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New and additional information were highlighted in yellow.

Evaluator comments:
The text highlighted in grey was provided by the evaluator.

Sufficient data on identity, physical and chemical properties and other information are not available for
the plant protection product and the contained technical active substance(s).

Noticed data gaps are: The two years storage stability study is on-going.

1 Section 1: Identity of the plant protection product

1.1 Applicant (KCP 1.1)

Name: Innvigo Sp. z 0. 0.

Address: Innvigo Sp. z 0. o.
XXX

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)
1231 Prothioconazole

According to the SANCO/3923 /07

Prothioconazole min. 970 g/kg

Toluene <5 g/kg

Prothioconazole-Desthio <0.5g/kg

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

Trade name: Gamelan 100 FS/ Doraltes 100 FS
Company code number:  CHR/ZF/PROTI 100 FS
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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 / | Declared content of FAO Limits Technical content* | Technical content**

variant the pure active sub- (min — max) (9/L or g/kg) (Yow/w)
stance / variant
(9/L or g/kg)

Prothioconazole 100.0 g/L 90.0-110.0 102.04 9.413

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

**  Based on the density of the formulation = 1.088 g/ml {Nete-enly-apphes-ifatiquidformulation—delete this-commentif
notneeded)

Table 1.4-2: Relevant impurities

Relevant impurity Maximum content (g/L or g/kg)

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

1.4.2 Information on the active substance(s) (KCP 1.4.2)
Table 1.4-3: Information on Prothioconazole
Type Prothioconazole

ISO common name Prothioconazole
NIA

Chemical name IUPAC: 2-[2-(1-chlorocyclopropyl)-3-(2-chlorophenyl)-2-hydroxypropyl]-1H-1,2,4-
triazole-3-thione

CAS No. 178928-70-6

EC No. N/A-604-841-2

CIPAC No. 745

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

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

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

Type: Seed treatment in the form of flowable concentrate [Code: FS]

1.6 Function (KCP 1.6)
Fungicide seed treatment
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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 homogenous intensive red liquid of characteris-
tic odour. It is not explosive, has no oxidising properties. The product is flammable and has a flash point
of 38.5 °C. It has a self-ignition temperature of 480 °C. In aqueous solution, it has a pH value around 7.5
at 20 °C. There is no effect of low and high temperature on the stability of the formulation, since after 2
weeks at 54 °C, neither the active ingredient content nor the technical properties were changed. The sta-
bility data indicate a shelf life of at least 1 year at ambient temperature when stored in HDPE. Its tech-
nical characteristics are acceptable for a FS formulation.

The intended concentration of use is 15.54 %.

Justified Proposals for Classification and Labelling (KCP 12) for physical chemical part only
H226: Flammable liquid and vapour

Notifier Proposals for Risk and Safety Phrases (KCP 12)

P210: Keep away from heat/sparks/open flames/hot surfaces. — No smoking.

P233: Keep away from any possible contact with water, because of violent reaction and possible flash
fire.

P240: Ground/bond container and receiving equipment

P241: Use explosion-proof electrical/ventilating/lighting/. ../equipment.

P242: Use only non-sparking tools.

P243: Take precautionary measures against static discharge

Compliance with FAO specifications:
The product CHR/ZF/PROTI 100 FS complies with FAO specifications.

Formulation used for tests

Material: CHR/ZF/PROTI 100 FS

Active Substances: Prothioconazole, 100 g/L
Producer: XXX

Batch number: 202003

Production date: 1.04.2020
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Specification of the product

No. | Quality parameters Method Required

1. [ Appearance Visual Homogenous inten-
sive red liquid of
characteristic odour

2. | Prothioconazole content g/l HPLC 100+ 10

3 Density in 20°C, g/ml CIPAC MT 3 1.085 + 0,02

4. | pH of 1% (m/v) suspension in distilled |CIPAC MT 75.3 6.5-8,5
water, 20°C

5 Suspensibility of 0.2, 12.5, 33.3% (m/v) |[CIPAC MT 184.1 90%

suspension in CIPAC D water in
25+5°C after 30 minutes, min., %

6 Particle size Dv(50), pm CIPAC MT 187 20-25
7 Wet sieve test 75 um, max., % CIPAC MT 185 2.0
8 Foaming of 0.2, 12.5, 33.3% (m/v) CIPAC MT 47.3 20

suspension in CIPAC D water after 1
minute, max., ml

During the production of CHR/ZF/PROTI 100 FS, please pay attention to maximum particle size of 2.0 -
2.5 um and proper conditions during milling process: maximum grinding temperature of 35°C. For fur-
ther details see the technological process of the CHR/ZF/PROTI 100 FS product.
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Table 2-1: Physical, chemical and technical properties of the plant protection product
Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
Colour Wisual | CHR/ZF/P | Initial preparation: Y KCP 2.1/01 Acceptable
and taspeetio | ROTI 100 | Homogenous intensive red liquid of characteristic odour. Arevalo, E.,
physical |p; FS After accelerated storage: 2021,
state nasal Prothio- | Homogenous intensive red liquid of characteristic odour. CHR/ZF/PROTI
(KCP 2.1) | inhalation | conazole, | After low temperature storage: 100 FS Stage I:
EPA 100 g/L Homogenous intensive red liquid of characteristic odour. Determination of
OPPTS |PUH After one year of production: physicochemical
830.6302 |,.Chemi- |Homogenous intensive red liquid of characteristic odour. properties of the
EPA rol” Sp. z | After one year of storage: initial
OPPTS |o.0. Homogenous intensive red liquid of characteristic odour. preparation, after
830.6303 |Batch accelerated
EPA number: storage and after
OPPTS [202003 low temperature
830.6304 |Productio storage. BF-
Polish n date: 10/21
Pharmaco ' KCP 2.1/02
poeia VI |1.04.2020 Arevalo, E.,
Edition 2021,
(2002) CHR/ZF/PROTI
100 FS Stage II:
Determination of
physicochemical
properties of the
preparation.
BF-10/21
KCP 2.1/03
Sadej, M.., 2022,
CHR/ZF/PROTI
100 FS Stage Il1:
Determination of
physicochemical
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
properties of the
preparation after
one year of
storage.
BF-10/21
Explosive |EEC CHR/ZF/P | CHR/ZF/PROTI 100 FS does not have explosive properties according to the criteria of EEC Y KCP2.2.1 Acceptable
properties | A.14 ROTI 100|A.14 method. Buczkowski, D.,
(KCP 2.2. FS 2021,
1) Prothio- CHR/ZF/PROTI
conazole, 100 FS
100 g/L Determination of
PUH explosive
,,Chemi- properties. BW-
rol” Sp. z 16/21
0.0.
Batch
number:
202003
Productio
n date:
1.04.2020
Oxidizing |EEC CHR/ZF/P | CHR/ZF/PROTI 100 FS does not have oxidizing properties in accordance with thest A.21 Y KCP 2.2.2 Acceptable
properties | A.21 ROTI 100|criteria. Flasinska, P,
(KCP 2.2. FS 2021,
2) Prothio- CHR/ZF/PROTI
conazole, 100 FS
100 g/L Determination of
PUH flash point, auto-
,,Chemi- ignition
rol” Sp. z temperature and
0.0. oxidizing
Batch properties.
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
number:
202003
Productio
n date:
1.04.2020
Flash EEC A.9 |CHR/ZF/P | Flash point: 38.5 °C Y KCP2.3.1 Acceptable
point ROTI 100 | The study was carried out in accordance with the recommended closed-cup method (PN-1SO Flasinska, P,
(KCP 2.3. FS 13736:2013-06 standard - presently 13736:2021-07). This method is not applicable only to 2021,
1) Prothio- | unstable decomposing or explosive samles and the presence of the halogenated compound in CHR/ZF/PROTI
conazole, |the mixture had no effect na the test result. 100 FS
100 g/L Determination of
PUH flash point, auto-
,,Chemi- ignition
rol” Sp. z temperature and
0.0. oxidizing
Batch properties.
number:
202003
Produc-
tion date:
1.04.2020
Flammabi [ EEC A.9 | CHR/ZF/P | The preparation is classified as H226:Flammable liquid 3 where the flashpoint is > 23°C but < KCP 2.3.2 Acceptable
lity ROTI 100|60°C Flasinska, P,
(KCP 2.3. FS 2021,
2) Prothio- CHR/ZF/PROTI
conazole, 100 FS
100 g/L Determination of
PUH flash point, auto-
,,Chemi- ignition
rol” Sp. z temperature and
0.0. oxidizing
Batch properties.
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
number:
202003
Produc-
tion date:
1.04.2020
Self- EEC CHR/ZF/P | Auto-ignition temperature of CHR/ZF/PROT]I 100 FS is 480 °C. Y KCP 2.3.3 Acceptable
heating A.15 ROTI 100 Flasinska, P,
(KCP 2.3. FS 2021,
3) Prothio- CHR/ZF/PROTI
conazole, 100 FS
100 g/L Determination of
PUH flash point, auto-
,,Chemi- ignition
rol” Sp. z temperature and
0.0. oxidizing
Batch properties.
number:
202003
Produc-
tion date:
1.04.2020
Acidity or
alkalinity
and pH N/A N/A N/A The pH of the mixture is about 8.0. N/A N/A N/A
(KCP 2.4.
1)
pHofa |MT 75.3 |CHR/ZF/P | Initial preparation: Y KCP 2.4.2/01 Acceptable
1% ROTI 100 |1% (w/v) emulsion — 7.53 at 20 °C Arevalo, E.,
aqueous FS 2021,
dilution, Prothio- After accelerated storage: CHR/ZF/PROTI
emulsion conazole, | 1% (w/v) emulsion — 7.44 at 20 °C 100 FS Stage I:
or 100 g/L Determination of
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Annex
point

Method
used /
devia-
tions

Test ma-
terial

Findings

GLP
Y/N

Reference

Acceptabil-
ity /
comments

dispersion
(KCP 2.4,
2)

PUH
,,Chemi-
rol” Sp. z
0.0.

Batch
number:
202003
Productio
n date:
1.04.2020

After one year of production:
1% (w/v) emulsion — 7.58 at 20 °C

After one year of storage:

1% (w/v) emulsion — 6.94 at 20 °C

physicochemical
properties of the
initial
preparation, after
accelerated
storage and after
low temperature
storage. BF-
10/21

KCP 2.4.2/02
Arevalo, E.,
2021,
CHR/ZF/PROTI
100 FS Stage II:
Determination of
physicochemical
properties of the
preparation. BF-
10/21

KCP 2.4.2/03
Sadej, M.., 2022,
CHR/ZF/PROTI
100 FS Stage IlI:
Determination of
physicochemical
properties of the
preparation after
one year of
storage.
BF-10/21

Viscosity
(KCP 2.5.

OECD
114

CHR/ZF/P
ROTI 100

shear rate
505t

at 20°C :
798mPa-s

at 40°C:
668 mPa-s,

KCP 25.1
Arevalo, E.,

Acceptable
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
1) FS 10.0 s 473 mPa's 395 mPa-s 2021,
Prothio- |25.0s? 245 mPa's 203 mPa's CHR/ZF/PROTI
conazole, |50.0s? 153 mPas 125 mPa‘s 100 FS Stage I:
100 g/L Determination of
PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Productio storage. BF-
n date: 10/21
1.04.2020
Surface |OECD CHR/ZF/P | 0.2% (v/v) —42.39 [mMN/m] Y KCP 2.5.2 Acceptable
tension 115 ROTI 100|12.5% (v/v) —28.46 [MN/m] Arevalo, E.,
(KCP 2.5. FS 33.0% (v/v) — 27.83 [MN/m] 2021,
2) Prothio- CHR/ZF/PROTI
conazole, 100 FS Stage I:
100 g/L Determination of
PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Produc- storage. BF-
tion date: 10/21
1.04.2020
Relative |A3 CHR/ZF/P | Absoulte density: 1.088 g/ml at 20 °C, Y KCP 2.6.1 Acceptable
density |CIPAC |ROTI 100 |Relative density: 1.088 g/ml at 20 °C Arevalo, E.,
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
(KCP2.6.|MT 3.2 |FS The pycnometer method used instead of EC A.3 is also used for liquid plant protection 2021,
1) Prothio- | products. The method EC A.3 cites the ISO 758 standard for this type of studies, which is CHR/ZF/PROTI
conazole, |analogous to the pycnometer method. 100 FS Stage I:
100 g/L Determination of
PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Productio storage. BF-
n date: 10/21
1.04.2020
Bulk
density N/A N/A N/A. CHR/ZF/PROTI 100 FS is a liqui
(KCP 2.6. . is a liquid. N/A N/A N/A
2)
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-

point used / terial Y/N ity /
devia- comments
tions

Storage |Whsuwal |CHR/ZF/P Findings Y KCP2.7.1 Acceptable

are i o Test After aceelerated After low
Stabl I |ty I"H'Speet‘l'e ROT I 100 Type Methods Initial preparation storage temperature
storage
aﬂer 14 HT FS Visual Homogenous intensive Homn;enous
B . . 3 d liquid of intensive red
days at Ha_sa.l P roth 10- Physical state inspection, _I Inmng_enouﬁ mle_m_we red clmrr:(‘:le:r?;li: zduur lm]?:::::leurfe
° o . colour and odour nasal liquid of characteristic odour characteristic
54°C inhalatien | conazole, inhalation adour
(KCP 2.7. |EPA 100 g/L T
1) OPPTS |PUH 1% 753 7.53 T4
830.6302 Chemi- Determination of CIPACMT | Absoulte density 1.088 g/ml,
: » density 32 relative density 1.088
EPA rol” Sp. Z shear rate at 20°C ;  at 40°C;
P . 5.0 8" 798mPas 668 mPas,
Determination of . ‘ N
OPPTS |0.0. OEDI 805 imbes 2odmbes
50.0s'  153mPas: 125 mPas
830'6303 BatCh 0.2% 0 ml after | and 12 min
EPA number: Foam | 12.5% I\Ellll’g\;s 0 ml after 1 and 12 min
OPPTS 202003 33% ) O'ml after | and 12 min
10.2% 101.66% 100.96%
830.6304 | Produc- Suspension| 5o, | CIPACMT 100.14% 100.18%
i H . ability 84.1
Polish tion date: R ‘ P p—
Pharmaco | 1.04.2020 Wasieve st | CPACMT 000 000 000
poela VI Distribution CIPAC MT
Ed _t_ uniformity 175 Homogenous
fuon Adh. CIPAC MT 100 %
erence 194
CIPAC 0.2% 4239 mN/m
MT 75.3 Surface ) o0 | OECD 115 28.46 mN/m
| fension 13% 2783 mN/m
CIPAC Pourabili CIPACMT R=216% R =017%  |R=199% R =0.16%
MT 3 2 ourability 148.1 =2.16%, R =0.17% =1.99%, R = o
. The shape and colour
OECD CropLife of the 1 litre HDPE
International package were stable.
114 Package stability Technical 1 litre HDPE No visible leaking in
Monograph the package.
C I PAC No. 17 Negligible mass
change.
MT 47.3 — - Average dio = 0.272 um
CIPAC MT Q"m*‘ j"' (I' af; pmn Average dsa= 1.228 pum
A verage dso = 1.028 pm e
CIPAC Partte sie 187/1S0 | Averge dua= 4797 um Avenga o= $154
- Average dys = 1.833 pum, P
MT 184.1 A s e ReD 150% SPT01Z pm. RSD
CIPAC Active ingredient HPLC Prothioconazole 9.61% Prothioconazole 9.63% -
content
MT 185 Prothioconazole-desthio
Relevant impurities | HPLC/GC Prothioconazole-desthio 0.003% 0.003%

CIPAC

Toluene 0.006%

Toluene 0.005%

MT 175

Arevalo, E.,
2021,
CHR/ZF/PROTI
100 FS Stage I:
Determination of
physicochemical
properties of the
initial prepara-
tion, after accel-
erated storage
and after low
temperature stor-
age. BF-10/21

All
physicoche
mical
properties
are accepted.
The HDPE
pack reained
intact after
storage
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /

devia- comments
tions

CIPAC
MT 194
OECD
115
CIPAC
MT 148.1
CropLife
Internatio
nal
Technical
Monogra
ph No. 17
CIPAC
MT
18/1SO
13320-1
HPLC
HPLC/G
C

Storage | NZA EPA | N/A N/A-KCP
Stability |OPPTS |CHR/ZF/P 2.7.2/01
after 830.6302 |ROTI 100 Arevalo, E.,
storage EPA FS 2021,

for other |OPPTS |Prothio- CHR/ZF/PROTI N/A
periods  |830.6303 |conazole, 100 FS Stage I: | Acceptable
and/or EPA 100 g/L NIA Y Determination of | All tested
temperatu | OPPTS |PUH physicochemical parameter
res 830.6304 |,,Chemi- properties of the |are accepted.
Polish rol” Sp. z initial

(KCP 2.7. | Pharmaco | 0.0. preparation, after
2) poeia VI |Batch accelerated
Edition | number: storage and after
202003 low temperature

N/A One year after production date
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
CIPAC Productio Findings storage. BF-
. Test
MT 75.3 n date: Type Methods Initial preparation One year a;t::’epmd”mﬂ“ 10/21
CIPAC 1.04.2020 Visual KCP 2.7.2/02
Physical state inspection, Homogenous intensive red Homogenous intensive red
MT 32 colour and odour nasal liquid of characteristic odour liquid of characteristic odour AreVaIO, E"
OECD inhalation 2021'
i 7.99
114 wnditated | pppc vy 7 CHR/ZF/PROTI
pH . 8
CIPAC 1% 733 753 7.58 100 FS Stage II:
MT 47.3 Determination of CIPAC MT | Absoulte density 1.088 g/ml, - Determina‘[ion Of
density 32 relative density 1,088 H H
CIPAC shearmate at20°C: at40°C: physicochemical
P 5.0 gt T98mPa's 668 mPa-s, H
MT 184.1 Deter"l““m‘m of | OECD 114 | 100%' 473 mpes 395 mPas properties of the
viscosity 2505 245 mPass 203 mPas H
CIPAC 50.0s' 153 mPas: 125 mPa-s preparatlon- BF-
MT 185 0.2% 0 ml after | and 12 min 10/21
CIPAC Foam | 12.5% Nﬁl‘g’;\_ﬁ 0 ml after 1 and 12 min -
33% ) 0 ml after | and 12 min -
MT 175
2% 101.66% 100.31%
3??5:4 ﬁ“il?ﬁ‘l'““ 12.5% C"’I’;‘E IMT 100.14% 99.72%
stability .
33% 99.52% 100.45%
OECD I CPAC MT 0.00%
Net sieve test 0.00%
1 1 5 185
P Homogeneous
Distribution CIPAC MT
C I PAC uniformity 175
MT 1481 Adherence C]P?OC; MT ~ 100 %
CrOpLIfe 0.2%, OFECD 115 42.39 mN/m
Internatio
nal Surface | 12.5% 2846 mN/m
TeChnlca| tension | 330, 27.83 mN/m
Monogra Pourability C"’Iigi‘” R=2.16%, R" = 0.17% R=2.07 %, R" = 0.17%
CropLife The shape and colour of the |
ph NO 17 International litre HDPE package were
Package stability Technical 1 litre HDPE stable. No visible leaking in
C I PAC Monograph the package. Negligible mass
MT No. 17 change.
CIPACMT | Average dip = 0,242 um Average dig = 0,222 pm
18/ISO Partic] 187/ 1SO Av:'ra:n: cllu= 1.028 pm Avcm:c d:u =1.261 pm
13320- article size 13320-1/ | Average du = 4.797 um Average dog = £.294 pm
SPO/BF/24/b | Average dss = 1.833 pm, Average ds = 3,049 pm,
1/SPO/B SD - 0.03 ym, RSD 1.50% SD = 0.48 ym, RSD 15.90%
Active ingredient Prothioconazole 9.61% Prothioconazole 9.61%
F/24/b content HPLC
. . < |Prothioconazole-desthio 0.003% |Prothioconazole-desthio <LOQ
HPLC Relevant impurities | - HPLCAGC Toluene 0.006% Toluene 0.006%
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HPLC/G After one year of storage
C

| Test Findings
Type WG Initial preparation After one year of storage
—
Physical state . \ll.SMI 1 Homogenous intensive red Homogenous intensive red
colour and odour inspection, nasa liquid of charactetistic odour liquid of characteristic odour
inhalation
undiluted 7.93 7.68
pH CIPAC MT 75.3
1% 753 6.94
dispersal -
0.2% 101.66% 99.23%
Suspgnsiun 12.5% CIPAC MT 100.14% 99.49%
stability 184.1
33% 99.52% 98.36%
Wet sieve test CPAC MT 185 0.00% 0.25%
Distribution CIPAC MT 175 Homogenous
uniformity
Adherence CIPAC MT 194 100% 106.3 %
Pourability CIPS; ]MT R=2.16%,R =0.17T% R = 1.89%, R'=0.16%
CropLife The shape and colour of the 1
International litte HDPE package were
Package stability Technical 1 litre HDPE stable. No visible leaking in
Meonograph the package. Negligible mass
No. 17 change.
Average dip = 0.242 pm Average dio = 0.199 pm
) Average dso = 1.028 pm Average dso = 1.807 pm
Particle size c:ggc} g;{]lfw Average dw =4.797 um Average dso = 6.532 pm
. Average dqy = 1.833 pm, Average dys = 2.643 um,
8D =10.3 pm, RSD 1.50% SD=0.10 um, RSD 3.78 %
Active ingredient HPLC Prothioconazole 9.61% Prothioconazole 9.57%
content
- . HPLC Prothioconazole-desthio 0.003% [Prothioconazole-desthio 0.003%
Relevant impurities GC Toluene 0.006% Toluene 0.005 %
Determination of . Absoulte density 1.088 g/ml, -
density CIPACMT 32 relative density 1.088
shear rate at20°C: at40°C:
5.0 s 798mPa-s 668 mPa-s,
Determination of 10.0s" 473 mPa's 395 mPas B
— SCD 114
viscosity OECD T 25.0s" 245mPa's 204 mPas
50.0s" 153 mPas- 125
mPa-s
Surf: 0.2% 42.39 mN/m
e [12.5% OECD 115 28.46 mN/m -
IOn 339 27.83 mN/m
0.2“:&4 CIPAC 0 ml after I and 12 min
Foam 12.5% MT 47.3 0 ml after | and 12 min -
33% - 0 ml after I and 12 min
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point used / terial Y/N ity /
devia- comments
tions
Minimum |HPLC  |CHR/ZF/P || #ctve mgredient mprc  |Frothioconazole 9.63% Y KCP2.7.3 Acceptable
content ROTI 100 [[©= Profiscomaaledeine Arevalo, E.,
after_ heat HPLC/G |FS _ Relevant impurifies | HPLC/GC 0_003"..,“ 2021,
stability |C Prothio- Toluene 0.005% CHR/ZF/PROTI
testing conazole, 100 FS Stage I:
(KCP 2.7. 100 g/L Determination of
3) PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Productio storage. BF-10/21
n date:
1.04.2020
Effect of |MT 39.3 |CHR/ZF/P | Physical state Y KCP27.4 Acceptable
low ROTI 100|Homogenous intensive red liquid of characteristic odour. Arevalo, E.,
temperatu FS 2021,
res on Prothio- | Wet sieve test CHR/ZF/PROTI
stability conazole, |0.00% 100 FS Stage I:
(KCP 2.7. 100 g/L Determination of
4) PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
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0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Productio storage. BF-10/21
n date:
1.04.2020
Ambient |Wisual |CHR/ZFPR A2 KCP2.75/01
: : N/A
temperatu Arevalo E-
P tspectio ROTI-100 Remarks:
re shelf | &; N/A 2021;
N Findings The da.ta.
life nasal ES Test Methods e One year after production CHR/ZF/PROTH H
(KCP 27 i e Tpe Initial preparation date ) submitted
.7. | inhalation Prothi T 100-FS-Stage+
5) Physical state i.nsp]es:ﬁon_ _Ho_mogeuoua i.l.lte_ns_i‘:e red _Homogemlls iute_ns_ive red DeteFm-I—Ha-t—I-G-H—Of must
MT—75§ : colour and odour jn]?aal?ul'ou liquid of characteristic odour liquid of characteristic odour - . Support the
conazole, . - prysie roposed
undiluted 793 799 properties-of-the P
CIPAC MT .
100 g/ H ac o shelf-life of
MT32 P 1% 33 753 7.58 initial
PUH Determination of | CIPAC MT | Absoulte density 1.088 g/ml, preparation-after the .
Q—EGD density 32 relative density 1.088 aeeelEFa{ed pl‘epal‘atlon.
( hemi shearrate at20°C: at40°C: It i
14 2 Determination of 30! To8uPas 668 mas, storage-and-after S
ol Sp—z viscosity R e PR Sl Jow-temperature normally
5005 153mPas 125 mPas expected
MT-47.3 02% 0 mlafter 1 and 12 nin storage—BF-
6:6- Foam | 125% \%Pixc 0 ml after | and 12 min 10/21 that a
MT 1841 | Batch 33% e 0 ml after 1 and 12 min - preparation
0.2% 101.66% 100.31% KCP2.75/02 should have
MT-185 number: ?;iﬁﬁ?“’“ 12.5% CIE;‘%E_II"‘H 100.14% 99.72% AFGVGJO—E a shelf life
) 99.52% 100.43% S of at least
202003 — TPACMT - 000% 2024,
W t
M:r_l_7_5 ‘et sleve test 185 0.00% GH'R'/‘ZF/‘pR-Q:I:I' WO yeal‘S.
Produe- Distribution CIPAC MT Homogeneous 100-FS-StageH: Therefore,
MT 1gq | Hordate: uniformity mig‘m — Determinationof | this studies
4394-_29'29 Adherence 194 ) ’ phweeehem\leal Should be
OECB N/A e At properties of the | transferred
115 . BE to KCP
’ 2.7.6.
1021
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MT1481 Surface | 12.5% 28.46 mN/m
temsion | 33% 2783 mMN/m KG-P—Q—%,[QQ
- CIPACMT —716% B=D 170 =207% R =017 L
MTF-187 Pourability 1481 R=216% R'=0.17% R=207% R =017% M :
CropLife The shape and colour of the 1 GH-R—/—ZHPRQI—!
International litre HDPE package were
HRLC Package stability Technical 1 litre HDPE stable. No visible leaking in 100-FS S‘tage H
Monograph the package. Negligible mass A ) b
No. 17 change. Determination-of
HP—EG#G CIPACMT | Average dio=0.242 um Average dis=0.222 um phwe@eheml-eal
- 187/150 | Average dso=1.028 um Average dso=1.261 um .
c N/A Farticle size 13320-1/ | Average doe=4.797 um Average dos=8.294 um pFGpeFHeS—Gf—the
SPO/BF 24 | Average dey = 1.833 pm, Average de 3 =3.049 pm, -
SD=0.03 ym RSD 1.50% SD =048 ym RSD 1590% preparauenaﬁeit
Active ingredient HPLC Prothioconazole 9.61% Prothioconazole 9.61%
content ohe-yeat of
- - e |Prothioconazole-desthio 0.003% |Prothieconazole-destue <LOQ
Relevant impwrifies | HPLC/GC Toluens 0.006% Toluene 0.006% SO N/A
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Methods
Visual
inspection, nasal

2 -

Homogenous ntensive red

7.68

CIPACMT 733
6.94

99.23%

CIPACMT
09.49%
1841

08.36%
CPACMT 185 0.25%

CIPACMT 194 106.3 %

Cﬂ;ﬁ;‘jlhn R=1.89% R=016%
CropLife The shape and colour of the 1
Intemational litre HDPE package were
Technical stable. No visible leaking in
the package. Negligible mass
change

Amxgdm=0_19-9pm
Average dsp = 1.807 pm
CIPAC MT 187/| gcerace o= 6532 yum
ISO 133201 | Average dys = 2643 jum,
SD=0.10 ym RSD 3.78 %

Prothioconazele 2.37%

No. 17

HPFLC

HPLC Prothioconazole-desthio 0.003%
GC Toluene 0.005 %%

Shelf life
in months
(if less
than 2
years)
(KCP 2.7.
6)
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Test Findings
Method:
Type ods Initial preparation One year ag::'e production
Visual
Physical state inspection, Homogenous intensive red Homogenous intensive red
colour and edour nasal liquid of characteristic odour | liquid of characteristic odour
inhalation
i 7.99
undiluted CIPAC MT 7.93
pil 753
1% ) 753 758
Determination of CIPAC MT | Absoulte density 1.088 g/ml, -
density 32 relative density 1.088
50 8" T98mP: ; 668 mP
. . RN a8 a8,
Determination of | pepy 14 | To.0s' 473 mPas 395 mPas -
Viscosity 2505 245mPas 203 mPars
50.0s' 153 mPas 125 mPass
0.2% 0 ml after 1 and 12 min
12.5% CIPAC 0 ml after | and 12 min -
Foam MT 473
33% 0 ml after 1 and 12 min -
2% 101.66% 100.31%
Suspension CIPAC MT 100.14% 73
subility 20 1841 el 99.72%
33% 99.52% 100.45%
Wet sieve test CP‘?(S:SMT 0.00% 0.00%
Distribution CIPAC MT Homogencous
uniformity 175
Adherence CIP?;iMI‘ ~ 100 %
0.2% OECD 115 42.39 mN/m -
Surface | 12.5% 2846 mN/m
tension | 33%, 27.83 mN/m
Pourability C“’l‘:scl“‘" R=2.16%, R =0.17% R=2.07%, R =0.17% 100 FS St -
CropLife The shape and colour of the 1 D R ag_e "
International litre HDPE package were f
Package stability Technical 1 litre HDPE stable. No visible leaking in etermination o
Monograph the package. Negligible mass
No. 17 change.
CIPACMT | Average djp = 0.242 um Average dip = 0.222 pm
Particle si 187 /18O | Average ds= 1028 pm Average dso = 1.261 pm
cle size 13320-1/ | Average dw=4.797 pm Average deg = €294 um
SPO/BF/24/b | Average dss = 1.833 pm, Average dss = 3,049 pm,
SD = 0.03 pm, RSD 1.50% SD = 0.48 um, RSD 15.90%
Active ingredient Prothioconazole 9.61% Prothioconazole 9.61%
content HPLC
. . Prothioconazole-desthio 0.003% |Prothioconazole-desthio <L0OQ
Relevant impurities | HPLC/GE Toluene 0.006% Toluene 0.006%
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Test

Findings

Type

Visual
inspection, nasal
AN

Physical state
colour and odour

Homogenous intensive red
liguid of characteristic odour

After one year of storage

Homogenous intensive red
liquid of characteristic odour

undiluted

193

7.68

CIPAC MT 75.3

pH %

dispersal

1.53

6.94

0.2%

101.66%

99.23%

Suspension |15 5o CIPAC MT

100.14%

99.49%

stability 184.1

33%

99.52%

98.36%

Wet sieve test CPACMT 185

0.00%

0.25%

Distribution

uniformity CIPAC MT 175

Adherence CIPAC MT 194

100 %

106.3 %

CIPAC MT

Pourability 148.1

R=2.16%,R =0.17%

R =1.89%, R'=0.16%

CropLife
International
Technical
Monograph
No. 17

Package stability

1 litre HDPE

The shape and colour of the 1
litte HDPE package were
stable. No visible leaking in
the package. Negligible mass
change.

CIPAC MT 187/

Particle size IS0 13320-1

Average dig = 0.242 pm
Average dso = 1.028 pm
Average dw =4.797 pm
Average das = 1.833 pm,
SD=0.3 pm, RSD 1.50%

Average dio = 0.19% pm
Average dso = 1L.ROT pm
Average du = 6.532 pm
Average dyy = 2.643 pm,

SD =0.10 um, RSD 3.78 %

Active ingredient

content HPLC

Prothioconazole 9.61%

Prothioconazole 9.57%

HPLC

Prothi

Relevant impurities GC

le-desthio 0.003%

hi le-desthio 0.003%

Toluene 0.006%

Toluene 0.005 %

Determination of

densi CIPACMT 3.2

Absoulte density 1.088 gml,
relative density 1,088

Page 24 /58

shear rate at20°C: at 40°C:
505! 798mPa-s 668 mPa-s,
10.0s" 473 mPa's 395 mPa's
25.0s" 245mPa's 204 mPas
50.0s" 153 mPas- 125
mPa-s
42.39 mN/m
28.46 mN/m
27.83 mN/m
0 ml afier | and 12 min
0 ml afier I and 12 min
0 ml after 1 and 12 min

Determination of

viscosity OECD 114

0.2%
12.5%
33%
0.2%
12.5%
33%

OECD 115

CIPAC
MT 47.3
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tions
Wettabilit |  N/A N/A N/A. CHR/ZF/PROTI 100 FS is a liquid. N/A N/A Acceptable
y
(KCP 2.8.
1)
Persistenc [MT 47.3 |CHR/ZF/P | 0.2% 0 mal after 1 and 12 min Y KCP 2.8.2 Acceptable
e of ROTI 100 17 50, CIPAC 0 mal after 1 and 12 min Arevalo, E.,
foaming FS MT 473 2021,
(KCP 2.8. Prothio- || 33% 0 ml after 1 and 12 min CHR/ZF/PROTI
2) conazole, 100 FS Stage I:
100 g/L Determination of
PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Productio storage. BF-
n date: 10/21
1.04.2020
Suspensib | MT 184.1 | CHR/ZF/P Y KCP 2.8.3.1/01 |Acceptable
ility ROTI 100| After accelerated storage: Arevalo, E.,
(KCP 2.8. FS 0.2% - 100.96% 2021,
conazole, 100 FS Stage I:
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point used / terial

devia-

tions

GLP
Y/N

Reference

Acceptabil-
ity /
comments

100g/L  |33.0% - 99.28%

PUH Test Findings

,,Chemi- Tipe Methods Initial preparation One year ai{::;prnducﬁon
rol” Sp. z 0% = ToLée% 0031%
Batch T 3% . 99.52% 100.45%
number: =

202003 %’\?ste - -

PrOdUC- p - Adter Dﬂﬁ'g;l?jﬂ;:‘: storage

tion date: || suspension

12.5% 49%;
1.04.2020 || stability == i

33% 098.36%

Determination of
physicochemical
properties of the
initial
preparation, after
accelerated
storage and after
low temperature
storage. BF-
10/21

KCP 2.8.3.1/02
Arevalo, E.,
2021,
CHR/ZF/PROTI
100 FS Stage II:
Determination of
physicochemical
properties of the
preparation.
BF-10/21

KCP 2.8.3.1/03
Sadej, M.., 2022,
CHR/ZF/PROTI
100 FS Stage I1I:
Determination of
physicochemical
properties of the
preparation after
one year of
storage.
BF-10/21
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Annex
point

Method
used /
devia-
tions

Test ma-
terial

Findings

GLP
Y/N

Reference

Acceptabil-
ity /
comments

Spontanei
ty of
dispersion
(KCP 2.8.
3.2)

N/A

N/A

N/A

N/A

N/A

Acceptable

Dispersio
n stability
(KCP 2.8.
3.3)

N/A

N/A

N/A

N/A

N/A

Acceptable

Degree of
dissolutio
n and
dilution
stability
(KCP 2.8.
4)

N/A

N/A

N/A

N/A

N/A

Acceptable

Particle
size
distributio
n/
nominal
size range
of
granules
(KCP 2.8.
5.1.1)

N/A

N/A

N/A

N/A

N/A

Acceptable

Wet sieve
test

(KCP 2.8.
5.1.2)

MT 185

CHR/ZF/P
ROTI 100
FS
Prothio-
conazole,

Initial preparation:
1% (w/v) solution — 0.00

After accelerated storage:

KCP 2.8.5.1.2/01
Arevalo, E.,
2021,
CHR/ZF/PROTI
100 FS Stage I:

Acceptable
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Annex | Method | Test ma-
point used / terial
devia-
tions

Findings

GLP
Y/N

Reference

Acceptabil-
ity /
comments

100 g/L | 1% (w/v) solution — 0.00
PUH

rol” Sp. z|1% (w/v) solution — 0.00
0.0.
Batch After one year of storage:
number: | 1% (w/v) solution — 0.25
202003
Produc-
tion date:
1.04.2020

,»Chemi- | After one year of production:

Determination of
physicochemical
properties of the
initial
preparation, after
accelerated
storage and after
low temperature
storage. BF-
10/21

KCP 2.8.5.1.2/02
Arevalo, E.,
2021,
CHR/ZF/PROTI
100 FS Stage II:
Determination of
physicochemical
properties of the
preparation.
BF-10/21

KCP 2.8.5.1.2/03
Sadej, M.., 2022,
CHR/ZF/PROTI
100 FS Stage I1I:
Determination of
physicochemical
properties of the
preparation after
one year of
storage.
BF-10/21
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Annex
point

Method
used /
devia-
tions

Test ma-
terial

Findings

GLP
Y/N

Reference

Acceptabil-
ity /
comments

Dust
content
(KCP 2.8.
5.2.1)

N/A

N/A

N/A

N/A

N/A

N/A

Particle
size of
dust
(KCP 2.8.
5.2.2)

N/A

N/A

N/A

N/A

N/A

N/A

Attrition
(KCP 2.8.
5.3)

N/A

N/A

N/A

N/A

N/A

N/A

Hardness
and
integrity
(KCP 2.8.
5.4)

N/A

N/A

N/A

N/A

N/A

N/A

Emulsifia
bility
(KCP 2.8.
6.1)

N/A

N/A

N/A

N/A

N/A

N/A

Emulsion
stability
(KCP 2.8.
6.2)

N/A

N/A

N/A

N/A

N/A

N/A

Re-
emulsifia
bility
(KCP 2.8.
6.3)

N/A

N/A

N/A

N/A

N/A

N/A
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
Flowabilit N/A
y
(KCP 2.8. N/A N/A N/A N/A N/A
7.1)
Pourabilit [ MT CHR/ZF/P | Initial preparation: Y KCP 2.8.7.2/01 | Acceptable
y 148.1 ROTI 100|R=2.16%,R"=0.17% Arevalo, E.,
(KCP 2.8. FS 2021,
7.2) Prothio- | After accelerated storage: CHR/ZF/PROTI
conazole, [R=1.99 %, R"=0.16% 100 FS Stage I:
100 g/L Determination of
PUH After one year of production: physicochemical
,Chemi- |R=2.07%, R =0.17% properties of the
rol” Sp. z initial
0.0. After one year of storage: preparation, after
Batch R =1.89 %, R =0.16% accelerated
number: storage and after
202003 low temperature
Produc- storage. BF-
tion date: 10/21
1.04.2020
KCP 2.8.7.2/02
Arevalo, E.,
2021,
CHR/ZF/PROTI

100 FS Stage II:
Determination of
physicochemical
properties of the
preparation.
BF-10/21

KCP 2.8.7.2/03
Sadej, M., 2022,
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions

CHR/ZF/PROTI
100 FS Stage Ill:
Determination of
physicochemical
properties of the
preparation after
one year of
storage.
BF-10/21

Dustabilit N/A N/A N/A N/A N/A N/A

y

following

accelerate

d storage

(KCP 2.8.

7.3)

Physical N/A N/A N/A N/A N/A N/A

compatibi

lity of

tank

mixes

(KCP 2.9.

1)

Chemical N/A N/A N/A N/A N/A N/A

compatibi

lity of

tank

mixes

(KCP 2.9.

2)
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
Adhesion |MT 194 | CHR/ZF/P | Adherence to seeds: 100 % Y KCP 2.10.1 Acceptable
to seeds ROTI 100 Arevalo, E.,
(KCP 2.1 FS 2021,
0.1) Prothio- CHR/ZF/PROTI
conazole, 100 FS Stage I:
100 g/L Determination of
PUH physicochemical
,,Chemi- properties of the
rol” Sp. z initial
0.0. preparation, after
Batch accelerated
number: storage and after
202003 low temperature
Produc- storage. BF-
tion date: 10/21
1.04.2020
Distributi |MT 175 |CHR/ZF/P | Initial preparation: Y KCP 2.10.2/01 | Acceptable
on to seed ROTI 100|Homogenous. Arevalo, E.,
(KCP 2.1 FS 2021,
0.2) Prothio- | After accelerated storage: CHR/ZF/PROTI
conazole, |Homogenous. 100 FS Stage I:
100 g/L Determination of
PUH After one year of production: physicochemical
,»Chemi- | Homogenous. properties of the
rol” Sp. z initial
0.0. After one year of storage: preparation, after
Batch Homogenous. accelerated
number: storage and after
202003 low temperature
Produc- storage. BF-
tion date: 10/21
1.04.2020

KCP 2.10.2/02
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point used / terial Y/N ity /
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tions
Arevalo, E.,
2021,
CHR/ZF/PROTI

100 FS Stage II:
Determination of
physicochemical
properties of the
preparation.
BF-10/21

KCP 2.10.2/03
Sadej, M.., 2022,
CHR/ZF/PROTI
100 FS Stage IlI:
Determination of
physicochemical
properties of the
preparation after

one year of
storage.
BF-10/21
Stability |CropLife |CHR/ZF/P | After accelerated storage: Y KCP 2.11/01 Acceptable
of Internatio | ROTI 100 | The shape and colour of the 1 litre HDPE package were stable. Arevalo, E.,
packaging | nal FS No visible leaking in the package. Negligible mass change. 2021,
(KCP 2.1 |Technical | Prothio- CHR/ZF/PROTI
1) Monogra |conazole, |After one year of production: 100 FS Stage I:
ph 100 g/L | The shape and colour of the 1 litre HDPE package were stable.No visible leaking in the Determination of
No. 17 PUH package. Negligible mass change. physicochemical
,,Chemi- properties of the
rol” Sp. z|After one year of storage: initial
0.0. The shape and colour of the 1 litre HDPE package were stable.No visible leaking in the preparation, after
Batch package. Negligible mass change. accelerated
number: storage and after

202003 low temperature
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
Productio storage. BF-
n date: 10/21
1.04.2020
KCP 2.11/02
Arevalo, E.,
2021,
CHR/ZF/PROTI

100 FS Stage I1:

Determination of
physicochemical

properties of the

preparation. BF-
10/21

KCP 2.11/03
Sadej, M.., 2022,
CHR/ZF/PROTI
100 FS Stage I1I:
Determination of
physicochemical
properties of the
preparation after

one year of
storage.
BF-10/21
Effective |Efficacy |CHR/ZF/P Findings Y KCP 2.12 Acceptable
ness of Guideline |[ROTI 100 Water Initial Prothioconazole Cleaning Arevalo, E.,
cleaning |305: FS ) used Protl:tl){:.'ctzl:zole conrtile"::nagfter effectiveness | AVerage 2021,
(KCP 2004 Prothio- [mL] [mg] [mg] [%] [%] Annex No. 1 to
10 3171.3 0.5115 99.98 ; .
2.12) conazole, 2% 10 3171.3 0.0349 100.00 99.99 Final report:
100 g/L 3% 10 3171.3 0.0116 100.00 CHR/ZF/PROTI

PUH 100 FS Stage II:
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Annex | Method | Test ma- Findings GLP Reference Acceptabil-
point used / terial Y/N ity /
devia- comments
tions
,,Chemi- Determination of
rol” Sp. z physicochemical
0.0. properties of the
Batch preparation. BF-
number: 10/21
202003
Produc-
tion date:
1.04.2020
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)
Table 4.1-1: Packaging information

Type JAR

Material: HDPE

size: 63/64 mm/91.5 mm

Opening: 46 mm minimum

Closure: screw cap with seal

Capacity 188 mi-L

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
Table 4.1-2: Packaging information

Type BOTTLE

Material: HDPE

size: 64 mm=+ 2 mm/130 mm + 3 mm

Opening: 40 mm + 2 mm

Closure: screw cap with seal

Capacity 250 mHL

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
Table 4.1-3: Packaging information

Type BOTTLE

Material: HDPE

size: 72 mm+ 2 mm/111,8 mm £+ 3 mm

Opening: 38 mm =2 mm

Closure: screw cap with seal

Capacity 250 mHL

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
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Table 4.1-4: Packaging information
Type BOTTLE
Material: HDPE
size: 72+1 mm/111.8£2 mm
Opening: 38 mm
Closure: screw cap with seal
Capacity 250 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-5: Packaging information
Type BOTTLE
Material: HDPE
size: 69 mm+ 2 mm/186.5 mm +2 mm
Opening: 45.65+£ 2 mm
Closure: screw cap with seal
Capacity 564 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-6: Packaging information
Type BOTTLE
Material: HDPE
size: 90,5 mm+ 2 mm/151 mm + 3 mm
Opening: 40,6 mm = 2 mm
Closure: screw cap with seal
Capacity 500 mbL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-7: Packaging information
Type BOTTLE
Material: HDPE
size: 77,6 mm+ 2 mm/160,6 mm £+ 3 mm
Opening: 38 mm + 2 mm
Closure: screw cap with seal
Capacity 500 miL
Seal: Induction seal
Manner of construction extruded
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UN/ADR compliant
Table 4.1-8: Packaging information
Type BOTTLE
Material: HDPE
size: 77.6 £1 mm/160.6+2 mm
Opening: 38 mm
Closure: screw cap with seal
Capacity 500 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-9: Packaging information

grouped into an outer box

The jar is set in an inner box (cardboard box). The inner box is

Material: HDPE

Type of construction: jar

Size: approximate diameter/height: 80 mm/138 mm

Capacity: 510 mtL overflow

Type of closure: screw-cap with seal

Size of opening: 46 mm minimum

Accessories: one measuring device per each jar

Table 4.1-10: Packaging information
Type BOTTLE
Material: HDPE
size: 145.5mm+ 2 mm/78mm £ 2 mm
Opening: S6mm £ 2 mm
Closure: screw cap with seal
Capacity 600 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-11: Packaging information
Type JAR
Material: HDPE
size: 79/80 mm/ 201 mm
Opening: 46 mm minimum
Closure: screw cap with seal
Capacity 800 miL
Seal: Induction seal
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Manner of construction extruded
UN/ADR compliant
Table 4.1-12: Packaging information
Type BOTTLE
Material: HDPE
size: 80 mm+ 2 mm/201 mm + 2 mm
Opening: 64 mm
Closure: screw cap with seal
Capacity 800 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-13: Packaging information
Type BOTTLE
Material: HDPE
size: 88.5 mm+ 2 mm/283.5 mm = 2 mm
Opening: 45.30 mm £ 2 mm
Closure: screw cap with seal
Capacity 1000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-14: Packaging information
Type BOTTLE
Material: HDPE
size: 88 mm= 4 mm/242 mm £+ 6 mm
Opening: 39mm £+ 2 mm
Closure: screw cap with seal
Capacity 1000 m+-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-15: Packaging information
Type BOTTLE
Material: HDPE
size: 238 mm= 2 mm/90mm + 2 mm
Opening: 39 mm + 2 mm
Closure: screw cap with seal
Capacity 1000 m-L
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Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-16: Packaging information
Type BOTTLE
Material: HDPE
size: 234 mm+ 2 mm/88.5mm £ 2 mm
Opening: 42 mm + 2 mm
Closure: screw cap with seal
Capacity 1000 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-17: Packaging information
Type BOTTLE
Material: HDPE
size: 84 mm=+ 2 mm/248.2 mm + 2 mm
Opening: 50 mm £ 2 mm
Closure: screw cap with seal
Capacity 1000 m+L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-18: Packaging information
Type BOTTLE
Material: HDPE
size: 234 mm+ 2 mm/88.5mm + 2 mm
Opening: 42 mm + 2 mm
Closure: cap with seal
Capacity 1200 = 50 mb-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-19: Packaging information
Type BOTTLE
Material: HDPE
size: 84 + 1.5 mm/230.1 £ 3 mm
Opening: 38 mm
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Closure: screw cap with seal
Capacity 1000 m-L

Seal: Induction seal
Manner of construction extruded

UN/ADR compliant

Table 4.1-20: Packaging information
Type BOTTLE
Material: HDPE
size: 157,2 mm=£ 2 mm/101mm £ 2 mm
Opening: 72 mm £ 2 mm
Closure: screw cap with seal
Capacity 1000 m+L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-21: Packaging information
Type JAR
Material: HDPE
size: 108/110 mm/ 266 mm
Opening: 46 mm minimum
Closure: screw cap with seal
Capacity 2000 m-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-22: Packaging information

Type CONTAINER

Material: HDPE

size: 232 mm+ 2 mm/195mm=+ 2 mm/130mm £ 2 mm
Opening: 50 mm £ 2 mm

Closure: screw cap with seal

Capacity 3000 mi-L

Seal: Induction seal

Manner of construction

extruded

UN/ADR

compliant
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Table 4.1-23: Packaging information

Type BOTTLE

Material: HDPE

size: 94 + 1 mm/103 £ 1 mm/272.5 + 3 mm
Opening: 38 mm

Closure: screw cap with seal

Capacity 2000 miL

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-24: Packaging information

Type BOTTLE

Material: HDPE

size: 224,1 mm=+ 2 mm/122mm + 2 mm
Opening: 73 mm £ 2 mm

Closure: screw cap with seal

Capacity 2000 miL

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-25: Packaging information

Type CONTAINER

Material: HDPE

size: 232 mm+ 2 mm/195mm=+ 2 mm/130mm + 2 mm
Opening: 50 mm £ 2 mm

Closure: screw cap with seal

Capacity 3000 mi-L

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-26: Packaging information

Type CANNISTER

Material: HDPE

size: 96 £ 3 mm/195 + 3.5 mm/297.2 + 4 mm
Opening: 38 mm

Closure: screw cap with seal

Capacity 4000 miL

Seal: Induction seal

Manner of construction

extruded

Page 42 /58
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UN/ADR compliant

Table 4.1-27: Packaging information

Type CONTAINER

Material: HDPE

size: 305mm=+ 5 mm/193 mm+ 5 mm/142 mm + 5 mm
Opening: 59.20 mm minimum + 5 mm

Closure: screw cap with seal

Capacity 5850 ml+150 mi-L

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-28: Packaging information

Type CONTAINER

Material: HDPE

size: 336 mm= 5 mm/195mm= 5 mm/130mm + 5 mm
Opening: 50 mm =+ 5 mm

Closure: screw cap with seal

Capacity 5000 mi-L

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-29: Packaging information

Type CONTAINER

Material: HDPE

size: 310,5 mm+ 5 mm/195mm+ 5 mm/130mm + 5 mm
Opening: 63 mm=+5mm

Closure: screw cap with seal

Capacity 5000 miL

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-30: Packaging information

Type CANNISTER

Material: HDPE

size: 190 mm= 5 mm /140 mm=+ 5 mm/ 314 mm + 5 mm
Opening: 545 mm £ 5 mm

Closure: screw cap with seal

Capacity 5000 miL

Seal: Induction seal

Manner of construction

extruded

UN/ADR

compliant
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Table 4.1-31: Packaging information
Type CANNISTER
Material: HDPE
size: 12742 mm/1924+2 mm/285+5 mm
Opening: 38 mm
Closure: screw cap with seal
Capacity 5000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-32: Packaging information
Type CANNISTER
Material: HDPE
size: 145+2 mm/190.8+£3/294+4 mm
Opening: 38 mm
Closure: screw cap with seal
Capacity 6000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-33: Packaging information

Type Description
Material: HDPE
Size: 745 mm x 493 mm
Opening: BCS 70x6/ BCS 38x6
Closure: Bung
Capacity 124 L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
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Table 4.1-34: Packaging information
Type Description
Material: HDPE
Size: 90000mm/59000mm + 2 mm
Opening: 45mm £+ 2 mm
Closure: screw cap with seal
Capacity 22000-mi 220 L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-35: Packaging information
Type Description
Material: HDPE
Size: 935 mm x 581 mm
Opening: BCS 70x6/ BCS 56x4
Closure: Bung
Capacity 220 L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-37: Packaging information
Type Description
Material: HDPE
Size: 942 mm + 10 mm x 582 mm + 10 mm
Opening: 70x6 / 56 x4
Closure: Openings on top, 3 high, straight wrapped with cover on top
Bungs 70x6 and 56 x 4 lose screw
Capacity 222 L
Seal: Induction seal

Manner of construction

extruded

UN/ADR

compliant
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Table 4.1-33: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 50 £ 1 mm/93 =+ 1 mm
Opening: 28,4+ 0,3 mm
Closure: screw cap with seal
Capacity 120 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-34: Packaging information
Packaging information for 120 ml BOTTLE
Type BOTTLE
Material: HDPE/PA COEX
size: 50+ 1 mm/93 £ I mm
Opening: 28,4+ 0,3 mm
Closure: screw cap with seal
Capacity 120 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-35: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 62.5+1 mm/131.3£1 mm
Opening: 45.65£3 mm
Closure: screw cap with seal
Capacity 323 +£5miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-36: Packaging information
Type BOTTLE
Material: HDPE/PA
size: 59 + 1 mm/143 = 1 mm/
Opening: 41.7+0.7 mm
Closure: screw cap with seal
Capacity 275 miL
Seal: Induction seal
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Manner of construction

extruded

UN/ADR

compliant

Table 4.1-37: Packaging information
Type BOTTLE
Material: HDPE/PA
size: 59+ 1 mm/143 £ 1 mm/
Opening: 41.740.7 mm
Closure: screw cap with seal
Capacity 275 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-38: Packaging information
Type BOTTLE
Material: HDPE/PA
size: 69 mm + 2 mm/186.5 mm + 2 mm
Opening: 45.65+3 mm
Closure: screw cap with seal
Capacity 574 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-39: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 74+ 1 mm/177 = 1 mm/
Opening: 41.7+0.7 mm
Closure: screw cap with seal
Capacity 550 mbL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-40: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 74+ 1 mm/177 £ 1 mm/
Opening: 41.7+£0.7 mm
Closure: screw cap with seal
Capacity 550 mbL

Seal:

Induction seal
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Manner of construction

extruded

UN/ADR

compliant

Table 4.1-41: Packaging information
Type BOTTLE
Material: HDPE/PA
size: 65 mm/234.8 mm + 2 mm
Opening: 27.4 mm
Closure: screw cap with seal
Capacity 500 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-42: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 88 mm £ 2 mm/238 mm + 2 mm
Opening: 50 mm £2 mm
Closure: screw cap with cutter
Capacity 1000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-43: Packaging information
Type BOTTLE
Material: HDPE/PA
size: 248.5+3 mm/84+1.5mm
Opening: 50 mm =2 mm
Closure: screw cap with seal
Capacity 1000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-44: Packaging information
Type BOTTLE
Material: HDPE/PA
size: 248.5+3 mm/84+1.5mm
Opening: 50 mm + 5 mm
Closure: screw cap with seal

Capacity

1000 mi-L
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Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-45: Packaging information
Type BOTTLE
Material: PE-PA
size: 234 mm+ 2 mm/88.5mm + 2 mm
Opening: 42 mm £ 2 mm
Closure: screw cap with seal
Capacity 1000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-46: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 238+ 1 mm/88 £ 1 mm/
Opening: 41.7+0,7 mm
Closure: screw cap with seal
Capacity 1100 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-47: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 84+ 1.5 mm/248.5 £ 3 mm
Opening: 50 mm + 3mm
Closure: screw cap with seal
Capacity 1000 miL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-48: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 233.5+ 1.5 mm/88.5 = 1 mm/
Opening: 39 mMm £2 mm
Closure: screw cap with seal

Capacity

1100 mi-L
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Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-49: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 84+ 1.5 mm/248.5 £ 3 mm
Opening: 50 mm + 3mm
Closure: screw cap with seal
Capacity 1000 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-50: Packaging information
Type CONTAINER
Material: HDPE/PA COEX
size: 305mm= 5 mm/193 mm=+ 5 mm/142 mm £5 mm
Opening: 63 mm minimum £+ 5 mm
Closure: screw cap with seal
Capacity 5850 mk150 mi-L
Seal: Induction seal

Manner of construction extruded
UN/ADR compliant
Table 4.1-51: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 193 £ 3/ 142 £ 5 mm/320 mm+ 5 mm
Opening: 63,3 £ 3mm
Closure: screw cap with seal
Capacity 5500 mL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-52: Packaging information
Type BOTTLE
Material: HDPE/PA COEX
size: 195+ 3/ 130 = 5 mm/310,5 mm=+ 5 mm
Opening: 63,3 = 3mm
Closure: screw cap with seal
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Capacity 5000 mL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-53: Packaging information
Type CANNISTER
Material: HDPE/PA COEX
size: 313+ 5mm/190+3/140+5mm
Opening: 50 mm + 3mm
Closure: screw cap with seal
Capacity 5000 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-54: Packaging information
Type CONTAINER
Material: HDPE/PA COEX
size: 305mm/193 mm/142 mm + 5 mm
Opening: 63 mm minimum £+ 5 mm
Closure: screw cap with seal
Capacity 10000-ml+=150 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-55: Packaging information
Type CONTAINER
Material: HDPE/PA COEX
size: 377,7mm/178 mm/239,5 mm + 5 mm
Opening: 54 mm min + 5 mm
Closure: screw cap with seal
Capacity 10000 mi+=150 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-56: Packaging information
Type BOTTLE
Material: HDPE/F
size: 297,3mm/193 mm/142 mm + 2 mm

Opening:

54,2 mm £ 1 mm
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Closure: screw cap with seal
Capacity 5950 mi + 100 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-57: Packaging information
Type BOTTLE
Material: HDPE/F
size: 297,3mm/193 mm/142 mm + 2 mm
Opening: 63.4 mm min £ 1 mm
Closure: screw cap with seal
Capacity 5950 ml + 100 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-58: Packaging information
Type BOTTLE
Material: HDPE/F
size: 297,3mm/193 mm/142 mm + 2 mm
Opening: 67,5mm= 1 mm
Closure: screw cap with seal
Capacity 5950 ml + 100 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-59: Packaging information
Type CANNISTER
Material: HDPE/F
size: 297,3mm/193 mm/142 mm + 2 mm
Opening: 54,2 mm min £ 1 mm
Closure: screw cap with seal
Capacity 5950 ml+ 100 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-60: Packaging information
Type CANNISTER
Material: HDPE/F
size: 297,3mm/193 mm/142 mm + 2 mm

Opening:

63,4 mm min + 1 mm
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Closure: screw cap with seal
Capacity 5950 ml + 100 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-61: Packaging information
Type CANNISTER
Material: HDPE/F
size: 297,3mm/193 mm/142 mm £ 2 mm
Opening: 67,5 mm min+ 1 mm
Closure: screw cap with seal
Capacity 5950 ml+ 100 mi-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

Table 4.1-62: Packaging information
Type Description
Material: HDPE/EvVOH
Size: 69 mm+ 2 mm/186.5 mm + 2 mm
Opening: 4530 mm £ 2 mm
Capacity 500 mi-L
Closure: screw cap with cutter
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-63: Packaging information
Type Description
Material: HDPE/EvVOH
size: 65 mm/234.8 mm + 2 mm
Opening: 27.4 mm
Closure: screw cap with seal
Capacity 500 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
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Table 4.1-64: Packaging information
Type Description
Material: HDPE/EvVOH
size: 234+3 mm/88.5+2mm
Opening: 42 mm + 2 mm
Closure: screw cap with cutter
Capacity 1000 mL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-65: Packaging information
Type Description
Material: HDPE/EVOH
Size: 23443 mm/88.5+2mm
Opening: 42 mm £+ 2 mm
Closure: screw cap with cutter
Capacity 1000 m+L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-66: Packaging information
Type Description
Material: HDPE/EvVOH
Size: 23443 mm/88.5+2mm
Opening: 50 mm £ 3 mm
Closure: screw cap with cutter
Capacity 1000 m+-L
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-67: Packaging information
Type Description
Material: HDPE/EVOH
Size: 165 mm £ 2 mm/195 mm £ 2 mm/228mm=+ 2 mm
Opening: 48 mm £ 2 mm
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Type Description
Closure: screw cap with cutter
Capacity 5000 mL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-68: Packaging information
Type Description
Material: HDPE/EvVOH
Size: 195 mm + 2 mm/225mm=+ 2 mm/306mm=+ 2 mm
Opening: 48 mm £ 2 mm
Closure: screw cap with cutter
Capacity 10000 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant
Table 4.1-69: Packaging information
Type Description
Material: HDPE/EvVOH
Size: 375 mm + 2 mm/290mm4+ 2 mm/245mm=+ 2 mm
Opening: 85mm =2 mm
Closure: Screw cap with seal
Capacity 20000 mHL
Seal: Induction seal
Manner of construction extruded
UN/ADR compliant

According to guideline from Ministry of Agriculture and Rural Development (Wytyczna w sprawie zasad
zatwierdzania opakowan w srodkach ochrony roslin) data of stability in the material HDPE are extrapo-
lable to the all materials (HDPE/PA; HDPE/F; HDPE/EvVOH). Therefore, no further studies are required
for the additional packaging materials.
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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

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP 2.1/01 Arevalo, E. 2021 |CHR/ZF/PROTI 100 FS Stage I: Determination of physicochemical properties of the initial preparation, N Chemirol
KCP 2.4.2/01 after accelerated storage and after low temperature storage.
KCP 25.1 BF-10/21
KCP 2.5.2 Lukasiewicz Research Network —Institute of Industrial Organic Chemistry, Annopol St., Warsaw, Poland
KCP 2.6.1 GLP
KCP2.7.1 Unpublished
KCP 2.7.3
KCP 2.7.4
KCP 2.7.56/01
KCP 2.8.2
KCP 2.8.3/01
KCP 2.8.5.1.2/01
KCP 2.8.7.2/01
KCP 2.10.1
KCP 2.10.2/01
KCP 2.11/01
KCP 2.1/02 Arevalo, E. 2021 |CHR/ZF/PROTI 100 FS Stage I1: Determination of physicochemical properties of the preparation. N Chemirol
KCP 2.4.2/02 BF-10/21
KCP 2.7. 56/02 Lukasiewicz Research Network —Institute of Industrial Organic Chemistry, Annopol St., Warsaw, Poland
KCP 2.8.3.1/02 GLP
KCP 2.8.5.1.2/02 Unpublished
KCP 2.8.7.2/02
KCP 2.10.2/02
KCP 2.11/02
KCP 2.1/03 Sadej, M. 2022 |CHR/ZF/PROTI 100 FS Stage I11: Determination of physicochemical properties of the preparation after N Chemirol
KCP 2.4.2/03 one year of storage.
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Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP 2.7.-56/03 BF-10/21
KCP 2.8.3.1/03 Lukasiewicz Research Network —Institute of Industrial Organic Chemistry, Annopol St., Warsaw, Poland
KCP 2.8.5.1.2/03 GLP
KCP 2.8.7.2/03 Unpublished
KCP 2.10.2/03
KCP 2.11/03
KCP22.1 Buczkowski, D. | 2021 |CHR/ZF/PROTI 100 FS Determination of explosive properties N Chemirol
BW-16/21
Lukasiewicz Research Network —Institute of Industrial Organic Chemistry, Annopol St., Warsaw, Poland
GLP
Unpublished
KCP 2.2.2 Flasinska, P. 2021 |CHR/ZF/PROTI 100 FS Determination of flash point, auto-ignition temperature and oxidizing properties. N Chemirol
KCP 2.2.3 BC-17/21
Lukasiewicz Research Network —Institute of Industrial Organic Chemistry, Annopol St., Warsaw, Poland
GLP
Unpublished
KCP 2.12 Arevalo, E. 2021 | Annex No. 1 to Final Report N Chemirol

CHR/ZF/PROTI 100 FS Stage I1: Determination of physicochemical properties of the preparation.
BF-10/21

Lukasiewicz Research Network —Institute of Industrial Organic Chemistry, Annopol St., Warsaw, Poland
GLP

Unpublished
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Appendix 2  Additional data on the physical, chemical and technical proper-
ties of the active substance



