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This study has been inspected, an ih.is report audited by the Quality Assurance Unit in 
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reasonably established the u'lethods desctjbed and the results incorporated in this re ort 
accurately reflect the raw data produced during this ,study. 
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GENERAL INFORMATION 

Contributors 
 
The following contributed to this report in the capacities indicated:  
 

Name Function 
Judit Tavaszi, M.Sc. Study Director 

Viktória Zelenák, M.Sc. Assistant scientist 

Istvánné Kiss, M.Sc. Quality Assurance Unit 

István Pásztor, DVM Veterinary control 

Peter Maslej, DVM, PhD Head of Pathology Unit 

Tamás Mészáros, PhD Head of Central Dispensary  

Eric Yau Syngenta Study Manager 
 
Study dates 
Experimental Starting Date   18 January 2011 
Experimental Completion Date  17 February 2011 
Reception of Animals    13 January 2011  
Acclimatization     At least 5 days 

 
Treatment 18 January 2011 (female no. 3997) 
 20 January 2011 (female no. 3998) 
 25 January 2011 (female no. 3999) 
 27 January 2011 (female no. 4000) 
 01 February 2011 (female no. 4001) 
 03 February 2011 (female no. 4002) 

 
 

Observation 18 - 20 January 2011 (female no. 3997) 
 20 January – 03 February 2011 (female no. 3998) 
 25 – 27 January 2011 (female no. 3999) 
 27 January – 10 February 2011 (female no. 4000) 
 01 – 02 February 2011 (female no. 4001) 
 03 – 17 February 2011 (female no. 4002) 
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Deviations from the study plan 
 

 
The Draft Report was sent later than indicated in the Study Plan. 
 
This deviation has no impact on the outcome of the study and interpretation of the results.  
 
Performing laboratory test substance reference number 
 
10/238K/1 101004 
 

Other 
 
The study documents: 
- study plan, 
- all raw data, 
- sample of the test item, 
- original final study report and any amendments, 
- correspondence 
will be archived according to the Hungarian GLP and to applicable SOP’s in the archives of 
LAB Research Ltd. 8200 Veszprém, Szabadságpuszta, Hungary. 
 
After the retention time of 15 years has elapsed all the archived materials listed above will be 
returned to the Sponsor or retained for a further period if agreed by a contract. Otherwise the 
materials will be discarded. 
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1.0 EXECUTIVE SUMMARY 

1.1 Study Design 

A single oral (gavage) dose was administered followed by a 14 day observation period. The 
animals were fasted overnight prior to treatment. Animals were weighed before dosing and 
food was returned 3 hours after dosing. 
 
Single animals were dosed sequentially at no less than approximately 48 hour intervals. The time 
intervals between dosing were determined by the onset, duration and severity of toxic signs.  
 
A limit test was started at a dose level of 5000 mg/kg bw. Due to the mortality of the first 
animal, the limit test was terminated and a main test was conducted with the starting dose 
level of 1750 mg/kg bw as requested by the Sponsor.  
 
Surviving animals were observed individually after dosing at 30 minutes, 1, 2, 3, 4 and 6 
hours post treatment and once each day for 14 days thereafter. Body weight was measured on 
Day -1 and just before treatment and weekly after. All surviving animals were examined 
macroscopically at the end of the study. 
 
1.2 Results 

Propiconazole/Fenpropidin EC (A9050B) caused mortalities at 5000 mg/kg bw (3/3). No 
deaths occurred in any animals treated at 1750 mg/kg bw. 
 
Clinical signs were observed in animals treated at 5000 mg/kg bw and 1750 mg/kg bw.  Two 
animals treated at 5000 mg/kg bw were observed with decreased activity, hunched back and 
piloerection, one of them displayed incoordination. Additionally, one animal dosed at 1750 
mg/kg bw presented with hunched back and piloerection. 
 
Body weight and body weight changes of the surviving animals during the study showed no 
indication of a treatment-related effect.  
 
During necropsy, beige mucoid material found in the digestive content of the esophagus, 
stomach and small intestines were observed in 1/3 rats treated at 5000 mg/kg bw. No 
treatment related macroscopic finding were observed in any other animal treated. 
 
1.3 Conclusion 

Under the conditions of this study, the estimated acute oral median lethal dose (LD50) of   
Propiconazole/Fenpropidin EC (A9050B) was calculated to be 2958 mg/kg bw in female 
RjHan:WI rats. 
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2.0 INTRODUCTION 

2.1 Purpose 

The purpose of the study was to assess the oral toxicity of the test item 
Propiconazole/Fenpropidin EC (A9050B) when administered as a single dose to rats. The 
results of the study allow the test item to be ranked according to most classification systems 
currently in use. 
 
2.2 Guidelines 

The study was performed according to the following guidelines: 
 
OECD guideline reference 425 (2008): Acute Oral Toxicity - Up-and-Down Procedure. 
 
United States Environmental Protection Agency, Health Effects Test Guidelines, OPPTS 
870.1100 Acute Oral Toxicity EPA 712-C-02-190, December 2002. 
 
2.3 Test Facility 

This study was performed in an AAALAC-accredited laboratory.  The Institutional Animal 
Care and Use Committee (IACUC) of LAB Research Ltd. reviewed the study plan and 
authorized the conduct of the study. 
 
3.0 MATERIALS AND METHODS 

3.1 Test Substance 

Data as supplied by the Sponsor. 
 
Name: Propiconazole/Fenpropidin EC (A9050B) 
Batch number: SMO0G120 
Purity:   

- Propiconazole – 129 g/L corresponding to 13.6 % w/w 
- Fenpropidin – 278 g/L corresponding to 29.2 % w/w 

Product code: A9050B 
Appearance: Brown, liquid 
Density: 952 kg/m3 
Reanalysis date: End of September 2015 
Storage conditions: Room temperature (<30 oC) 
Supplier: Syngenta Crop Protection AG 
 Postfach CH-4002 Basel, Switzerland 
Safety Precautions: Routine safety precautions (lab coat, safety glasses, gloves, 

face mask) for unknown materials were applied to assure 
personnel health and safety 
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The certificate of analysis is attached in Appendix 2. 
 
3.1.1 Identification, receipt 

The test item of a suitable chemical purity together with all precautions required in the 
handling and disposal of the test item were supplied by the Sponsor. The identification of test 
item was made in the Central Dispensary Unit of LAB Research Ltd. on the basis of the 
information provided by Sponsor. 

 
3.1.2 Formulation 

Propiconazole/Fenpropidin EC (A9050B) was administered undiluted.  
 

3.1.3 Details of material used for euthanasia 

 
 

Name: Euthasol® 40% 
Lot No.: 10C25 7 
Expiry Date: 02 2013 
Produced by: AST Beheer B.V. Oudewater Netherlands 
 
3.2 Experimental Animals 

Species and strain:   RjHan:WI rats 
Source: Laboratoire Elevage Janvier, B.P. 4105, Route 

des Chênes Secs, 53940 Le Genest-St-Isle 
CEDEX FRANCE 

Hygienic level at arrival:  SPF 
Hygienic level during the study: Standard housing conditions 
Justification of strain: Recognized by international guidelines as a 

recommended test system. 
Number of animals:   1 animal/step 
Sex:     Female rats, nulliparous and non-pregnant.  
Age when treated:   Young adult rats, 8-10 weeks old. 
Body weight (at dosing):  201 - 234 g 
Randomization:   Selected by hand at time of delivery. 
Acclimatization time: At least 5 days under laboratory conditions, after health 

examination. Only animals without any visible signs of 
illness were used for the study. 

 
3.2.1 Husbandry 

Animal health:    Only healthy animals were used for the test. The health 
     status was certified by the veterinarian. 
Room number:   522/5 
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Housing:    Individual caging 
Cage type:    Type II. polypropylene/polycarbonate  
Bedding: Lignocel Bedding for Laboratory Animals was 

available to animals during the study. 
Light:     12 hours daily, from 6.00 a.m. to 6.00 p.m. 
Temperature: 22 ± 3 °C 
Relative humidity: 30 - 70% 
Ventilation:    15-20 air exchanges/hour 
Enrichment:    Rodents were housed with deep wood   
     sawdust bedding to allow digging and other normal  
     rodent activities. 

 
The temperature and relative humidity was recorded twice daily during the study and the 
acclimation period. 

 
3.2.2 Food and water supply 

Animals received ssniff® SM R/M-Z+H "Autoclavable complete feed for rats and mice – 
breeding and maintenance" produced by ssniff Spezialdiäten GmbH, D-59494 Soest 
Germany (batch: 802 4830, exp. date: 05/2011) ad libitum, and tap water from municipal 
supply, as for human consumption from 500 mL bottle ad libitum. The food was considered 
not to contain any contaminants that could reasonably be expected to affect the purpose or 
integrity of the study. Details of the diet are archived with the raw data. 
 
Water quality control analysis is performed once every three months and microbiological 
assessment is performed monthly, by Veszprém County Institute of State Public Health and 
Medical Officer Service (ÁNTSZ, H-8201 Veszprém, József A.u.36., Hungary). The quality 
control results are retained in the archive at LAB Research Ltd. 

 
3.2.3 Identification  

Animals were individually identified by numbers written on the tail with a permanent marker 
pen. The numbers were given on the basis of the LAB Research Ltd. master file, for each 
animal allocated to the study. 
 
The boxes were identified by cards holding information on the study code, the sex of 
animals, the dose group, the cage number and the individual animal number. 
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3.3 Experimental Design 

3.3.1 Dosages 

Justification of the doses: 
 
The limit dose (5000 mg/kg bw) was selected by the Sponsor. Due to mortality, the limit test 
was terminated. The study then proceeded as a main test, in accordance with OECD 425 
(2008) and OOPTS 870.1100 (2002) guidelines. The starting dose level of the main test was 
1750 mg/kg bw. 
 
The test substance was administered undiluted 
 

Animal Number Dosage [mg/kg body weight] Volume [mL/kg body weight] 
3997 5000 5.25 
3998 1750 1.84 
3999 5000 5.25 
4000 1750 1.84 
4001 5000 5.25 
4002 1750 1.84 

 
Rationale: Oral administration is considered to be an appropriate dose route as it is a possible 
route of human exposure. 
 
3.3.2 Procedure 

A single oral (gavage) administration was followed by a 14 day observation period. The day 
before treatment the animals were fasted.  Food, but not water, was withheld overnight. 
Animals were weighed before dosing and food was returned 3 hours after the treatment. 
 
Single animals were dosed sequentially following an interval of no less than approximately 48 
hours with the exception of mortality. The time intervals between dosing were determined by the 
onset, duration and severity of toxic signs. Treatment of an animal at the next dose was 
performed when no significant clinical signs were noted in the previous animal or the animal 
produced mortality.  

 
3.4 Observations 

3.4.1 Clinical observations 

Surviving animals were observed individually after dosing at 30 minutes, 1, 2, 3, 4, and 6 
hours after dosing and once each day for 14 days thereafter. Individual observations were 
performed on the skin and fur, eyes and mucous membranes and also respiratory, circulatory, 
autonomic and central nervous system, somatomotor activity and behaviour pattern. 
Particular attention was directed to observation of tremors, convulsions, salivation, diarrhoea, 
lethargy, sleep and coma.  
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3.4.2 Body weight measurement   

The body weights were recorded on Day -1 and Days 0 (beginning of the experiment) 7 and 
14 (surviving animals).  
 
3.5 Necropsy 

All animals were subjected to macroscopic examination. Surviving animals were 
exsanguinated under pentobarbital anaesthesia. After examination of the external appearance, 
the cranial, thoracic and abdominal cavities were opened and the appearance of the tissues 
and organs were observed. All gross pathological changes were recorded for each animal on 
the post mortem record sheets. 

 
3.6 Data Evaluation 

The LD50  was calculated using the AOT425StatPgm program. This program was prepared 
for the US Environmental Protection Agency by Westat, May 2001 and updated by the US 
EPA June 2003. This programme was constructed using the most appropriate method to of 
estimate the LD50. 
 
The type, severity and duration of clinical observations are described. Body weight and body 
weight changes are summarised in tabular form. Necropsy findings are described and 
summarised in tabular form.  
 
4.0 RESULTS AND DISCUSSION 

Individual clinical observations and mortality results are presented in Table 1. Individual 
body weights and necropsy results are presented in Tables 2 and 3, respectively. 
 
4.1 Mortality  

Propiconazole/Fenpropidin EC (A9050B) caused mortalities at 5000 mg/kg bw (3/3). No 
deaths occurred in any animals treated at 1750 mg/kg bw. 
 
4.2 Body Weights 

Body weight and body weight changes of the surviving animals during the study showed no 
indication of a treatment-related effect.  
 
4.3 Clinical Signs 

Clinical signs were observed in animals treated at 5000 mg/kg bw and 1750 mg/kg bw.  Two 
animals treated at 5000 mg/kg bw were observed with decreased activity, hunched back and 
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piloerection, one of them displayed incoordination. Additionally, one animal dosed at 1750 
mg/kg bw was observed with hunched back and piloerection. 
 
 

4.4 Macroscopic Findings 

During necropsy, beige mucoid material found in the digestive content of the esophagus, 
stomach and small intestines were observed in 1/3 rat treated at 5000 mg/kg.  
 
Dark/red discoloration of the non-collapsed lungs and/or thymus were observed in animals 
dose at 5000 mg/kg bw and 1750 mg/kg bw.  These findings are considered to be agonal 
changes and are not treatment related. 
 
 
5.0 CONCLUSIONS 

Under the conditions of this study, the estimated acute oral median lethal dose (LD50) of   
Propiconazole/Fenpropidin EC (A9050B) was calculated to be 2958 mg/kg bw in female 
RjHan:WI rats. 
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TABLES SECTION 
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TABLE 1 Individual Findings – Clinical Signs 

DOSE LEVEL: 1750 mg/kg bw                                SEX: FEMALE 

Cage 
No. 

Animal 
Number Observations 

Observation days 
Freq 0 

1 2 3 4 5 6 7 8 9 10 11 12 11-14 
30' 1h 2h 3h 4h 6h 

2 3998 

Symptom 
Free + + + + + + - + + + + + + + + + + + + 19/20 

Hunched back - - - - - - + - - - - - - - - - - - - 1/20 
Piloerection - - - - - - + - - - - - - - - - - - - 1/20 

4 4000 Symptom 
Free + + + + + + + + + + + + + + + + + + + 20/20 

6 4002 Symptom 
Free + + + + + + + + + + + + + + + + + + + 20/20 
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TABLE 1 Individual Findings – Clinical Signs (Continued) 

DOSE LEVEL: 5000 mg/kg bw                             SEX: FEMALE 

Cage 
No. 

Animal 
Number Observations 

Observation days 
Freq 0 

1 2 3 4 5 6 7 8 9 10 11 12 13-14 
30' 1h 2h 3h 4h 6h 

1 3997 # 

Symptom 
Free + + - - - - - 

Found dead 

2/7 

Activity 
decreased - - - - - 1 1 2/7 

Hunched back - - + + + - + 4/7 
Incoordinaiton - - - - - +1 - 1/7 

Piloerection - - - - - + + 2/7 
Found dead - - - - - - - +   - 

3 3999 # 

Symptom 
Free + + - - - - - 

Found dead 

2/7 

Activity 
decreased - - 1 1 1 2 2 5/7 

Hunched back - - - - + + + 3/7 
Piloerection - - - - + + + 3/7 
Found dead - - - - - - - +   - 

5 4001 # 
Symptom 

Free + + + + + +   
Found dead 

6/6 

Found dead - - - - - - + - 

                       
Remarks: +: present # = Found dead 

  -: absent Treatment day= Day 0 

  h=hour (s)                     

  Freq: Frequency of observation = number of occurence of observation / total number of observations 
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TABLE 2 Body Weight and Body Weight Gain 

DOSE LEVEL: 1750 mg/kg bw         SEX: FEMALE 

Cage 
No. 

Animal 
No. 

Body Weight (g) 
Body Weight Gain (g) 

Days 
-1 0 7 14 -1-0 0-7  7- 14 -1 - 14 

2 3998 230 207 234 249 -23 27 15 19 
4 4000 256 233 270 292 -23 37 22 36 
6 4002 240 228 253 263 -12 25 10 23 

Mean: 242.0 222.7 252.3 268.0 -19.3 29.7 15.7 26.0 
Standard deviation: 13.1 13.8 18.0 21.9 6.4 6.4 6.0 8.9 

          
DOSE LEVEL: 5000 mg/kg bw         SEX: FEMALE 

Cage 
No. 

Animal 
No. 

Body Weight (g) 
Body Weight Gain (g) 

Days 

-1 0 7 14 -1-0 0-7  7- 14 -1 - 14 
1 3997 # 229 201 - - -28 - - - 
3 3999 # 238 227 - - -11 - - - 
5 4001 # 257 234 - - -23 - - - 

Mean: 241.3 220.7 - - -20.7 - - - 
Standard deviation: 14.3 17.4 - - 8.7 - - - 

          
Remarks: -: No data       
 Treatment day= Day 0 # = Found dead    
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TABLE 3 Macroscopic Findings 

 
DOSE LEVEL: 1750 mg/kg bw   SEX: FEMALE 

Cage 
No. 

Animal 
ID Necropsy Date External Observations Internal Observations Organ/Tissue 

2 3998 03 February 2011 No external observations recorded Mottled, brown, all lobes Lungs 
4 4000 10 February 2011 No external observations recorded No internal observations recorded Not applicable 
6 4002 17 February 2011 No external observations recorded No internal observations recorded Not applicable 

      
DOSE LEVEL: 5000 mg/kg bw   SEX: FEMALE 

Cage 
No. 

Animal 
ID Necropsy Date External Observations Internal Observations Organ/Tissue 

1 3997 # 20 January 2011 No external observations recorded 

Non collapsed 
Lungs 

Dark discoloration, red, diffuse, all lobes 

Digestive content; mucoid material, beige, 
opaque 

Esophagus, stomach, 
small intestine; ileum, 
duodenum, jejunum 

3 3999 # 27 January 2011 No external observations recorded 
Dark discoloration, red, diffuse Thymus 

Dark discoloration, red, diffuse, all lobes 
Lungs 

Non collapsed 

5 4001 # 02 February 2011 No external observations recorded 
Non collapsed 

Lungs 
Dark discoloration, red, diffuse, all lobes 

Remark: # = Found dead   
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Estas informa•;ões, resultados de i~stes e outros dados ião divulgados são confidenciais r de propriec idr, da 
SYNGENTA PROTECÃO DE CULT'VOS LTDA. protegidos na forria da Lei 10.603102 e do artigo 195, XIV da 
Lei 9.?79196 

É proibida a •v"lação ou divulgaç;:Jo, e vedado o uso. c.1inda que parcial ou por vias indiretas. a tirceiros n:io 
autorizados. 
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APPENDIX 1 Pathology Report 

 

fvlod. 005C 

/1 

AB Study code. 10/290-001,P_ 

PATI:~fLOGY REPORT 

!., 

INTRODUCTION 

The objective of the study was tf; assess the acute 05al toxicity of Propiconazole/ Fenpropidin EC 
(A9050B) when administered in a single dose to f/ male rats atone or more defined doses. The 
results of the study allows thb7 calculation of the t stimated oral LD50 of the test item and permits 
the test item to be ranked ac~cordihg, to most classification systems✓currently in use. 

RESUL TS AND DISCUSSION 

Surviving animals~were euthanized uphn completion of thr treatment period on Day 14. Rats 
were anesthetized with,pentobarbital, followed by exsanguination. Gross pathology consisted of 
an extemal ex~ ination, includiil'g, identification of( all clinically-recordeâlesions, as well as a 
detailed interpal examination. Histopathological examination was not performed. 

MORTALITY 
,,,., D f -----, 

Thret{/animals were found dead on Days 1 ol'---2. Necropsy was performed on 3/3 rats dosed at 
50Q0 mg/kg bw. 

!? 
FOUNDDEAD 

,_,,_ Macroscopi~ Fiictings 

) 
Beige mucoid material found in the digestive content of the esophagus, stomach and small 
intestines i,n 1/3 rat was considereâ to be test item-related. 

Other ch:~ges including-dark/l d discoloration of the non-collapsed lungs and/or thymus were 
likely agonal. , ) 

~ 

/2 

D-::su:_rADOS DE __ ,... -s ·:: ou-~~s DADOS !ÃO DIVU" GADOS 

Estas informacões, resultados de testes e outros dados não divulgados são confidenciais e de propriedade da 
SYNGENTI-\ P,ROTEÇÃO DE CULT!VOS LTDA., protegidos na forma da Lei 10.603/02 e do aítigo ·195, XIV da 
Lei 9.279/96 

É proibida a revelação ou divulgação, e vedado o uso. ainda que parcial ou por vias indiretas, a terceiros não 
autorizados. 

Yoc os os inf-·atores ·::,ode:ão ser orocessaáos c:vil e crimi!la'mente 
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APPENDIX 1 Pathology Report (Continued) 

 

TERMINAL (DA Y 14) 

Macroscopic Findings 

/! 
'\ 

J,AB Studycodc. 10/290-00lP 

_./} 

There was no evidcnce of lhe test itcm-related macroscopic observations at a dose levei of 1750 
mg/kgbw. /( 

Brown mottling of the lungs in J/3 female w'âs prob,.a,bly associated with te1minal procedure . 
. I 

CONCLUSION 

A single oral gavage of Propiconazole/Fenpropidin EC (A90508) to the RjHan:WI female rat at a 
dose levei of 5000 mg/kg bw' led.to the death of three anim~ls.pn' E>ay I or 2. Beige mucoid material 
found in the digest·ive content of the;.êsophagus, stomach · 'ând small intestines in l /3 rat was 
regarded as test i,tem-related. .~ 

;::. ,., . '\., - ; '·, ;-. 

ln animais recéi~ing 1750 n:g/kg,bw of Propiconaz~le/ Fenpropidin EC (A9050B)""ãrrd· subjectcd 
to the necropsy on Day 14, no tesr item-relatcd gross findings were seen. 

/ 

Pet~r ~ Rsiej, D.~., Ph.D. 
~ ,çad, Pathology D partment 
! 

. // 

,-- ~ 

..--,, ) 

o~t-rc~_0rr 

'r-SUl Tt\DOS [l[ -·- · ô f:: 01..:-~CJS Df.\ ·1os \Jf>.0 JIVUtGP..DOS 

Estas infoi·n1acôes. resultados ele test0s e outros dados na.o divulgados são confidenciais e do propriedade- els 
SYNG EN"IA PROTEÇAO DE CULTIVOS L TOA .• pmtegidos ea focma da l.e, 10.603/02 e do ac;lgo 195, X V da 
Lei 9.279/96 

Ê proil,icla c1 revslação oL.1 ciivulgacão .. ove. da. do o LISO .• aindél C]L'e parcial. ou fJOr vias incliratas, a terceiros nao 
.3.uto,ü:ac!os. 

L_ ~,~<)r~os qs inr~~,~1)rGs :j_g_d_e;·~:'i sei QllJ~.::-::ss;,)cins c:v=! e .:;:--inJi:·1z::rn~nie _ 
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APPENDIX 2 Certificate of Analysis 

 

Mod 005C 

-syngenta 
GLP Testing Facility WMU 

Analytical Developmen1 & 
Product Chemistry GS2131 

Syngenta Crop Protection 
Münchwilen AG 

Breitenloh 5 

/2 

___,IJ CH-4333 Münchwil~JL 

Certificate of Analysis 

/( A9050B, 1 
propiconazóle / fenpropidin EC (125/275) 

// 

Batch ldentification 

Product Code 

Other Product Code(s) 

Chemical Analysis 
(Active lngredient Content) 

/4 SMO0G120 

SM9fG120 
A9050B 
C~A64250/CGA114900 EC (125/275) 

ldentity of the Active lngredient(s)* confirmed ,.,. 

- Content of propiconazole * 13.6 % w/w~co.rresponding to 129 g/I 

- Content oUenpropidin * ....1/ 29.2 % w/wcç,rresponding to 278 g/I 

The Active lngredient(s) content is within the FAO limit?. 

Methodology ~ ed for Charactefizatibn / GC, ( 
Recertificatioh 

t. 

Physical Analysis 

- Appeãrance 

~ Density * 

l 
~tability: 

- Storage Temperature 

- Recertification Date 

,.J>rown, liquid 

952 kg/m3 , 

< 30ºC 

End of September 2015 

lf stored und~9 the conditions given above, this test substance can be considered stable until the 
recertification date is reached . 

T is Certificate of Analysis summarizes data which originates either from a single study or from severa 
individual studies. Tests mar;ked with an asterisk (*) have been conducted in compliance with GLP. Raw 
data, documentation, study- plans, any amendments to study plans and reports pertaining to this/these 
study/sj t1dies are stored under the study number(s) referenced below within the archives of the GLP 
Testing 

1
Facility WMU at Syng~ ta Crop Protection Muenchwilen AG. 

Study number of batch characterization: 

Study number(s) of batch recertification: 

-~ 
Authorisatio!J_:_,_ 0ciob t~ j :2 , 1o ,),O 

f 

10440071.doc 

121786 

Dr. A.M. Dos Santos Alves 
Analytical Development & Product Chemistry 

ÃO DIVU GADOS 

Page 1 of 1 

Estas informações, resultados de testes e outros dados não divulgados são confidenciais e de propneclade dé:1 

SYNGENT/-\ PROTEÇÃO DE CULTIVOS LTDA., protegidos na forma da Lei 10.603/02 e do aítigo ·195, YIV da 
Lei 9.279/96 

É proibida a rnv8Iação ou divulgação, e vedado o uso. ainda que parcial ou por vias indiretas, a terceiros não 

L:zados. 

~-•os os inf ·ª-':_on~s ooderão ser orocess- cios e ·vil e ç_rimina mente 
----------------------------------------------' 
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 APPENDIX 3 GLP Certificate 

 

fv'od 01 5C 

1051 ihHL-q:~{~St~ Zri H)1l -,J ,,...3T -. 

1:;-l:. n. Bt~6ú -.-~ ✓- Ll 

fo:o:: =:'i ~ b869-:~f..O 

•:' · nVJ\i: ',,::t:'t-(f•Zti.í, i ~U?">ilt:O<i-~'-'0JY! .t~~; 

Ref. no: OGYI/8242-11/20.10 

Admin.: lJrbin l\1ag<ioln/l Zita 

Date: 16 December, 201 O 

GOÇ) ·LABORATORY PRACTICE (GLP) 
CERTIFICA TE 

It is hcreby certified that theJest Iacility 
.// . 

(Base facilit9; H-8201 Veszprém1 Szabadságpuszta, Hungary) 
,-,,.. 

is ablc ~ carry out 

ptihico-chemical testing, to:Xicity studies, mutagenicity studies, environmental toxicity 

studie~fon aq1,1.atic.or terre triai organisms, studies on behavioudil water, soil and 

IÍ air; bio-accumulation , saf~ty-ph) rmacoJogy testing, rçproduction toxicology, inhalation 

toxicologi·, analytical chemistry and contract archiving 

' in compliance with t~e'Pripcíples of GLP (Good Laboratory Practice) and also complies-with 

ne corrcsponding OEGI)/European éommunity requirements. 

Da'te oft:he inspection: 4-8 Octohcr, 2010. 

'"'"'Su-TADOS )E -Fc,--s E Oll ~os DADOS NÃO DIVU~GADO~ 

Estas 1nformacões, resultados de testes e outros dados não divulgados são confidenciais e de prop1-iedacle da 
SYNGENTA P,ROTECÃO DE CULTIVOS LTDA., protegidos na forma da Lei 10.603/02 e do artigo 95, XIV ela 
Lei 9.279/96 

É proibida a rev<,lação rnI divulgação. e vedado o uso. ainda que parcial ou por vias indiretas, a terceiros não 
auloriLados. 
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