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Sufficient data on identity, physical and chemical properties and other information are available for the 

plant protection product and the contained technical active substances. 

 

Noticed data gaps are: none 

1 Section 1: Identity of the plant protection product 

1.1 Applicant (KCP 1.1) 

Name: Asahi Chemical Europe s.r.o. 

Address: Lužná 716/2 

 160 00 Praha 6 – Vokovice 

 Czech Republic 

1.2 Producer of the plant protection product and of the active substances 

(KCP 1.2) 

1.2.1 Producer(s) of the preparation 

Confidential information or data are provided separately (Part C). 

1.2.2 Producer(s) of the active substance(s) 

Confidential information or data are provided separately (Part C). 

1.2.3 Statement of purity (and detailed information on impurities) of the active 

substance(s) 

1.2.3.1 Sodium 5-nitroguaiacolate 

Sodium 5-nitroguaiacolate min. 980 g/kg 

Impurities of toxicological/ ecotoxicological concern: 

 

none 

1.2.3.2 Sodium o-nitrophenolate 

Sodium o-nitrophenolate min. 980 g/kg 

 

Impurities of toxicological/ ecotoxicological concern: 

 

 Phenol max. 0,1 g/kg 

 2,4 dinitrophenol max. 0,14 g/kg 

 2,6 dinitrophenol max. 0,32 g/kg 

1.2.3.3 Sodium p-nitrophenolate 

Sodium p-nitrophenolate max. 998 g/kg 

 

Impurities of toxicological/ ecotoxicological concern: 

 

 Phenol max. 0,1 g/kg 

 2,4 dinitrophenol max. 0,07 g/kg 

 2,6 dinitrophenol max. 0,09 g/kg 
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Safety data sheets of the active substances are provided separately (Part C). 

1.3 Trade names and producer’s development code numbers for the preparation 

(KCP 1.3) 

Trade name:  Asahi Max 

Trade name:  Atonik SL (Greece) 

Migoto (Bulgaria, Spain)  

Ikaruga (Portugal) 

Company code number:  ARY-0469-04 

1.4 Detailed quantitative and qualitative information on the composition of the 

preparation (KCP 1.4) 

1.4.1 Composition of the plant protection product (KCP 1.4.1) 

Table 1.4-1: Active substance(s) and variant(s) of the active substance(s) 

Active substance / 

variant 

Declared content of 

the pure active sub-

stance / variant 

(g/L or g/kg) 

FAO Limits 

(min – max) 

 

Technical content*  

(g/L or g/kg) 

Technical content**  

(%w/w) 

Sodium 5-

nitroguaiacolate 

3 2.601 to 3.519 (0.258 to 

0.349 % w/w) 

3.06  0.3% w/w 

Sodium o-

nitrophenolate 

6 5.202 to 7.038 (0.516 to 

0.698% w/w) 

6.12  0.6% w/w 

Sodium p-

nitrophenolate 

9 7.66 to 10.373 (0.759 to 

1.028% w/w) 

9.02  0.9% w/w 

*  Based on the minimum purity of the active substance declared for registration in the active substance dossiers 

**  Based on the density of the formulation = 1,009 g/ml  

 

Formulants and co-formulants 

CONFIDENTIAL information is provided separately (Part C). 

Safety data sheet of the product is provided separately (Part C). 

 

The content of relevant impurities is calculated based on the values listed in the Regulation (EU) no. 

540/2011 of 25 May 2011 (see part 1.2.3.2 and 1.2.3.3). 

The theoretical maximum limits of the impurities in ASAHI MAX, which contains 6 g of sodium o-nitro-

phenolate and 9 g of sodium p-nitrophenolate, are determined in the following table: 

Table 1.4-2: Relevant impurities in the formulation ASAHI MAX 

impurity/AS Sodium o-nitrophenolate Sodium p-nitrophenolate Theoretical maximum content   

phenol 6 x 0.0001 g 9 x 0.0001 g 0.0015 g/kg of preparation 

2.4-dinitrofenol 6 x 0.00014 g 9 x 0.00007 g 0.00147 g/kg of preparation 

2.6-dinitrofenol  6 x 0.00032 g 9 x 0.00009 g 0.00273 g/kg of preparation 

1.4.2 Information on the active substance(s) (KCP 1.4.2) 

Table 1.4-3: Information on active substances 

Type Name/Code Number 

ISO common name Sodium 2-methoxy-5-nitrophenolate - 

CAS No. 67233-85-6  

EC No. Not allocated  

CIPAC No. Not allocated  
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Type Name/Code Number 

   

ISO common name Sodium 2-nitrophenolate; sodium o-

nitrophenolate 

- 

CAS No. 824-39-5  

EC No. Not allocated  

CIPAC No. Not allocated  

   

ISO common name Sodium 4-nitrophenolate; sodium p-

nitrophenolate 

- 

CAS No. 824-78-2  

EC No. Not allocated  

CIPAC No. Not allocated  

1.4.3 Information on safeners, synergists and co-formulants (KCP 1.4.3)  

CONFIDENTIAL information is provided separately (Part C). 

1.5 Type and code of the plant protection product (KCP 1.5) 

Type: Soluble concentrate [Code: SL] 

1.6 Function (KCP 1.6) 

Plant growth regulator. 
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2 Section 2: Physical, chemical and technical properties of the plant 

protection product 

All studies have been performed in accordance with the current requirements and the results are deemed to 

be acceptable.  The appearance of the product is that of homogeneous brown yellow liquid free from visible 

suspended matter, with a faint chemical not specific odour. It is not explosive, has no oxidising properties. 

The product is not flammable, contain more than 95% of water. Self-ignition temperature of product was 

not tested, as product contains more than 95% of water. In 1% aqueous solution, it has a pH value around 

8,63 at 21 °C. There is no effect of low and high temperature on the stability of the formulation, since after 

7 days at 0 °C and 14 days at 54 °C, neither the active ingredient content nor the technical properties were 

changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in 

HDPE.  Its technical characteristics are acceptable for a soluble concentrate formulation.  

 

The intended concentration of use is 0,3% Na 5-NG, 0,6% Na o-NP and 0,9% Na p-NP.  

 

The product can be mixed and applied on crops together with other plant protection products or fertilizers. 

There are no problems with miscibility or phytotoxicity reported from practice for more then 40-year reg-

istration in Greece. 

RMS PL: According to the information provided by the applicant the product can be mixed and applied on 

crops together with other plant protection products or fertilizers. However, compatibility studies have not 

been submitted for evaluation. According to the RR Section 1,2,4, point 2.9.1 and 2.9.2 ASAHI MAX is 

recommended to be used alone. 

Justified Proposals for Classification and Labelling (KCP 12) for physical chemical part only 

Are not. 

Notifier Proposals for Risk and Safety Phrases (KCP 12) 

P102 - Keep out of reach of children. 

P261 - Avoid breathing vapours/spray. 

P270 - Do not eat, drink or smoke when using this product. 

EUH401 - To avoid risks to human health and the environment, comply with the instructions for use.  

SP1 - Do not contaminate water with the product or its container (Do not clean application equipment 

near surface water/Avoid contamination via drains from farmyards and roads). 

Compliance with FAO specifications:  

There is no official FAO specification. 

Formulation used for tests 

The product used in the tests has the same composition as the one cited in Part C. 
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Table 2-1: Physical, chemical and technical properties of the plant protection product 

Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

Colour and  

physical state 

(KCP 2.1) 

Visual inspection 0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

ASAHI MAX is a slightly viscous, uniform, dark brown liq-

uid. The test material had a noticeable odour similar to phe-

nol. 

Y IIIA 2.1/01 

Burkhard, A., 2011 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

 

Explosive properties 

(KCP 2.2.1) 

- - Testing not pertinent since the formulation contains more 

than 95% water. 

- - ASAHI MAX is not 

explosive. 

Oxidizing properties 

(KCP 2.2.2) 

- - Testing not pertinent since the formulation contains more 

than 95% water. 

- - ASAHI MAX has no 

oxidizing properties. 

Flash point 

(KCP 2.3.1) 

- - Testing not pertinent since the formulation contains more 

than 95% water. 

- - ASAHI MAX is not 

flammable. 

Flammability 

(KCP 2.3.2) 

- - Testing not pertinent since the formulation contains more 

than 95% water. 

- - - 

Self-heating 

(KCP 2.3.3) 

- - Testing not pertinent since the formulation contains more 

than 95% water. 

- - - 

Acidity or alkalinity and 

pH 

(KCP 2.4.1) 

- - Not relevant since the preparation is neither acidic nor al-

kaline 

- - Acidity/alkalinity not 

required since pH is within 

the range 4–10. 

pH of a 1% aqueous 

dilution, emulsion or 

dispersion 

(KCP 2.4.2) 

CIPAC MT 75.3 

 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

The pH value of a 1% solution of ASAHI MAX in water 

was determined to be 8.63 (at 20oC) 

Y IIIA 2.1/01 

Burkhard, A., 2011 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Viscosity 

(KCP 2.5.1) 

CIPAC MT 22, OECD 

114, EPAIOPPTS 

830.7100 

ASAHI SL 

0.1% Na 5-NG 

0.2% Na o-NP 

0.3% Na o-NP 

The kinematic viscosity of ASAHI SL (product) was deter-

mined as 1.029 cS at 20°C and 0.6711 cS at 40°C. 

Y IIIA 2.5.1 

Betteley J, 1999 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

Batch 011D9 

 

 

No specific data on ASAHI MAX is available. Due to the 

similarity between the two products and with water being 

>95%, it is considered acceptable to apply this end-point 

to ASAHI MAX. 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

 

Surface tension 

(KCP 2.5.2) 

EEC Method A5, 

OECD 

Method 115 

ASAHI SL 

0.1% Na 5-NG 

0.2% Na o-NP 

0.3% Na o-NP 

Batch 011D9 

The surface tension of a 1000 fold dilution of ATONIK 

(Product) in distilled water is 73.91 mN/m at 20.5°C. 

No specific data on ASAHI MAX is available. Due to the 

similarity between the two products and with water being 

>95%, it is considered acceptable to apply this end-point 

to ASAHI MAX. 

Y IIIA 2.5.1 

Betteley J, 1999 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Relative density 

(KCP 2.6.1) 

EEC Method A3, 

OECD Method 109 

ASAHI MAX 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

The relative density (D20
4) of ASAHI MAX is 1.009 Y IIIA 2.6.1/01 

Phuong Lien, T., 2008a 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Bulk density 

(KCP 2.6.2) 
- - 

Testing not required since ASAHI MAX is a liquid formu-

lation. 
- - - 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

Storage Stability after 14 

days at 54º C 

(KCP 2.7.1) 

CIPAC MT 46 [acceler-

ated storage] 

HPLC/UV – the method 

for determination of the 

active ingredients was 

given in the study S08-

02059, please refer RR 

Part B5.  

 

CIPAC MT 75.3 [pH of 

a 1% aqueous solution] 

CIPAC MT 47.2 [per-

sistent foaming] 

CIPAC MT 41 [Dilu-

tion stability in water] 

ASAHI MAX 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

Reported findings before and after storage of ASAHI 

MAX in its original containers [500 mL white HDPE 

containers with white screw-cap lids]at 54°C for 2-

weeks: 

 

Appearance 

Before storage After storage 

ASAHI MAX is a slightly viscous, uniform, dark brown 
liquid. The test material had a noticeable odour similar to 

phenol. 

 
Content of active ingredient (%, w/w) 

AI Before stor-

age 

After storage 

Na 5NG 0.318 0.316 

Na o-NP 0.653 0.654 

Na p-NP 0.940 0.954 

pH (1% dilution) 

Before storage After storage 

8.63 8.35 

Persistent foaming (0.2% v/v dilution in CIPAC  water 

D) 

 Before storage After storage 

10 sec. 0 mL 0 mL 

1 min. 0 mL 0 mL 

3 min. 0 mL 0 mL 

12 min. 0 mL 0 mL 

Dilution stability in water (0.2% or 0.01%  v/v in CIPAC  

water D) 

Before storage After storage 

Clear liquid. No separated material after 18 hours at 20°C 

Conclusion: 

ASAHI MAX is stable under accelerated conditions 

for 2 weeks. 
 

Y 
IIIA 2.7.1/01 

Phuong Lien, T., 2008b 

IIIA 2.7.1/01a 

Fau, J., (2013) 

Accepted. 

 

The product showed no 

significant physical 

changes after accelerated 

storage.   

No significant changes 

were observed in the HDPE 

packaging and therefore it 

can be concluded that the 

test item was not corrosive 

to the container material.  

No toxicologically, 

ecotoxicologically or 

environmentally relevant 

impurities are formed upon 

storage. 

The accelerated stability 

data indicate a shelf life of 

at least 2 years at ambient 

temperature when stored in 

HDPE. 

 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Stability after storage for 

other periods and/or 

temperatures 

(KCP 2.7.2) 

- - Not required since ASAHI MAX is not heat sensitive 

(data point IIIA 2.7.1) 

- - - 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

Minimum content after 

heat stability testing 

(KCP 2.7.3) 

- - Not required since ASAHI MAX is not heat sensitive 

(data point IIIA 2.7.1) 

- - - 

Effect of low temperatures 

on stability 

(KCP 2.7.4) 

CIPAC MT 39.3 ASAHI MAX 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

Appearance before and after storage at 0°C for 7 days: 

ASAHI MAX is a slightly viscous, uniform, dark brown 

liquid. No separation or precipitation was observed after 

storage. 

Active ingredient content before and after storage at 

0°C for 7 days: 

Initial: 

Na 5-NG = 0.318% (w/w) 

Na O-NP = 0.653% (w/w) 

Na P-NP = 0.940% (w/w) 

Stored: 

Na 5-NG = 0.320% (w/w) 

Na O-NP = 0.661% (w/w) 

Na P-NP = 0.950% (w/w) 

No significant change in each active ingredient. 

Conclusion: 

ASAHI MAX is stable at low temperatures with no 

change to physical nature. 

Y IIIA 2.7.4/01 

Phuong Lien, T., 2008c 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Ambient temperature shelf 

life 

(KCP 2.7.5) 

GIFAP N°17 [2 years 

storage stability] 

HPLC/UV – the method 

for determination of the 

active ingredients was 

given in the study S08-

02059, please refer RR 

Part B5.  

CIPAC MT 75.2 [pH of 

a 1% aqueous solution] 

CIPAC MT 47.2 [per-

sistent foaming] 

ASAHI MAX 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

Reported findings before and after storage of ASAHI 

MAX in its original containers [500 mL white HDPE 

containers with white screw-cap lids] at 20°C for 2-

years: 

 
Appearance 

Before storage After storage (all intervals) 

ASAHI MAX is a slightly viscous, uniform, dark brown 
liquid. The test material had a noticeable odour similar to 

phenol. 

 
Content of active ingredient (%, w/w) and % difference 

AI Before storage 

Na 5NG 0.318 

Y 
IIIA 2.1/01 

Burkhard, A., 2011 

IIIA 2.7.1/01a 

Fau, J., (2013) 

Study accepted.  

 

The HDPE container 

showed no indications of 

significant weight loss or 

physical deterioration that 

would interfere with the 

safe handling of the 

product. 

No toxicologically, 

ecotoxicologically or 

environmentally relevant 

impurities are formed upon 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

CIPAC MT 41 [Dilu-

tion stability in water] 

Na o-NP 0.653 

Na p-NP 0.940 

AI 6 months 

Na 5NG 0.330 

Na o-NP 0.623 

Na p-NP 0.972 

AI 12 months 

Na 5NG 0.342 

Na o-NP 0.652 

Na p-NP 0.980 

AI 18 months 

Na 5NG 0.324 

Na o-NP 0.651 

Na p-NP 0.998 

AI 24 months 

Na 5NG 0.330 

Na o-NP 0.680 

Na p-NP 0.983 

 

pH (1% dilution) 

Before storage 

8.63 

6 months 

8.72 

12 months 

8.47 

18 months 

8.40 

24 months 

8.36 

 

Persistent foaming (0.2% v/v dilution in CIPAC  water 

D) 

 Before 

storage 

After storage (all intervals) 

10 sec. 0 mL 0 mL 

1 min. 0 mL 0 mL 

3 min. 0 mL 0 mL 

12 min. 0 mL 0 mL 

 

Dilution stability in water (0.2% or 0.01%  v/v in CIPAC  

water D) 

Before storage After storage (all intervals) 

Clear liquid. No separated material after 18 hours at 20°C 

storage. 

 

Period of validity: 2 years. 

 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

Conclusion: 

ASAHI MAX is stable under ambient conditions for 

2 years. The content of each active ingredient had 

not changed by more than 5% of the initial value af-

ter 2-years. 
 

Shelf life in months 

(if less than 2 years) 

(KCP 2.7.6) 

- - 
On the basis of the results of storage testing, a shelf life of 

2 years is proposed - - - 

Wettability 

(KCP 2.8.1) 
- - 

Testing not required since ASAHI MAX is a liquid formu-

lation. 
- - - 

Persistence of foaming 

(KCP 2.8.2) 

CIPAC MT 47.2 

 [persistent foaming] 

ASAHI MAX 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

Persistent foaming (0.2% v/v dilution in CIPAC  water 

D) 

10 sec. 0 mL 

1 min. 0 mL 

3 min. 0 mL 

12 min. 0 mL 
 

Y IIIA 2.1/01 

Burkhard, A., 2011 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Suspensibility 

(KCP 2.8.3.1) 
- - 

Testing not required since ASAHI MAX is a soluble con-

centrate formulation. 
- - 

- 

Spontaneity of dispersion 

(KCP 2.8.3.2) 
- - 

Testing not required since ASAHI MAX is a soluble con-

centrate formulation. 
- - 

- 

Dispersion stability 

(KCP 2.8.3.3) 
- - 

Testing not required since ASAHI MAX is a soluble con-

centrate formulation. 
 - - 

- 

Degree of dissolution and 

dilution stability 

(KCP 2.8.4) 

CIPAC MT 41 [Dilu-

tion stability in water] 

 

ASAHI MAX 

0.3% Na 5-NG 

0.6% Na o-NP 

0.9% Na p-NP 

Batch 039D8 

Dilution stability in water (0.2% or 0.01%  v/v in 

CIPAC  water D) 

Clear liquid. No separated material after 18 hours at 20°C 
 

Y IIIA 2.1/01 

Burkhard, A., 2011 

Accepted. 

Study has been previously 

evaluated at EU level by 

zRMS Greece according to 

Uniform Principles. Study 

was accepted. Outcome of 

the study is still valid for 

the current registration. 

Particle size distribution / 

nominal size range of 

- - Testing not required since ASAHI MAX K is a soluble 

concentrate formulation. 
- - 

- 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

granules 

(KCP 2.8.5.1.1) 

Wet sieve test 

(KCP 2.8.5.1.2) 

- - Testing not required since ASAHI MAX is a soluble 

concentrate formulation. 
- - 

- 

Dust content  

(KCP 2.8.5.2.1) 

- - Testing not required since ASAHI MAX is a soluble 

concentrate formulation. 
- - 

- 

Particle size of dust 

(KCP 2.8.5.2.2) 

- - Testing not required since ASAHI MAX is a soluble 

concentrate formulation. 
- - 

- 

Attrition  

(KCP 2.8.5.3) 

- - Testing not required since ASAHI MAX is a soluble 

concentrate formulation. 
- - 

- 

Hardness and integrity 

(KCP 2.8.5.4) 

- - Testing not required since ASAHI MAX is a soluble 

concentrate formulation. 
- - 

- 

Emulsifiability 

(KCP 2.8.6.1) 

- - Testing not required since ASAHI MAX does not form an 

emulsion 
- - 

- 

Emulsion stability 

(KCP 2.8.6.2) 

- - Testing not required since ASAHI MAX does not form an 

emulsion 
- - 

- 

Re-emulsifiability 

(KCP 2.8.6.3) 

- - Testing not required since ASAHI MAX does not form an 

emulsion 
- - 

- 

Flowability 

(KCP 2.8.7.1) 

- - Testing not required since ASAHI MAX is not a granular 

formulation. 
- - 

- 

Pourability 

(KCP 2.8.7.2) 

- - Testing not required since ASAHI MAX is not a 

suspension. 
- - 

- 

Dustability following 

accelerated storage 

(KCP 2.8.7.3) 

- - Testing not required since ASAHI MAX is not a dustable 

powder - - 

- 

Physical compatibility of 

tank mixes 

(KCP 2.9.1) 

- - Testing not required since ASAHI MAX is recommended 

to be used alone. - - 

- 

Chemical compatibility of 

tank mixes 

(KCP 2.9.2) 

- - Testing not required since ASAHI MAX is recommended 

to be used alone. - - 

- 
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Annex point Method used /  

deviations 

Test material  Findings GLP 

Y/N 

Reference  Acceptability /  

comments 

Adhesion to seeds 

(KCP 2.10.1) 

- - Testing not required since ASAHI MAX is not a 

preparation for seed treatment 
- - 

- 

Distribution to seed 

(KCP 2.10.2) 

- - 
Testing not required since ASAHI MAX is not a prepara-

tion for seed treatment 
- - 

- 

Other/special studies 

(KCP 2.11) 

Procedures for cleaning 

application equipment and 

protective clothing 

- - All application equipment and contaminated protective 

clothing should be thoroughly rinsed immediately after 

spraying. The remaining unused spraying liquid is diluted 

with water and sprayed off on the surface treated before. 

Water used for washing of equipment is sprayed off on 

before treated surface, using the same measures of self-

protection. 

 

- - 

Procedures for cleaning 

application equipment and 

protective clothing have 

been previously evaluated 

at EU level by zRMS 

Greece according to 

Uniform Principles. 

Outcome of the evaluation 

is still valid for the current 

registration. 

 

3 Section 3 is presented as a separate document 

Please refer to the separate file “dRR Part B3”. 
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4 Section 4: Further information on the plant protection product 

4.1 Packaging and Compatibility with the Preparation (KCP 4.4) 

Comments of zRMS: The packaging material HDPE tested in the 2 storage stability study has been approved and 

is suitable for the storage of the plant protection product.  

Table 4.1-1: Packaging information for 0.05 litre bottle 

Type Description 

Material: HDPE 

Shape/size: cylindrical / approx. 44 mm diameter x 72 mm 

Opening: 20,5 mm inner diameter 

Closure: polyethylene screw cap 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Table 4.1-2: Packaging information for 0.2 litre bottle 

Type A Description 

Material: HDPE 

Shape/size: cylindrical / approx. 51 mm diameter x 146 mm 

Opening: 20,5 mm inner diameter 

Closure: polyethylene screw cap 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Type B Description 

Material: HDPE 

Shape/size: cylindrical / approx. 54 mm diameter x 138 mm 

Opening: 26,5 mm inner diameter 

Closure: polypropylene screw cap 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Table 4.1-3: Packaging information for 0.5 litre bottle 

Type A Description 

Material:  HDPE 

Shape/size: cylindrical / approx. 76,2 mm diameter x 168,5 mm 

Opening: 40 mm inner diameter 

Closure: HDPE 45 mm screw cap with tamper evidence 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 
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Type A Description 

Type B Description 

Material: HDPE 

Shape/size: cylindrical / approx. 69 mm diameter x 187 mm 

Opening: 45,6 mm inner diameter 

Closure: HDPE 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Table 4.1-4: Packaging information for 1,0 litre bottle 

Type Description 

Material: HDPE 

Shape/size: cylindrical / approx. 89 mm diameter x 238 mm 

Opening: 45,6 mm inner diameter 

Closure: HDPE 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Table 4.1-5: Packaging information for 5,0 litre canister 

Type Description 

Material: HDPE 

Shape/size: Round square / approx. 142 mm  depth x 193 mm width x 305 mm heighth 

Opening: 45,6 mm inner diameter 

Closure: HDPE 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Table 4.1-6: Packaging information for 10,0 litre canister 

Type Description 

Material: HDPE 

Shape/size: Round square / approx. 179 mm  depth x 240 mm width x 375 mm heighth 

Opening: 45,6 mm inner diameter 

Closure: HDPE 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 

Table 4.1-7: Packaging information for 20,0 litre canister 

Type Description 

Material: HDPE 

Shape/size: Round square / approx. 245 mm  depth x 293 mm width x 400 mm heighth 

Opening: 45,6 mm inner diameter 
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Type Description 

Closure: HDPE 

Seal: High frequency seal insert 

Manner of construction extruded 

UN/ADR compliant 
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Appendix 1 Lists of data considered in support of the evaluation 

List of data submitted by the applicant and relied on 

Data point Author(s) Year 

Title 

Company Report No.  

Source (where different from company) 

GLP or GEP status 

Published or not 

Vertebrate 

study 

Y/N 

Owner 

KCP 2.1; KCP 

2.1/01; 

KCP 2.4.2; 

KCP 2.7.5; 

KCP 2.8.2; 

KCP 2.8.4 

Burkhard, A. 2011 Physico-chemical Properties of the Formulation ATONIK PLUS 1.8% over 2 Years at 20°C (Values after 24 

Months of Storage) 

eurofins-Agroscience Services GmbH, Germany 

ALS Report No. S08-0264 

GLP, Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 2.5.1; 

KCP 2.5.2 

Betteley, J. 1999 ATONIK (PRODUCT) – Physicochemical properties. 

Huntingdon Life Sciences Ltd., UK 

ALS Report No. ASI 118/994155 

GLP, Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 2.6.1 Phuong Lien, T. 2008a Relative Density of Formulation ATONIK PLUS 1.8% 

eurofins-GAB GmbH, Germany 

ALS Report No. S08-0261 

GLP, Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 2.7.1/01 Phuong Lien, T. 2008b Physico-chemical Properties of the Formulation ATONIK PLUS 1.8% after Accelerated Storage at 54°C for 2 

Weeks 

eurofins-GAB GmbH, Germany 

ALS Report No. S08-0262 

GLP, Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 2.7.1/01a; 

KCP 2.7.5 

Fau, J. 2013 Statement on packaging 

ArystaLifeScience SAS, France 

ALS Report No. not stated 

GLP, Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 2.7.4 Phuong Lien, T. 2008c Low Temperature Stability of the Formulation ATONIK PLUS 1.8% at 0°C for 7 days 

eurofins-GAB GmbH, Germany 

ALS Report No. S08-0263 

GLP, Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 4.4 Anon. 2014 Packing material specification  - bottle 50 ml (intem nr. 40-001), Polycorp Kft. Hungary 

Company Report No: not applicatble 

N Asahi 

Chemical 
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Data point Author(s) Year 

Title 

Company Report No.  

Source (where different from company) 

GLP or GEP status 

Published or not 

Vertebrate 

study 

Y/N 

Owner 

Source: Polycorp Kft 

non GLP 

Unpublished 

Europe s.r.o. 

KCP 4.4 Anon. 2014 Packing material specification  - bottle 200 ml (intem nr. 40-0079), Polycorp Kft. Hungary 

Company Report No: not applicatble 

Source: Polycorp Kft 

non GLP 

Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 4.4 Anon. 2014 Packing material specification  - closure Ø 29 mm (intem nr. 54-0012), Polycorp Kft. Hungary 

Company Report No: not applicatble 

Source: Polycorp Kft 

non GLP 

Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 4.4 Anon. 2015 Packing material specification  - bottle 200 ml (intem nr. 40-00809), Polycorp Kft. Hungary 

Company Report No: not applicatble 

Source: Polycorp Kft 

non GLP 

Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 4.4 Anon. 2015 Packing material specification  - closure Ø 42 mm (intem nr. 54-00404), Polycorp Kft. Hungary 

Company Report No: not applicatble 

Source: Polycorp Kft 

non GLP 

Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 4.4 Anon. 2016 Packing material specification  - bottle 500 ml (spec. D5A20 GB), Ipackchem France 

Company Report No: not applicatble 

Source: Ipackchem 

non GLP 

Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 

KCP 4.4 Anon. 2002 Packing material specification  - closure Ø 45 mm (ref.nr. BIO455B-BIO455D), Procap Belgium  

Company Report No: not applicatble 

Source: Polycorp Kft 

non GLP 

Unpublished 

N Asahi 

Chemical 

Europe s.r.o. 
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review 

Data point Author(s) Year 

Title 

Company Report No.  

Source (where different from company) 

GLP or GEP status 

Published or not 

Vertebrate 

study 

Y/N 

Owner 

KCP 4.4 Anon. 2006a Série Standard AgroChem 500ml 

Polimoon, France 

Report No. Not stated 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Picque, B. 2007a Approval certificate of combination packaging N° H090922 / 2, Ministère de l'Ecologie, du Développement et de 

l’Aménagement durables 

LNE 

Certificate No.: H090922/2 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2006b Certificat d’agrément de type d’emballage, Ministère de l'Equipement, des Transports, du Logement, du Tourisme et 

de la Mer 

BVT 

Report No.: 6877 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2006c Série Standard AgroChem 1 Litre, Polimoon France 

Report No. Not stated 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Marcel, H. 2008 Approval certificate of combination packaging N° H090922 / 2, Ministère de l'Ecologie, du Développement et de 

l’Aménagement durables 

Certificate No.: H111030/5 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2005 Certificat d’agrément de type d’emballage, Ministère de l'Equipement, des Transports, du Logement, du Tourisme et 

de la Mer 

BVT Report No.: 6722 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2008a 5L Ag-Chem 

Chesapeake Plastics 

Report No.: SPEC 5AO-63 GB 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Pique, B. 2007b Approval certificate of combination packaging N° H090922 / 2, Ministère de l'Ecologie, du Développement et de 

l’Aménagement durables 

LNE 

N Asahi Chemical 

Europe s.r.o. 
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Data point Author(s) Year 

Title 

Company Report No.  

Source (where different from company) 

GLP or GEP status 

Published or not 

Vertebrate 

study 

Y/N 

Owner 

Certificate No.: H061505/4 

Not GLP, Unpublished 

 Anon. 2004a Certificat d’agrément de type d’emballage, Ministère de l'Equipement, des Transports, du Logement, du Tourisme et 

de la Mer 

BVT 

Report No.: 6434 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2009 10L Ag-Chem 

Chesapeake Plastics 

Report No.: SPEC 10AO GB 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2004b 10L Ag-Chem 

Boxmore Emballage 

Report No.: SPEC 10AO FR 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Fragu, E. 2004 Certificat d’agrément de type d’emballage, Ministère de l’Equipement, des Transports, du Logement, du Tourisme et 

de la Mer 

BVT 

Report No. : 6116 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Fragu, E. 2005 Certificat d’agrément de type d’emballage, Ministère de l’Equipement, des Transports, du Logement, du Tourisme et 

de la Mer 

BVT 

Report No. : 4238 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2008b 20L Stackable 

Chesapeake Plastics 

Report No.: SPEC 20G0 GB 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 

 Anon. 2008c Certificat d’agrément de type d’emballage, Ministère de l'Ecologie, du Développement et de l’Aménagement dura-

bles 

BVT Report No.: 7384 

Not GLP, Unpublished 

N Asahi Chemical 

Europe s.r.o. 
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List of data submitted by the applicant and not relied on 

Data point Author(s) Year 

Title 

Company Report No.  

Source (where different from company) 

GLP or GEP status 

Published or not 

Vertebrate 

study 

Y/N 

Owner 

- - - - - - 

 

List of data relied on and not submitted by the applicant but necessary for evaluation  

Data point Author(s) Year 

Title 

Company Report No.  

Source (where different from company) 

GLP or GEP status 

Published or not 

Vertebrate 

study 

Y/N 

Owner 

- - - - - - 
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Appendix 2 Additional data on the physical, chemical and technical properties of the 

active substance  

No new data on physical, chemical or technical properties are submitted. 

 

 

 


