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The RMS is the author of the Assessment Report. The Assessment Report is based on the 

validation by the RMS, and the verification during the EFSA peer-review process, of the 

information submitted by the Applicant in the dossier, including the Applicant’s assessments 

provided in the summary dossier. As a consequence, data and information including 

assessments and conclusions, validated and verified by the RMS experts, may be taken from 

the applicant’s (summary) dossier and included as such or adapted/modified by the RMS in the 

Assessment Report. For reasons of efficiency, the Assessment Report should include the 

information validated/verified by the RMS, without detailing which elements have been taken 

or modified from the Applicant’s assessment. As the Applicant’s summary dossier is published, 

the experts, interested parties, and the public may compare both documents for getting details 

on which elements of the Applicant’s dossier have been validated/verified and which ones have 

been modified by the RMS. Nevertheless, the views and conclusions of the RMS should always 

be clearly and transparently reported; the conclusions from the applicant should be included as 

an Applicant’s statement for every single study reported at study level; and the RMS should 

justify the final assessment for each endpoint in all cases, indicating in a clear way the 

Applicant’s assessment and the RMS reasons for supporting or not the view of the Applicant. 
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Test or Study & 

Data point 

Guideline and 

method 

Test material 

purity and 

specification 

Used methods / Results 
Comments (Acceptable / Non 

acceptable) 
GLP Reference 

1137-01 for 

formalhehyde 

and method ME-
0766-01 for N-

Nitrosoglyphosate 

(validation of the 

methods reported 

in Vol. 3, B.5) 

After storage, the sample was evaluated for 

relevant impurities; formaldehyde and N-

nitrosoglyphosate concentration.  
 

 Initial 2 weeks 

Content of 

Formaldehyde 

< LOQ  < LOQ  

Content of NNG < LOQ 
(0.042 

ppm) 

< LOQ 
(0.037 

ppm) 

Weight (g) 1270.25 1269.94      
(-0.02%) 

 

LOQ according to the method validation (please 

refer to B.5) 
Formaldehyde LOQ = 70 ppm 

NNG LOQ = 0.202 ppm 

  

Although only contents of relevant impurities 

and weight of the sample were assessed, this 

accelerated storage study is acceptable, 
considering the results of the previous one 

(  2001). 

 

Acceptable  

CIPAC method 

47.2 

MON 52276 

360 g/L 

Batch no.: 
A1D2108105 

Persistent foaming: 

 

Before storage After storage for 14 

days at 54 C 

2 % v/v in CIPAC water D 

after 10 sec: 46 mL 

after 1 min: 0 mL 
after 3 min: 0 mL 

after 12 min: 0 mL  

after 10 sec: 51 mL 

after 1 min: 3 mL 
after 3 min: 0 mL 

after 12 min: 0 mL 

 

Before storage After storage for 14 

days at 54 C 

5 % v/v in CIPAC water D 

after 10 sec: 35 mL 

after 1 min: 0 mL 
after 3 min: 0 mL 

after 12 min: 0 mL 

after 10 sec: 48 mL 

after 1 min: 0 mL 
after 3 min: 0 mL 

after 12 min: 0 mL 

 

Before storage After storage for 14 
days at 54 C 

8 % v/v in CIPAC water D 

Acceptable  

Y  

, 2011. 

Report no.: 
MSL0023798 

KCP 2.7/03 

& 

 

 2013. 

Report no.: 
MSL0025280 

KCP 2.7/04 
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Test or Study & 

Data point 

Guideline and 

method 

Test material 

purity and 

specification 

Used methods / Results 
Comments (Acceptable / Non 

acceptable) 
GLP Reference 

ME-2070-01 for 

time 12 and 24 

months 
(validation of 

methods reported 

in Vol. 3, B5) 

Formaldehyde < LOQ 
(16 

ppm) 

< LOQ 
(4.5 

ppm) 

< LOQ 
(4.8 

ppm) 

NNG < LOQ 
(0.08 

ppm) 

< LOQ 
(0.18 

ppm) 

< LOQ 
(0.16 

ppm)  

%weight loss  -0.11 -0.04 

 
LOQ according to the method validation (please 

refer to B.5) 

Formaldehyde LOQ = 70 ppm 
NNG LOQ = 0.202 ppm 

 

shelf life of at least 2 years at ambient 

temperature. 

 

Appearance: 

visual assessment 
 

Density: CIPAC 

MT 3.3.2 
 

pH: CIPAC MT 

75.3 
 

Persistent 
foaming: CIPAC 

MT 47.3 

 
Dilution stability: 

CIPAC MT 41.1 

 
NNG: method 

15.05.01  

Formaldehyde: 

PCR method  

Active substance: 

HPLC method 
15.03.03.13 

MON 52276 

glyphosate IPA salt 
480 g/L (equivalent to 

360 g/L glyphosate 

acid) 
Batch no.: 

A3G082310A, 

A3G040510A, 
A3G152410A 

Shelf-life: five years at ambient temperature 

Packaging: The packaging of the samples are not 
reported in the study. Moreover, the appearance of 

the packaging has been descried neither after 5 

years storage.  
 

Active substance content (glyphosate IPA salt): 

Batch no.. A3G082310A 
Before: 485 g/L 

After: 486 g/L 
 

Batch no.. A3G152410A: 

Before: 477 g/L 
After: 478 g/L 

 

Relevant impurities contents after 5 years: 
Formaldehyde: not detected 

NNG: 0.092 ppm 

 

LOQ according to the method validation (please 

refer to B.5) 

Formaldehyde LOQ = 70 ppm. 
NNG LOQ = 0.202 ppm 

 

The appearance, pH value, density, persistence of 
foaming and dilution stability were measured after 

storage at ambient temperature for 5 years.  

 
Please refer to the table below for detailed results. 

Acceptable  

 
MON 52276 is considered to have an expected 

shelf life of at least 5 years at ambient 

temperature. 
 

However, every properties should have been 

determined at T0 (including dilution stability and 
the appearance of the packaging).  

 
Moreover, the validation of the analytical 

methods for the determination of glyphosate, 

NNG and formaldehyde are missing. This is 
considered as a data gap. 

N  2018. 

Report no.: 
MSL0030308 

KCP 2.7/09 

GIFAP MON 52276 Packaging material: HDPE (1L) Acceptable N  2012. 
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Results referring to the point B.2.7/01: Storage stability of MON 52276 after 14 days at 54 °C (  

2001) 

 

Test Initial 14 days at 54 °C 

Content of active 

(CIPAC 284/SL/(M)/3 

modified by method of 

Monsanto LLN-ES-

ASOP-096-2 , HPLC 

method) 

Glyphosate acid : 30.4 % w/w Glyphosate acid : 30.6 % w/w 

Appearance 

(US EPA Guideline 

63.3) 

Colour: 

clear yellow 

Physical state: 

homogeneous liquid free from visible 

suspended matter and sediment 

Odour: 

odour of amine 

Colour: 

clear yellow 

Physical state: 

homogeneous liquid free from visible 

suspended matter and sediment 

Odour: 

odour of amine 

Appearance of 

packaging material 

Well closed, wide neck polyethylene, 

opaque white bottle of 1 litre without 

deterioration or special anomaly. 

No leak during shaking or turning. 

No observable sign of test item 

contamination. 

Internal aspect: no observable alteration 

of packaging material by the test item. 

Well closed, wide neck polyethylene, 

opaque white bottle of 1 litre. 

One of the container was a little bit 

deformed after cooling down at room 

temperature, but came back to its original 

shape when opened. 

No leak during shaking or turning. 

No observable sign of test item 

contamination. 

Internal aspect: no observable alteration of 

packaging material by the test item. 

pH value (CIPAC MT 

75.1 and CIPAC MT 

75.2) 

Undiluted 

4.9 4.92 

1 % dilution in water 

4.83 4.84 

Dilution stability in 

water (CIPAC MT 41) 

Concentration: 5 ± 0.1 

% v/v 

Time: 18 h 

Temperature: 20 ± 

2 °C 

Homogeneous liquid, no separated 

material 

Homogeneous liquid, no separated 

material 
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Results referring to the point B.2.7/01: Storage stability of MON 52276 after 2 years at room 

temperature (  2001) 

 

Test Initial 1 year at room temperature 
2 years at room 

temperature 

Content of 

Glyphosate 

(Validated 

HPLC method) 

Glyphosate acid : 30.4 % 

w/w 

Glyphosate acid : 30.1 % 

w/w 

Glyphosate acid : 30.1 % 

w/w 

Appearance 

(US EPA 

Guideline 63.3) 

Colour: 

clear yellow 

Physical state: 

homogeneous liquid free 

from visible suspended 

matter and sediment 

Odour: 

odour of amine 

Colour: 

clear yellow 

Physical state: 

homogeneous liquid free 

from visible suspended 

matter and sediment 

Odour: 

odour of amine 

Colour: 

clear yellow 

Physical state: 

homogeneous liquid free 

from visible suspended 

matter and sediment 

Odour: 

odour of amine 

Appearance of 

packaging 

material 

Well closed, wide neck 

polyethylene, opaque white 

bottle of 1 litre without 

deterioration or special 

anomaly. 

No leak during shaking or 

turning. 

No observable sign of test 

item contamination. 

Internal aspect: no observable 

alteration of packaging 

material by the test item. 

Well closed, wide neck 

polyethylene, opaque white 

bottle of 1 litre without 

deterioration or special 

anomaly. 

No leak during shaking or 

turning. 

No observable sign of test 

item contamination. 

Internal aspect: no observable 

alteration of packaging 

material by the test item 

No degradation of the 

container. 

Well closed, wide neck 

polyethylene, opaque white 

bottle of 1 litre without 

deterioration or special 

anomaly. 

No leak during shaking or 

turning. 

No observable sign of test 

item contamination. 

Internal aspect: no observable 

alteration of packaging 

material by the test item 

No degradation of the 

container. 

pH value 

(CIPAC MT 

75.1 and 

CIPAC MT 

75.2) 

Undiluted 

4.9 4.83 4.76 

1 % dilution in water 

4.83 4.89 4.91 

Dilution 

stability in 

water (CIPAC 

MT 41) 

Concentration: 

5 ± 0.1 % v/v 

Time: 18 h 

Temperature: 

20 ± 2 °C 

Homogeneous liquid, no 

separated material 

Homogeneous liquid, no 

separated material 

Homogeneous liquid, no 

separated material 
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Results referring to the point B.2.7/01: Storage stability of MON 52276 after 5 years at room 

temperature (  2018) 

 

Test Initial 5 years at room temperature 

Content of Glyphosate 

IPA (validated HPLC 

method) 

 

Batch no. A3G082310A 

Batch no. A3G152410A 

 

 

 

 

485 g/L 

477 g/L 

 

 

 

 

486 g/L 

478 g/L 

Glyphosate acid 

equivalent (g/L) 

 

Batch no. A3G082310A 

Batch no. A3G152410A 

 

 

 

353 g/L 

359 g/L 

 

 

 

354 g/L 

360 g/L 

Appearance 

(visual assessment) 

Yellowish to brown coloured liquid, 

free from foreign materials 

Yellowish to brown coloured liquid, free 

from foreign materials 

Density at 20 °C 

(CIPAC MT 3.3.2) 

1.170 g/cm3 1.170 g/cm3 

pH value 

(CIPAC MT 75.3) 

Undiluted 

- 4.81 

1 % aqueous solutions 

 4.67 

Persistence of foaming 
(CIPAC MT 47.3) 

 

Batch no. A3G082310A 

Concentration 10 % v/v  

in CIPAC water D 

 After 1 min: 3 mL 

After 12 min: 0 mL 

Batch no. A3G152410A 

Concentration 50 % v/v  

in CIPAC water D 

After 1 min: 1 mL 

After 12 min: 0 mL 

Dilution stability (CIPAC 

MT 41.1) 

 

Concentration: 0.125 % 

v/v in CIPAC water D 

 After 30 min: clear solution 

After 24 h: clear solution 

Concentration: 10 % v/v  

in CIPAC water D 

After 30 min: clear solution 

After 24 h: clear solution 

Concentration: 50 % v/v 

in CIPAC water D 

After 30 min: solution slightly turbid* 

After 24 h: solution slightly turbid* 

*The 50 v/v% dilution of MON52276 became slightly turbid subsequently the dilution was wet sieved.  

Wt filter: 2,4112g  

Wt filter + residue: 2.4106g  

No residue was found visually or by weighing. 

 




















