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B.2. PHYSICAL AND CHEMICAL PROPERTIES N
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S
XN
B.2.1. PHYSICAL AND CHEMICAL PROPERTIES OF THE ACTIVE SUBSTANCE &r§
S
@
Only data submitted for the reexamination of Amitrole have been evaluated and given below. 53°
a’\o
Test or Stud Guideline | Test material N
1dy and purity and Used methods / Results mments (Acceptable / Non acceptable) | GLP Reference
Annex Point 2 &
method specification Q@
)
N S
B.2.1.1. Spectra (UV/VIS, IR, NMR, MS), molecular extinction at relevant wavelengths’
Q&
O

UV spectrum OECD 101 | Batch 31090804 At acidpr .t (2024 i e = 878 Lol éb Not acceptable, test must be performed on the pure Y Da Conceicao, L.,
B.2.15.1a Purity: 92.2% max. absorption a nm with & = mo Q.@m active substance. 2002

At neutral pH : S
(1A, 25.1) max. absorption at 198 nm with & = 628 L.m(g?cm'1

At basic pH : o

max. absorption at 217.8 nm with ¢ = 224;12 mol™.cm™

No absorption was observed after 29(§§=‘|m

OECD 101 | Batch RD-794-185 | At ac'dbp"' 00 o5 ot aresod Limop | ACCEPTEDIE Y | Da Conceicao, L.,
Purity: 99.9% m:n); absorption a nm w;b,a mo 2012a
At neutral pH : &
max. absorptlon at 198 nrq)&%th & = 5420.4/5545.1 L.mol’
Lem? F

At basic pH : @

max. absorptlon at @17 8 nm with ¢ = 1881.6/1858.9

L.mol*.cm™ QO

&
S
No absorption @s observed after 290 nm.
2

The UV—\léJspectra of the test item are consistent with the

chemicalStructure of Amitrole.
IR spectrum, H NMR Explanation | Batch 31090804 R: & Not acceptable, test must be performed on the pure Y Da Conceicao, L.,

spectrum, C NMR
spectrum, Mass spectrum

B.2.1.5.2

Purity: 92.2%

The @@quency of the most important absorption bands are:
34;9, 3332, 3215, 3059, 2991, 2930, 2844, 2775 and 2727
@’1 (NH2, NH)

9642, 1594, 1537, 1428 and 829 cm™ (NH,, NH, C=N and

active substance.

2002

o
(A, 2.5.1) & triazinic cycle)
§\ The IR spectrum of the test item is consistent with the
S chemical structure of Amitrole.
O
K2
N
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Test or Study
Annex Point

Guideline
and
method

Test material
purity and
specification

Used methods / Results

60

Comments (Accep‘?able / Non acceptable)

GLP

Reference

B.2.1.1. Spectra (UV/VIS, IR, NMR, MS), molecular extinction at relevant wavelengths

NMR:

H:

5.79 ppm (broad singlet, NH,)

7.47 ppm (singlet, 1H, H1)

The NH (triazinic cycle) signal does not appear in the

spectrum. ]

l3c: Qg)o‘)
148.0 ppm: C5 IS
158.3 ppm: C3 4

N\

9
Both 'H and *C NMR spectra of the tes.@@tem are
consistent with the chemical structure of Amitq;rgTe.

o

MS: &
Molecular ion: 84 S
Fragments: 57 (loss of HCN), 42: CN;g‘E+
The MS spectrum of the test item I8 consistent with the

: : Q
chemical structure of Amitrole.

Batch
RD-655-140-7
Purity: 99.6%

IR: S

The frequencies of the most ﬁ’%portant absorption bands
are: 3413, 3333, 3216, 3057@%992, 2929, 2842, 2773 and
2725 cm-1: NH, and NH &F

1644, 1594, 1538, 1427 ai?d 830 cm-1: NH2, NH, C=N and
triazinic cycle &

The IR spectrum isQ&)nsistent with the chemical structure
of Amitrole.

NMR:
H: @

12.06 ppnﬁ&i)road singlet, 1H, NH)

7.42 ppms(singlet, 1H, H1)

5.87 p\;&n (broad singlet, 2H, NH;)

Presgnce of residual signals of water at 3.45 ppm and
prg&nated dimethylsulfoxide at 2.52 ppm.

<
o
N
&

Acceptable

Da Conceicao, L.,
2012b

Q
o B
& 161.3 ppm (1C, C3)
£ | 149.9 ppm (1C, C5)
S Both 1H and 13C NMR spectra are consistent with the
-9
&
Cé.
N 4
Q_
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Guideline | Test material <
Test or Study - %
. and purity and Used methods / Results Comments (Acceptable / Non acceptable) | GLP Reference
Annex Point A o
method specification )
>
XN
B.2.1.1. Spectra (UV/VIS, IR, NMR, MS), molecular extinction at relevant wavelengths &)fz?
%4
chemical structure of Amitrole. x
Batch % KD T Relat Struct Acceg@%le Y Da Conceicao, L.,
on peak (m/z elative ructure 2012¢
RD-794-185 abundance Q@
Purity: 99.9% (%) P
84 100 Molecular ion '67\@
Y P
57 42 M-HCN <
42 19 CH,H," &
The MS data of the test item is consistent v@h the
chemical structure of Amitrole. &5
&
&
Q)&Q)
N
o)
<
R
S
)
)
Qb
L
&
()
Ky
&
Qb
i
@
>
Qq%
K
@
&
&
@
&
e
X
Q
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§
O
¥
-9
N
Cé.
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B.2.2. PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES OF THE PLANT PROTECTION PRODUCT (WEE\@@AZOL TL, 229 g/L Amitrole, SL)
)

Minimum rate of application: 0.8% v/v
Maximum rate of application: 4.4% v/v

The formulation does not contain hydrocarbons > 10%.

Commercial packagings: HDPE (High Density PolyEthylene) and PET (PolyEthylene Terephthalate)

;c;%ﬁa

e marketing and use of nonylphenol and nonylphenol ethoxylate, a

The representative formulation for the first annex I inclusion was a soluble concentrate (CA0123)
(specific synergist). Further to publication of Directive 2003/53/EC dealing with the restrictions o

SL formulation without NPE was developed (CA2210). For this current annex | renewal process the representative formulation is still a soluble concentrate containing 229

g/L of Amitrole and 215 g/L of ammonium thiocyanate (CA2735). Compared with the WEE

D(@YOL TL (CA 2210), minor changes were made in formulation CA2735
9

(see confidential part - Vol 4 — Annex C for the detailed composition). R
b\Q
. Test material g
Testor Stu'dy & Guideline and purity and Used methods / Resufts Comments (Acceptable / Non acceptable) GLP Reference
Data point method e X
specification L
RS
. N}
B.2.2.1. Appearance of the preparation °
>
B.2.2.1.1. Physical state and odour o?@
K
Physical state, colour and Visual and CA2735 Physicgl state: fl%@"llqmd Acceptable Y Adam, C., 2011
odour of the preparation olfactory batch no. 310123555 | Colour: dark br,g n
B2211 Odour: OdOU{\FEES
Visual and CA2210 Dark brown-Tiquid with shades of light brown Acceptable Y Mourgues, L.,
(INA, 2.1) olfactory batch no. RD-816- and greengsh, medium odour. Ricau, H., 2006
166B N
py
B.2.2.2. Explosive and oxidizing properties of the prepgration
o
@&
B.2.2.2.1. Explosive properties &
o
Q
Explosive properties of the EEC A.1:1 and CA273§ % No explosive property. According to the Acceptable, formulation is not explosive. Y Le Pollés A., 2012
preparation OECD n° 113 batch n 31012i structure of a.s. and co-formulants, exothermic
X reactions are not probable
B2211 Assessment CA2210 é@ No explosive property. According to the | Acceptable, formulation is not explosive. N -
(1A, 2.2.1) > structure of a.s. and co-formulants, exothermic
$ reactions are not probable.
e
N
G
S 5
Q_
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P
o Test material <&
Tesg;)t;St:i(rj])t/ & Gu'r?]zltlr?g dand purity and Used methods / Results Comments (Acceptg%le / Non acceptable) GLP Reference
P specification $
>
A3
T - S
B.2.2.2.2. Oxidizing properties @0«)
Q
Oxidizing properties of the EEC A.21 and CA2735 CA2735 is an aqueous formulation. The a.s. and Acceptabl%&ormulation is not oxidising. Y Le Pollés A., 2012
preparation OECD n° 113 batch n° 310123555 co-formulants are not oxidizing. x
B.222.2 Assessment - CA2210 is an aqueous formulation. The a.s. and Accepka}?IJe formulation is not oxidising. N -
(1A, 2.22) co-formulants are not oxidizing. B '
. . . . N
B.2.2.3. Flash point, flammability and auto-flammability of the preparation S
Qg:
B.2.2.3.1. Flash point =
;G

Flash poi_nt of the EEC A9 bCQCZJiE 10123555 No flash point was observed up to 108f%@ Acceptable Y Le Polles A., 2012
preparation _
B.223.1 EECA9 CA2210 No flash point was observed up to 125%\5"0 Acceptable Y Mourgues, L.,

batch no. RD-816- o Ricau, H., 2006
(111A, 2.3) 1668 N
B.2.2.3.2. Flammability S

N
<
Flammability of the b(o Not required. Such a test is only requested for
preparation, evolution on S solid preparations and gases.
contact with water ot)z:
v
B.2.2.3.2 ¥
(111A, 2.3) g
-y %4
B.2.2.3.3. Auto-flammability &
<
Q

Auto-flammability of the EEC A.15 CA2735 No self—i@ition of the test item was observed Acceptable Y Krack, M., 2012
preparation batch no. 310123555 | up to agemperature of 652 °C.
B.2.233 EEC A.15 CA2210 505 ©7°C Acceptable Y Mourgues, L.,

batch no. RD-816- & Ricau, H., 2006
(INA, 2.3) 1668 o

N
B.2.2.4. Acidity/alkalinity and pH QQ?
2
B.2.2.4.1. Acidity/alkalinity and pH value of the\@?eparation
X
Q
Acidity / alkalinity and pH §{0 Acidity or alkalinity was not determined because
of the preparation S pH was > 4 and < 10.
O
.9
N
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o Test material <&
Testor Stu_dy & Guideline and purity and Used methods / Results Comments (Acceptg%le / Non acceptable) GLP Reference
Data point method e o
specification )
B.224.1 (\@0
(A, 2.4.1) &
B.2.2.4.2. pH value of a 1% aqueous dilution, emulsion or dispersion &
o
O
pH of a 1% aqueous CIPAC MT 75.3 | CA2735 At room temperature: Accepta@e Y Adam, C., 2011
ot batch no. 310123555 | pH: 6.68 (neat product) &
dilution o
pH: 6.17 (1% aqueous dilution) L
B.2.2.4.2 CIPAC MT 75.3 | CA2210 pH: 6.81 (neat product) A\Qé\gptable Y Mourgues, L.,
(A, 2.4.2) batch no. RD-816- pH: 6.19 (1% aqueous dilution) & Ricau, H., 2006
1668 X
e
. . . . S
B.2.2.5. Viscosity and surface tension of the preparation &
9
R2)
B.2.2.5.1. Kinematic viscosity 8
>
o2y
Kinematic viscosity of the ~QQ’I\ Not required, because CA2735 is not used for ultra
preparation S5 low volume (ULV) sprays.
B.225.1 sbc
(111A, 25.1) L
- - 9
B.2.2.5.2. Viscosity Q
>
Viscosity of the CIPACMT 192 [CA2735 T P 20°C Acceptable Y Adam, C., 2012
preparation and details of batch no. 310123555 Commerci HDPE | PET
the test conditions packagings
B2252 Dyna(ml z@:;:osny 1.75 1.74
(1A, 25.2) OECD114and | CA2210 at 20.0 £ @2 °C: less than 10 mPa.s 3.3 £0.2 | acceptable Y Mourgues, L.,
I1SO standard batch no. RD-816- mPa.s at200 rpm). Ricau, H., 2006
3219 (1993) 166B at 408+ 0.2 °C: less than 10 mPa.s (1.8 £ 0.2
mPa;s at 200 rpm).
B.2.2.5.3. Surface tension NS
Y
Surface tension of the EECAS CA2735 & T 20°C Acceptable, formulation is not surface active. Y Adam, C., 2012
preparation batch no. 3101235552 Commercial HDPE | PET
82253 & packagings
e ,:\O Surface tension (at 1 71.1 70.8
(1A, 25.3) & g/L of CA2735)
$ mN/m
O .
EEC A5 CA2210.0 at 0.2% v/v: 34.8 £ 0.2 mN/m Acceptable, formulation is surface active. Y Mourgues, L.,
Rz
N
O.
S 8
Q.




X
&
$
OQ
S

AMITROLE Volume 3 —-Annex B January 2013
B.2. Physical and chemical properties %
S
&
o Test material <&
Testor Stu_dy & Guideline and purity and Used methods / Results Comments (Acceptg%le / Non acceptable) GLP Reference
Data point method e o
specification )
batch no. RD-816- & Ricau, H., 2006
166B at 15.0% v/v: 22.7 £ 0.4 mN/m S
Q\
. . )
B.2.2.6. Density of the preparation Ny
<
B.2.2.6.1. Relative density §
o
O
Relative density of the OCDE 109 CA2735 11171 at20°C Acgeptable Y Adam, C., 2011
preparation batch no. 310123555 S
B.2.2.6.1 )
HIA 261 EEC A3 CA2210 1.116 at 20 °C Q'Acceptable Y Mourgues, L.,
(INA, 2.6.1) batch no. RD-816- S Ricau, H., 2006
166B >
B.2.2.6.2. Bulk (tap) density &
?'\\
Bulk (tap) density ,\Q)(D Not required, because CA2735 is neither a powder
B.2.26.2 & nor a granule formulation.
(1A, 2.6.2) ®
OSU
B.2.2.7. Stability 2
)
&
B.2.2.7.1. Accelerated storage stability (Do?
X
Stability after accelerated CIPAC MT 46 CA2735 CA2735 is stat@ during 14 days at 54°C in | Acceptable Y Adam, C., 2011
storage (54°C during 14 batch no. 310123555 | HDPE and PET & PET packagings (see tables Il1A
days) 2.7.1-1 and IHA 2.7.1-2, respectively).
82271 CIPAC MT 46 CA2210 CA2210 jstable during 14 days at 54°C (see | Acceptable Y Mourgues, L.,
et batch no. RD-816- table III@Z.?.l-S) Ricau, H., 2006
(A, 2.7.1) 1668 >
B.2.2.7.2. Low temperature stability &
O
Visual CA2735 o P Y Adam, C., 2011
Effect of low temperature Acceptable 1
o (OW TeMPErallre | o loAC MT 39.3 | batch no. 310123555, P Homegeneous liquid P
on stability >
Q
B2.27.2 CIPAC MT 39.1 | CA2210 @% Start of the test: The test item was a brown / | Acceptable Y Mourgues, L.,
(A, 2.7.2) batch no. RD- 8‘1\& greenish liquid. It should be recommended to not store the Ricau, H., 2006
166B & After 7 days of cooling at 0 + 2 °C: A cloudy | formulation CA2210 at low temperature.
é@ phase was observed at the bottom of the tube
> (between approx. 1.6 to 2.8 mL) with cloudy
S suspended particles (for one cone). The
2
N
G
N 9
Q_
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o Test material <&
Testor Stu_dy & Guideline and purity and Used methods / Results Comments (Acceptg%le / Non acceptable) GLP Reference
Data point method e o
specification )
remaining was brown / yellowish. @0
After standing at room temperature: No change. N
After one inversion: A part of the cloudy o§
particles was re-suspended. <
After centrifugation: A dark brown residue Qé\
(approx. 0.45 mL) was observed. The remaining S
was brown / yellowish. N
B.2.2.7.3. Shelf life S
RNy
Q&
Shelf life following storage CA2735 §udy is ongoing and study report will be available
at ambient temperature &Fin July 2013.
B.2273 GIFAP CA2210 CA2210 is stable when stored at ambi Acceptable Y Mourgues, L.,
monograph No. batch no. RD-816- temperature for 2 years (see table I11A 2.7.3 Ricau, H., 2006
(1A, 2.7.3) 17 166B S
@
-
&
B.2.2.8. Technical characteristics of the plant protection product Q)«Q’
9
B.2.2.8.1. Wettability &
S
Wettability $ Not required, because CA2735 is not a solid
B.2.2.8.1 Qb preparation.
(111A, 2.8.1) o
B.2.2.8.2. Persistent foaming &
O
0
Persistent foaming CIPAC MT 47.2 | CA2735 In standard watglRD at 0.8% v/v and 4.37% v/v: | Acceptable Y Adam, C., 2011
B.2.2.8.2 batch no. 310123555 | after 10 seco| 0mL
(1A, 2.8.2) after 1 min&ie 0mL
after 3mipuites 0mL
after 12¥ninutes 0mL
CIPAC MT 47.2 | CA2210 At 15% v/v: No foam was observed after 10 s | Acceptable Y Mourgues, L.,
batch no. RD-816- (thé-foam created after the cylinder inversion Ricau, H., 2006

166B

disappeared in few seconds). No further

. Sbservation was performed.

B.2.2.8.3. Suspensibility and spontaneity of dispersngrT

Suspensibility & Not required, because CA2735 is a soluble
B.2.2.8.3/01 &0 concentrate.
(1A, 2.8.3) &
Spontaneity of dispersion $ Not required, because CA2735 is a soluble
B.2.2.8.3/02 S concentrate.

&

10
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o Test material <&
Testor Stu_dy & Guideline and purity and Used methods / Results Comments (Acceptg%le / Non acceptable) GLP Reference
Data point method e o
specification )
(111A, 2.8.3) [ s
B.2.2.8.4. Dilution stability &
(%]
Dilution stability CIPAC MT 41.1 | CA2735 0.8% v:v AcceptableéQ Y Adam, C., 2011
B.2.28.4 batch no. 310123555 | after 0.5 hour homogeneous phase S
(A, 2.8.4) after 24 hours homogeneous phase, no R
sediment S
4.37% vV $
after 0.5 hour homogeneous phase &
after 24 hours homogeneous phase, no o\?
sediment oP
CIPAC MT 41.1 | CA2210 No change was observed in the test iteps | Acceptable Y Mourgues, L.,
batch no. RD-816- solution after standing for 18 h at 20 + 2°Git Ricau, H., 2006
166B was a Yyellowish / greyish homogeggous
solution. !.\@
B.2.2.8.5. Particle size N
&
B.2.2.8.5.1. Dry sieve test 6‘00
Q
Dry sieve test R Not required, because CA2735 is not a dustable
B.2.2.8.5.1 &L powder.
(111A, 2.8.5) 5’
N S
B.2.2.8.5.2. Wet sieve test o7
O
Wet sieve test Qg\}“ Not required, because CA2735 is a soluble
B.2.2.8.5.2 Q concentrate.
(1A, 2.8.5) I
- o - - « O
B.2.2.8.6. Particle size distribution S
N
@
B.2.2.8.6.1. Size distribution &
@
ek
Size distribution of & Not required, because CA2735 is a soluble
particles / Nominal size &> concentrate.
range of granules \3\
B.2.2.8.6.1 >
(1A, 2.8.6.1) QQ
B.2.2.8.6.2. Dust content and particle size of dust \o@
X
O
Dust content / Particle size @(b Not required, because CA2735 is not a granular
of dust S preparation
b\)
.9
&
Cé.
§ 11
Q_
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Test material
purity and
specification

Guideline and
method

Test or Study &
Data point

Used methods / Results

(0

Comments (Acceptg%le / Non acceptable)
Q
o

GLP

Reference

B.2.2.86.2.
(1A, 2.8.6.2)

B.2.2.8.6.3. Friability and attrition characteristics of granules

&
&
S

~QQ)

Friability and attrition
characteristics of granules
B.2.2.8.6.3

(111A, 2.8.6.3)

x>
Not requjle\i because CA2735 is not a granular
preparatign
&$

S

B.2.2.8.7. Emulsion characteristics

B.2.2.8.7.1. Emulsifiability, re-emulsifiability and emulsion stability

Emulsifiability / Emulsion
stability / Re-
emulsifiability

B.228.7.1

Only required for form

emulsions.

preparations  that

(111A, 2.8.7.1) N
&

B.2.2.8.7.2. Stability of dilute emulsions

Stability of dilute
emulsions Q
B.2.2.8.7.2 v

(1A, 2.8.7.2)

Only required for form

emulsions.

preparations  that

B.2.2.8.8. Flowability, pourability and dustability

B.2.2.8.8.1. Flowability F

Flowability
B.2.2.88.1
(111A, 2.8.8.1)

Not required, because CA2735 is not a granular
preparation

.
B.2.2.8.8.2. Pourability (including rinsed residue) é‘/
>

Pourability (including 2
rinsed residue) &
B.2.2.8.8.2 é\%
(1A, 2.8.8.2) S

Not required, because CA2735 is a soluble
concentrate.

B.2.2.8.8.3. Dustability following accelerated storage
&

Dustability following | | S |

Only required for dustable powders.

<
s 12
&
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- Test material Q
Testor Stu_dy & Guideline and purity and Used methods / Results Comments (Acceptg%le / Non acceptable) GLP Reference
Data point method e o
specification )
accelerated storage \QP
B.2.2.8.8.3 &
(111A, 2.8.8.3) S
\éb
B.2.2.9. Physical and chemical compatibility with other products \{\5\
2)
S
B.2.2.9.1. Physical compatibility of tank mixes S

Physical compatibility of
tank mixtures

B.2.2.9.1

(111A, 2.9.1)

]\@f intended to be used in tank mix with other
Qp}ytopharmaceutical products.

B.2.2.9.2. Chemical compatibility of tank mixes

Chemical compatibility of
tank mixtures

B.2.2.9.2

(111A,2.9.1)

> Not intended to be used in tank mix with other
,g? phytopharmaceutical products.

B.2.2.10. Distributio

Distribution
B.2.2.10/01
(111A, 2.10)

) Not intended for use on seeds

Adhesion
B.2.2.10/02
(111A, 2.10)

Not intended for use on seeds

<
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Table 1A 2.7.1-1: results of the accelerated storage stability study (54°C for 14 days), CA2735 in HDPE packagin%o

9
-9
>
@

$
Method Before storage at 54°C, 14 days After storage at 54°CS14 days
Appearance and stahility of packaging:
No weight change@? distortion of the bottle, no bleeding, claying
or sedimentationg,
Visual Appearance: homogeneous dark-brown liquid, odourless Appearance: hgmogeneous pale green-brown liquid, odourless

Content Content x>
CIPAC 90/TC/M/- Amitrole: 233.9 g/L (20.94%) Amitrole: 235.6 g/L (21.09%)
C-Organique-00585- | Ammonium thiocyanate: 219.8 g/L (19.67%) Ammonium thiocyanate: 219.1 g/L (19.62%)
TA, version 1 >
CIPAC MT 75.3 pH neat formulation: 6.68 pH geat formulation: 6.56
pH 1% in deionised water: 6.17 pHZ% in deionised water: 6.04
OECD 109 Relative density: 1.1171 at 20 °C _Relative density: 1.1167 at 20 °C
CIPAC MT 47.2 Persistent foaming: \r,\\Persistent foaming:
0.8% Vv/v and 4.37% viv .&| 0.8% viv and 4.37% viv
after 10 seconds 0mL 6\0 after 10 seconds 0mL
after 1 minute 0mL &L after 1 minute 0mL
after 3minutes 0mL o after 3minutes 0mL
after 12 minutes 0mL {;\Q after 12 minutes 0mL
CIPAC MT 41.1 Dilution stability § Dilution stability
0.8% Viv S 0.8% Viv
after 0.5 hour homogeneous phase> after 0.5 hour homogeneous phase
after 24 hours homogeneous phase, no sediment | after 24 hours homogeneous phase, no sediment

4.37% v:v
after 0.5 hour
after 24 hours

homogeneous phase
homogeneous phase, no sediment

4.37% v:v @
after 0.5 hour homogeneousﬁ%ase
after 24 hours homogeneays phase, no sediment
0
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Table I11A 2.7.1-2: results of the accelerated storage stability study (54°C for 14 days), CA2735 in PET packaging Q}oq’
5
Method Before storage at 54°C, 14 days After storage at 54°C, 14 days
Appearance and stability@f packaging:
No weight change or distortion of the bottle, no bleeding, claying
or sedimentation. ¢
Visual Appearance: homogeneous dark-brown liquid, odourless Appearance: homogeneous pale green-brown liquid, odourless

CIPAC 90/TC/M/-
C-Organique-00585-

Content
Amitrole: 234.8 g/L (21.03%)
Ammonium thiocyanate: 219 g/L (19.61%)

Content N
Amitrole: 2367 g/L (21.19%)
Ammoniumghiocyanate: 220.8 g/L (19.77%)

15

TA, version 1 &>
CIPAC MT 75.3 pH neat formulation: 6.68 pH neats)formulation: 6.55

pH 1% in deionised water: 6.17 pH 1%%in deionised water: 6.05
OECD 109 Relative density: 1.1166 at 20 °C Relative density: 1.117 at 20 °C
CIPAC MT 47.2 Persistent foaming: P\@%istent foaming:

0.8% viv and 4.37% viv -878% viv and 4.37% viv

after 10 seconds 0mL b'“after 10 seconds 0mL

after 1 minute 0mL 47| after 1 minute 0 mL

after 3minutes 0mL o | after 3minutes 0mL

after 12 minutes 0mL {;\Q after 12 minutes 0mL
CIPACMT 41.1 Dilution stability § Dilution stability

0.8% Viv S 0.8% Viv

after 0.5 hour homogeneous phase & after 0.5 hour homogeneous phase

after 24 hours homogeneous phase, no sediment | after 24 hours homogeneous phase, no sediment

4.37% v:v & 4.37% v:v

after 0.5 hour homogeneous phgge after 0.5 hour homogeneous phase

after 24 hours homogeneous plase, no sediment | after 24 hours homogeneous phase, no sediment
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Table I11A 2.7.1-3: results of the accelerated storage stability study (54°C for 14 days), CA2210 in commercial packqg@ng (plastic flasks)
N
S
Method Before storage at 54°C, 14 days After storage at 54°C, 14 days
Appearance and stability\@? packaging: No change or distortion of the bottle.

CIPAC MT 46 | Appearance: Dark brown liquid with shades of light brown and greenish, | Appearance: Dark br&Wn liquid with shades of light brown and greenish,

medium odour medium odour )
C-Organique- | Amitrole content: 229 g/L (22.9%) Amitrole content: 230 g/L (23%)
00383-E-TA N
CIPAC MT 75 | pH neat formulation: 6.81 pH neat formu@r\tion: 6.53

pH 1% in deionised water: 6.19 pH 1% in deipnised water: 5.94
CIPAC MT 41 | Dilution stability Dilution s@ility

No change was observed in the test item solution after standing for 18 h at 20 | No change was observed in the test item solution after standing for 18 h at 20 +

+ 2°C. It was a yellowish / greyish homogeneous solution. 2°C. Ipfvas a yellowish / greyish homogeneous solution.

o~
X
@
. @O

N

Table I11A 2.7.3-1: results of the shelf life study (2 years at ambient temperature), CAgbng in commercial packaging (plastic flasks)

&Q)
Method Before storage \Q‘Z’ After storage at ambient temperature for 2 years.
L Appearance and stability of packaging: No change or distortion of the bottle.
Appearance: Dark brown liquid with shades of light brown and grg%ish, Appearance: Dark brown liquid with shades of light brown and greenish,
medium odour L medium odour
C-Organique- Amitrole content: 22.9% Qb Amitrole content:
00383-E-TA o0 T+12: 24%
O T+18: 23.3%
S T+24: 23.2%
CIPAC MT 75.1 | pH neat formulation: 6.81 @Q pH neat formulation: 6.52
and 75.2 pH 1% in deionised water: 6.19 N pH 1% in deionised water: 6.02
CIPAC MT 47.2 | Persistent foaming: .\o° Persistent foaming:

No foam was observed after 10 s (the foam c@ted after the cylinder | No foam was observed after 10 s (the foam created after the cylinder inversion
inversion disappeared in few seconds). N%@urther observation was | disappeared in few seconds).

performed.
&
CIPAC MT 41 Dilution stability & Dilution stability
No change was observed in the test itefn solution after standing for 18 h No change was observed in the test item solution after standing for 18 h at 20 +
at 20 + 2°C. It was a yellowish / gregi%h homogeneous solution. 2°C. It was a yellowish / greyish homogeneous solution.
@
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B.2. Physical and chemical properties

B.2.3.1. Active substance (50@

Pure Amitrole is a colourless and odourless crystal. It has a melting point of 157 - 159 °C. It has no-thermal
decomposition. It has a relative density of 1.138 at 20°C. Its vapour pressure (3.3.10° Pa at 20 °C$rhdicates
that it has a very low possibility to volatilize from soil to air. Its volatility (1.76.10® Pa.m®mol™) irfdicates that
it has a very low possibility to volatilize from water to air. It is highly soluble in water and;from low to
moderately soluble in solvents (from < 0.01 g/L in n-hexane to 27 g/L in isopropanol). It ha@ Log Py Of -
0.969 in neutral conditions indicating that it should not be expected to bioaccumulate in the@vironment. It is
stable to hydrolysis at pH 5, 7 and 9 and water photolysis. Degradation in the atmosphereZhas been evaluated
with a DT of 4.8 hours. Its dissociation constant is pKal = 4.14 and pKa2 = 10.69 at ?88 . Amitrole was not
found to have flammable, explosive or oxidizing properties. <

. N
B.2.3.2. Plant protection product Q@
The formulation WEEDAZOL TL is a dark brown fluid liquid, odourless sol@ole concentrate, containing 229
g/L of Amitrole and 215 g/L of ammonium thiocyanate. This formulatitigsdoes not present explosive and
oxidising properties. It is not highly flammable (no flash point was otggrved up to 108°C), and not auto-
flammable (no self ignition observed up to 652 °C) at ambient temperattire. The pH of a 1% solution at 20 °C
is 6.17. The dynamic viscosity is < 10 mPa.s at 20°C. The surfacextension is > 60 mN/m indicating that
formulation is not surface active. Its relative density is 1.1171 at\28 °C. There is no effect of high and low
temperature on the stability of the formulation, after 14 days at 54 °C and 7 days at 0 °C, neither the active
ingredient content nor the technical properties were changed. ¥he content of active substance is unchanged
after 2 years of storage at ambient temperature in the révious formulation CA2210 demonstrating an
acceptable 2 years shelf life for the product in commercial packaging (plastic flask). The 2-year stability
study in CA2735 formulation is on-going. After 1 minut&q’o mL of persistent foam remained, indicating that
the formulation is not a foaming product. The dilutionsébility is acceptable.
Under recommended use, no particular problems should be expected due to technical characteristics or
physico-chemical properties. \bQ

17
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B.2.4. REFERENCES RELIED ON s\"@
(o)
B.2.4.1. Active substance o)@
{9
Q
Annex Point/ Author(s) Year Title Data Owner
Reference Source (where different from the Company), '§\otectlon
Number Company, Report Number, éﬁlmed (Y/N)
GLP or GEP status (where relevant), o
Published or not x4
1A, 2.5.1/01 Da Conceicao, L. 2012a Amitrole: Determination of UV-VIS spectral data ‘§ NUFARM
Study reference: 01581 S
) Y
GLP @
Not published Q
1A, 2.5.1/02 Da Conceicao, L. 2012b Amitrole: Determination of IR and NMR spectral dé@* NUFARM
Study reference: 09/C/1529
\ Y
GLP (2)
Not published N
1A, 2.5.1/03 Da Conceicao, L. 2012c Amitrole: Determination of mass spectrom%r'y (MS) data NUFARM
Study reference: 09/C/4424 @)
GLP N Y
o
Not published S
7
&
B.2.4.2. Plant protection product Q&
L
Annex Point/ Author(s) Year | Title ‘0 Data Oowner
Reference Source (where dlffe.re& from the Company), Protection
Number Company, Report Number, claimed (Y/N)
GLP or GEP status (where relevant),
Published or n
1A, 2.1/01 Adam,C. 2011 CA2735 stabijgy of formulation: 1) after a 14 days period of NUFARM
A, 2.4.2/01 storage at tmgh temparature 2) fater a 7 days period of
1A, 2.6.1/01 storage temperature
A, 2.7.1/01 Nufar Y
A, 2.7.4/01 Rep 01317
I1A, 2.8.2/01
111A, 2.8.4/01 N®pub||shed
111A,2.1/02 Mourgues L. & | 2006. @ﬁysico—chemical tests on CA2210 before and after an NUFARM
1A, 2.7.5/02 Ricau H. (Haccelerated storage procedure for 14 days at 54°C and a
A, 2.3.1/02 (§ storage procedure for 2 years at 20+/-2°C in commercial
A, 2.3.3/02 @ packaging.
A, 2.4.2/02 O Defitraces, France
1A, 2.5.2/02 Ry Nufarm SAS v
A, 2.5.3/02 (00 report n° 03-903025-008
1A, 2.6.1/02 Q GLP
A, 2.7.1/02 iy Not published
A, 2.7.4/02 b‘b
A, 2.7.5/02 Q
1A, 2.8.2/02 .O
A 2.2.1 Le Polles,Ar’&’ 2012 CA2735: determination of flash point, explosive properties NUFARM
1A, 2.2.2 \\\f and oxidizing properties. Nufarm Study report n° 01484 v
HIA, 2.3.1/01 2 GLP
(%) Not published
1A, 2.3.3/01 Kragsk) M. 2012 CA2735: determination of the temperature of auto-ignition NUFARM
Report n® 20120025-01 v
N GLP
N Not published
A, 2.5.2/01 b\’ Adam, C. 2012 CA2735: determination of surface tension and dynamic NUFARM
1A, 2.5.3/01 @y viscosity
Q Nufarm report n° 01483 Y
6@ GLP
X Not published
‘/\V
~
@@o
oy
(ob
N
3
S
Q&
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