIME

Animals were treated with the test item once, by oral route with stomach tube. The
treatment volume: 0.1 ml/10g body weight.

Sampling were made twice in the 24" and in the 48" hours after the treatment.

5 male and 5 female animals by dose groups were used for sampling at each occasion.

Cyclophosphamide (positive control) was administered by intraperitoneal route with
injection. The treatment volume: 0.1 ml/10g body weight.

The sampling was performed 48 hours after the beginning of the treatment.

As a positive control, five male and female animals were treated with
Cyclophosphamide.

The vehicle (Aqua destillate pro injectione) was administered by gavage. Animals
were treated once and the sampling was performed 24 and 48 hours after the
application. The treatment volume: 0.1 ml/10g body weight.

5 male and 5 female animals were used for sampling at each occasion.

Untreated control groups contained 5 male and 5 female animals.
In case of untreated control the sampling was performed 24 hours after the beginning
of the study.

PREPARATION OF BONE MARROW

Bone marrow was obtained from two femurs of the five surviving freshly sacrificed
mice from every dose/sex/timepoint. The bone marrow was flushed with fetal calf
serum. The cells were concentrated by a gentle centrifugation, spread on a standard
microscopic slide. Slides were fixed and stained with Giemsa. Two slides were
prepared from each animal.

Slides were coded for blind microscopic analysis.

EXAMINATION OF SLIDES

The slides were examined in a blind manner. Two thousand PCEs were scored per
animal to asses the micronucleated cells. The frequency of micronucleated cells were
expressed as percent of micronucleated cells based on the first 2000 PCEs counted in
the optic field. Multiple micronuclei was not registered.

The proportion of immature among total (immature+mature) erythrocytes were
determined for each animal by counting a total of at least 200 immature erythrocytes.

EVALUATION OF THE RESULTS

The results are presented in Summary Tables. These tables contain the results of
treated, untreated, vehicle and positive control groups. The micronucleated PCEs per
2000 PCE and the ratio of PCE / NCE were listed for each animal (APPENDIX 2).
The frequency of micronuclei of treated male and female groups were compared with
those of the vehicle control groups.
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Dose and time dependent increase of the number of micronucleated PCEs was
evaluated by Kruskal-Wallis Non Parametric ANOVA test at 1 and 5% probability
levels.

CRITERIA OF POSITIVITY

Criteria of positivity is a significant increase (>0.003) at p<0.05, p<0.01 of the
frequency of micronucleated polychromatic erythrocytes at least in two treated groups
in one or both sexes. \

This increase might be observed:

- at adjacent dose levels: in the same experiment, dose- dependency,

- at adjacent time points: in the same experiment, same dose level, that is time-
dependency,

- in two experiments, in the same dose level and time point, that is reproductibility.

ARCHIVES

The study documents:

- study plan,

- all raw data,

- specimen of the test item,
- study report,

- correspondence.

are stored in the archives of TRC Ltd., Hungary 8201 Veszprém, Szabadsagpuszta
P.0.B.348. according to the OECD GLP and to the TRC's SOP's. The retained
materials will be offered for the Sponsor for further retainment.

TRC
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4. RESULTS AND DISCUSSION

The test item DOTATED POTASSIUM HUMATE POWDER did not induce
significant increases in the number of the micronucleated PCEs at 2000 mg/kg dose
level (24, 48 hours after the treatment) in male and female NMRI mice.

Considerable differences in the ratio of polychromatic and normochromatic
erythrocytes were not found after the treatment. '

Biologically significant depression of PCE:NCE ratio was not observed in the study.

Cyclophosphamide treated mice (60 mg/kg) showed significantly increased MPCE
numbers compared to the control.

The summary of results is shown in APPENDIX 1.
The experimental data of Study are shown in APPENDIX 2.

5. CONCLUSION

Under the conditions of this assay the test item DOTATED POTASSIUM
HUMATE POWDER did not induce significant increase in the number of

micronucieated polychromatic erythrocytes at 2000 mg/kg dose level after single
administration in NMRI mice.

Under the conditions of this mouse micronucleus test DOTATED POTASSIUM
. HUMATE POWDER proved to be negative for mutagenicity in NMRI mice.

(Y
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7. DEVIATION FROM THE STUDY PLAN

The Batch No. of test item was 007DKHG500 insted of 007DKH0600.

The animals in the vehicle control groups were treated with Aqua destillate pro
injectionem insted of. isotonic 0.9% NaCl infusionem.

Date of Final Report is 30 January 2001 instead of 15 Dec. 2000.
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TABLE 1

MUTAGENIC EFFECT OF DOTATED POTASSIUM HUMATE POWDER
TEST ITEM BY MICRONUCLEUS TEST

SUMMARY
Study Code:  00/518-013M Test Item: DOTATED POTASSIUM
HUMATE POWDER
Test System: CRL: NMRI BR mice Sex: male
No. of Animals: 5
Sampling | Numberof | o NCE MPCE
Groups time (hour) PCE rate
analyzed mean +SD
Untreated 24 10000 1.35 3.20 0.84
Control
Vehicle 24 10000 1.29 3.80 0.84
Control ‘
2000mgkg | 24 10000 1.24 420 1.10
Vehicle 48 10000 130 3.80 0.84
Control
2000mg/kg 48 10000 1.14 420 0.84
Positive 48 10000 0.33 38.40%% 472
Control

PCE = Polychromatic Erythrocyte

NCE = Normochromatic Erythrocyte

MPCE = Number of Micronucleated Polychromatic Erythrocyte referring to 2000PCE
Vehicle Control = Aqua destillate pro injectione

Positive Control = 60 mg/kg Cyclophosphamide

* =p<0.05

** =p<0.01

Kruskal-Wallis Non Parametric ANNOVA

TRC
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TABLE 2

MUTAGENIC EFFECT OF DOTATED POTASSIUM HUMATE POWDER
TEST ITEM BY MICRONUCLEUS TEST

SUMMARY
Study Code: 00/518-013M Test Item: DOTATED POTASSIUM
HUMATE POWDER
Test System: CRL: NMRI BR mice Sex: female
No. of Animals: 5
Sampling | TumPerof | pepNCE MPCE
Groups time (hour) PCE rate
analyzed mean +SD
Untreated ‘
Control 24 10000 1.34 3.00 0.00
Vehicle
Control 24 10000 1.29 3.60 0.55
2000 mg/kg 24 10000 1.18 4.20 1.30
Vehicle
Control 48 10000 1.35 4.00 0.71
2000 mg/kg 48 10000 1.29 4.60 0.89
Positive 48 10000 0.34 34.60%+ 3.58
Control

PCE = Polychromatic Erythrocyte

NCE = Normochromatic Erythrocyte

MPCE = Number of Micronucleated Polychromatic Erythrocyte referring to 2000 PCE
Vehicle Control Aqua destillate pro injectione

Positive Control 60 mg/kg Cyclophosphamide

* p<0.05

p <0.01

Kruskal-Wallis Non Parametric ANNQVA

[ I I

* %
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Untraated
Centrol

Vehicle
Control
Agua destillate

TEST ITEM
2000
mg/kg

i REMARKS :

ANIMAL

w R 3 N

10

+SD

11
12
13
14
15

$SD

PCE = Polychromatic Erythrocyte
. RCE = Normochromatic Erythrocyte

MPCE = Numbsr of Micronucleated Polychromatic Exythrocytes per 2000 PCE

.
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STUDY CODE
TEST ITEM :

TEST SYSTEM

SAMPLING TIME:

BODY WEIGHT
ig}

w
e
® v & ® @

31.22
1.96

29.
28
30
33
3.

» s W oy

30.72
1.8%

00/518-013M
DOTATED POTASSIUM HUMATE POWDER
CRIL:NMRI BR MICE

EXPERIMENTAL DATA OF MICRONUCLEUS STUDY

24th hours

© © o o °

o o o o

.34
.30
32
.32
.29

.29
.39
.30
.33
.32

MPCE

W onm WA

3.80

LI SR

4.20
1.20

PCE

200
200
200

200
200
200
200
200

200
200
200
200
200

APPENDIX 2
SEX: MALE
NCE PCE/NCE
RATE
162 1.23
13s 1.48
154 1.30
140 1.43
152 1.32
1.38
a.10
178 1.12
171 1.17
142 1.41
152 1.32
138 1.44
1.29
0.14
169 1.8
244 139
152 1.33
172 1.16
176 1.14
1.24
©.11
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STUDY CODE .
TEST ITEM :
TEST SYSTEM :

SAMPLING TIME-

BODY WEIOGHT
{g?

00/518-033M
DOTATED POTASSIUM KUMATE POWDER
CRL:NMRI BR MICE

32.
27.
30,
29.
32.

N Y v g

30.56
1.92

29.86
30.9
30.4
31.7
32.8

31.08
1.23

48th hours
APPL. MPCE PCE
VOLUME
{ml}
0.33 4 200
0.30 3 200
0.32 4 200
0.32 3 200
0.30 5 20¢
3.80
0.84
0.33 L] 200
0.28 3 200
0.31 5 100
0.30 S 200
.32 4 200
4.20
o 84
P.30 42 200
4.31 35 200
0.30 490 200
0.22 32 200
0.33 43 200
38.40
4.72

MPCE = Numbar of Micronuclsated Polychromatic Erythrocytes per 2000 PCE

GROUPS ANIMAL

No.

Vehicle 16

Contrel 17

Aqua destillate 18

19

20

MERN

$80

TEST ITEM 21

20490 22

mg/ kg 23

24

25

MEAN

+8D

##3“5, .

Positive 26

Contyxol 27

. {Cyclophosphamid) 28
e €0 mg/kg 29
30

MEAN

+8D

REMARKS :
PCE = Polychromatic Erythrocyte
NCE = Normochromatic Rrythroeyts
ﬁ#“mh\

e S

APPENDIX 2
SEX: MALE
NCE PCE/NCE
RATE
188 1.27
150 1.33
144 139
146 1.37
178 3.312
1.30
¢.11
186 1.08
178 1.12
187 1.27
1s0 1.08
167 120
1.14
0.09
582 0.34
608 0.33
s80 0.34
597 0.34
649 0.31
0.33
.01



GROUPS

Untreated
Control

Vehicle
Contyol
Agua destillate

TEST ITEM
2000
el mg/kg
REMARRKS :

28D

38
7
38
39
40

+8D

41
42
43
44
45

Page 3 of APPENDIX 2
STUDY CODE . 00/518-013M
TEST ITEM : DOTATED POTASSIUM HUMATE POWDER
TEST SYSTEM : CRL:NMRI BR MICE
EXPERIMENTAL DATA OF MICRONUCLEDS STUDY SEX: FEMALE
SAMPLING TIME: 24th hours
BODY WRIGHT APPL . MPCE PCR NCE PCE/NCE
fg) VOLUME RATE
(ml)
5.6 0.00 3 200 i8¢ 1.28
25 4 0.00 3 200 138 1.45
26.8 0.00 3 200 182 1.32
27.2 .00 3 200 154 1.30
26.1 0.00 3 200 147 1.36
26.22 3.00 1.34
0.77 9.00 ¢.07
25.8 0.2¢ 4 300 161 1.24
26.4 0.2¢6 4 200 184 1.09
27.8 0.28 3 200 177 1.13
25.9 0.26 3 200 146 1.37
25.4 0.38 L] 200 122 1.64
26.36 3.60 1.29
0.93 0.55 0.22
27.6 ‘.28 5 200 leé 1.20
25.4 0.25 3 200 160 1.25
24.9 0.25 [ 200 146 1.37
27.2 0.27 4 200 162 1.23
25 .4 0.25 3 200 244 0.82
26.10 4.20 1.8
1.21 0.21

+SD

PCE » Polychromatic Erythrocyte
NCE « Normochromatic Erythrocyte
MPCE = Number of Micronucleated Polychromatic Brythrocytes per 2000 PCR

1.30



GROUPS

ANIMAL

No.

Yehicle
Contxol
Aqua deatillate

TEST ITEM
2000
mg/kg

Positive
Ceontrol

P (Cyelophosphamad)
€0 mg/kg

REMARKS :

46
47
48
49
50

MEAN
+SD

51
52
53
54
5%

MEAN
+8D

s6
57
58
59
60

MEAN

Page 4 of APPENDIX 2
STUDY CODE : 00/518-013M
TEST ITEM : DOTATED POTASSIUM HUMATE POWDER
TEST SYSTEM . CRL:NMRI BR MICE
EXPERIMENTAL DATA OF MICRONUCLEUS STUDY SEX: FEMALE
SAMPLING TIME: 48th hours
BODY WEIGHT APPL. MPCE PCE HCE PCE/NCE
(g) VOLUME RATE
(ml)
27.3 0.27 5 200 142 1.41
25.9 0.26 3 200 141 1.42
27.7 0.28 4 200 129 1.85
25.1 0.28 4 200 164 1.22
25.3 9.25 4 200 17% 1.14
26.26 4 00 1.38
1.18 0.71 Q.16
26.4 0.26 4 200 137 1.46
25.8 0.26 4 200 173 1.16
25 3 2.25 4 200 i60 1.28
27.4 0.27 [3 200 168 1.19
25.8 0.26 -3 200 146 1.37
28.14 4.60 1.29
0.80 .89 0.13
26.3 .36 38 200 626 .32
25.5 0.26 32 200 596 0.34
26.1 0.26 a2 200 574 0.35
25.3 0.25 3¢9 200 542 0.37
27.2 9.27 32 200 59¢ 0.34
26.08 34 60 .34
0.75 3.88 0.02

8D

PCB = Polychromatic Exythrocyte
HCE = Normochromatic Exrythrocyts
MPCE = Number of Micronucleated Polychromatic Erythrocytes per 2000 PCE
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CONTENTS OF SSNIFF R'M-Z+H EXTRUDED COMPLETE DIET FOR

Crude protein
Crude fat
Crude fiber
Crude Ash
Lysine
Methionine
Calcium
Sodium
Magnesium
Phosphorus
Vitamin A
Vitamin D,
Vitamin E

RATS AND MICE

19.00 %
3.50%
4.90 %
6.00 %
1.10%
0.60 %
1.00 %
0.20 %
0.20 %
0.80 %

2200010
10001U

120 mg/kg

These data are standard and guaranteed values provided by the supplier.
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CERTIFICATE OF TEST ITEM

HUMET Kereskedelmi, Kutatdsi és Fejlesztési Részvénytirsasig
1121 Budapest, Kookoly Thege u. 29-33.

1525 Budapest, 114, Pf. 45,

MUBIZONYLAT
Termék neve ALT pogm- T
Nyilvéntartasi szam: -
HUMET Kereskedeimi, Kutatisi és
) Fejlesziési Részvénythrsasig
Gyértéhely: 1121 B:’dnpen, Koakoly Thege u. 29-33.
1525 Budapest, 114. Pf. 49.
Gyértési sorozat szima: 005DKHO0500
Gydrtasi idd: 05.julius.2000.
. o - 2m 8
Kiszerelési egység: lamindlt aluminium foliss zacskd
Téroldsa: 15-25°C
Ditum: Wmm;; Minbrités:
Budapest 2000 julius 20. ({—2 L ::Z G| Megfelel
Dr, Kiflly Arpad

it's @ true COpy
Hitolon MHbsgial

Data/Ditum £6€0. sy Ch

S,gnawuei‘\lbitas_/! ‘ 4__1

HUMET &

Keroskedeimi, Kutathsi 6 Fejieaztésl
Részvénythrsssh

5
MinSsdgbizicsiths

ST L .

B e e g e
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CERTIFICATE OF TEST ITEM

Gydrtisi sorozat szima 005DKH0500
Vizsghlatok Kévetelmény | Eredmény
LSajitségok
1.1, Leirds Satétbarna lazs por Megfelel
2. Gybgyszerforma vinghiat
105 *C-on sziritve 10 %
2.1. Nedvesség tartalom min.S % - max 15 % 11,2
A por vizes szuszpenzidia
2.2. Mechanikai szenmyezések makroszkoposan észielhetd idegen Megfelel
részecsiét nem tartalmaz
2.3. Szemcseméret Linedris méret<200um Megfelel
24.pH 4,5-6,0 47
3, Osszetétel vizsgdiat
3.1.Tisztaségi vizsghiat
Msax. 1000 mikroorganizmus /g
ebbo] legfebebb 100 gomhlg
Kizirt: Enterobacteriaceae
BRI Pseudomonss aeruginosa
3.1.1, Mikrobiologiai tisztaskg Staphy} Megfelel
‘s Bacillus subtilis
Candida albicans
\ itlus niger
3.1.2. Nehézfém tartalom
3.1.2.1. Olom tartalom Max. 0,15 g/kg Megfele!
3.1.2.2. Arzén tartalom Max 0,15 g/kg Megfelel
3.1.2.3. Aluminium Max. 3,0 g/kg Megfelel
3.2. Tartalmi meghatirozis
Veagit |V age e | Analitikad éntek
s | [me¥s [mOR |og00m)
K 1164 1989 133,9 89,1
Mg {524 445 le03 44,1
Fe 48,9 41,6 56,2 44,0
3.3.1. Fémtartalom AAS, Za 349 (297 |40, 30,5
vagy ICP analizissel Mn 10,5 3,9 12,1 8,6
Cu 170 6,0 8,1 6,0
v 1,75 1,5 2,0 1,4
m’\ Co__ o7 lo#s losn 06
Hitglos Mésoiet Mo 061 {043 0,79 0,55
DDA Aol Se 044 {031 10,87 054
s\gnawmA\twhl /e\ 2

e
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CERTIFICATE OF TEST ITEM )

TOXICOLOGICAL RESEARCH CENTRE
IEST ITEM PATA-SHEET

To be prepared by the sponsor as complete as possible.
This dats-sheet may be substituted or completed by & company-own analyticsl repors.

Sponsor: /‘/‘/ME’/' T 424 7 p. /4;&;44—4 .ﬁc.;a. 23-11,

Product: dalecd Voo on'on (fuofe Bateh-No:

{common same, code): Do oh ;::u/ &J Quaatity: 008 Dy ieloo

Chemical pame:

Structural formula: e

Purposs of ase: Long Eow. Lo x 0~ Loy

Dosis of use: .

(anticipated)

.| Active component:

(in %)

Other componsnts:

qualitative and quantitative)

Asalytieal method for test item coscarning ideatity, homogenity, coscentration and stability:
SLEAP. DES ; 7R

Physical propertiss: ;
colour, odoir, stte: brewsa s gt o e et | rpedid o dli.
melting-point/boiling point: =,
solubility: ) erlf; 2. el £a. 5 ot
beat eability: 0.0
Dats of production:
Expiration date:
Storage cond.: anbient 22°C23 e E (humidity 50% + 10)
{plesse mark with x): protected froem light ...
refrigerstor, 4°C22
deep frozen, -22°C12
other storage cond.:
Hazxards sod precantions:
(safety handling)
Any additional informations:

Siguaturs of spousor: ﬂ(—dwc i7AKE SR P IS %./NZ?'-

After completion of the study unused test item will be returned to the study spoasor.

TRT Wil etrrreference-qample of the compound.
TNy
Hitoles Masolat l \-Nm :n“"’w
DBt&/DAUM Lors. guee) o Wm resehd
Signature/Al4 iras‘f{/ i M
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