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Determination of the
Minimal Inhibitory Concentration (MIC): Test

MICROBIOLOGY

Stripes SRS
Method

Determination of the

Minimal Inhibitory Concentration (MIC): CLSI

Microboth Dilutions Method

Growth requirements
Temperature -pH- Sunlight- UV light -
Humidity

Ctgb Part I: Micro-
organisms
Internal Method

Fate and behaviour
in soil and water

US EPA OPPTS
Internal methods

Development and

Validation of Analytical Method for
Determination of the Active Ingredient by
CFU/spore count

SANCO/12830,

PDA Technical Report N.
33

Ctgb Part I: Micro-
organisms

Internal Method

5-Batch Analysis: Determination

of Active Ingredient, Contaminants and SANCOU 21jezniz
k ISO Guidance
Metabolites
CRD
¥ FAO manual
eheigeiand SANCO/10473/2003

Physical Characterisation

US EPA OPPTS
CIPAC METHODS

Storage Stability at

Various Temperatures with determination of
Chemical and Physical properties
(Suspensibility

by CFU methods), Active Ingredient content
and Contaminants

OECD 85

CRD

FAO manual
SANCO/10473/2003
US EPA OPPTS
CIPAC METHODS
ISO METHODS

Physical and/or
Biological Compatibility

OPPTS
Internal Method

Physical State

Incompatibility ASTM
Laboratory Seed Treatment
Analysis of Seed

Y CIPAC MT194

and Adhesion on Treated Seeds (Colorimetric
Method)

Validation of the

Analytical Method for the Determination of
the Active ingredient in

Ecotoxicological Test Samples

SANTE 11312

PDA Technical Report N. 33
Ctgb Part I: Micro-
organisms

Internal Method

Determination of the
Active Ingredient in Ecotoxicological Test
Samples

Internal Method



ECOTOXICOLOGY

Daphnia OECD TG 202
magna Acute Immobilisation Test EPA Series 885
Daphnia OECD TG 211
magna Reproduction Test EPA Series 885
Chironomus OECD TG 235

riparius Acute Immobilisation Test

Sediment-Water OECD TG 218
Chironomid Toxicity Test OECD TG 219
Freshwater Alga and OECD TG 201
Cyanobacteria, Growth Inhibition Test EPA Series 885
Lemna spp. Growth Inhibition Test OECD TG 221
Sediment-free Myriophyllum spicatum Toxicity Test OECD 238
Water-Sediment Myriophyllum spicatum Toxicity Test OECD 239

Aphidus rhopalosiphi:
Laboratory Test

(Tier 1)

Extended Laboratory
Test (Tier II)

Aged Residue Test

I0BC/WPRS 2000
Mead-Briggs 2009
EPA Series 885

Typhlodromus pyri:

Laboratory Test

(Tier 1) IOBC/WPRS 2000
Extended Laboratory EPA Series 885
Test (Tier II)

Aged Residue Test

Coccinella septempunctata:

Laboratory Test

(Tier 1) I0OBC/WPRS 2000
Extended Laboratory EPA Series 885
Test (Tier Il)

Aged Residue Test

Chrysoperla carnea:

Laboratory Test

(Tier 1) I0BC/WPRS 2000
Extended Laboratory EPA Series 885
Test (Tier Il)

Aged Residue Test

Poecilus cupreus:
Laboratory Test
(Tier 1)

Extended Laboratory
Test (Tier I1)

I0BC/WPRS 2000
EPA Series 885

Aleochara bilineata:
Laboratory Test
(Tier 1)

Extended Laboratory
Test (Tier Il)

I0BC/WPRS 2000
EPA Series 885

Honeybees, Acute

Oral Toxicity Test OECD TG 213



ECOTOXICOLOGY

Honeybees, Acute

Contact Toxicity Test B A

Honey Bee (Apis Mellifera L.), Chronic Oral

Toxicity Test (10-Day Feeding) CECHEE

Honey Bee (Apis mellifera) Larval Toxicity Test, OECD GD 239

Repeated Exposure

H.oney Bee (Apis Mellifera) Larval Toxicity Test, OECD TG 237

Single Exposure

Bumblebee, Acute

Contact Toxicity Test OECR TG S

Bumblebee, Acute Oral

Toxicity Test elacea g

ST A OECD TG 207

Toxicity Tests

Earthwprnj Reprod.uctlon OECD TG 222

Test (Eisenia andrei)

Collembolan

Reproduction Test in Soil S TG 232

Predatory mite

(Hypoaspis (Geolaelaps) aculeifer) reproduction OECD TG 226
test in soil

Soil Microorganisms:

Nitrogen Transformation Test OECENEEIZ18

Soil Microorganisms: Carbon Transformation OECD TG 217

Test

Terrestrial Plants: OECD TG 208

Seedling Emergence and Seedling Growth Test

Terrestrial Plants: Vegetative Vigour test OECD TG 227



ECOTOXICOLOGY

ANALYTICAL PHASE

Dose verification in
test samples in different matrices:

o Water

e Aqueous Solutions

e Soil

e Sediment

Royal Jelly-based

¢ Diets

Water/Sugar feeding solutions

According to the Test
Guideline/Guidance
Document

Development and Validation of Analytical Methods (for the generation
of data in support of ecotoxicology studies in the context of dossier
preparation for regulatory purposes)

SANTE 2020/12830
REV 2



PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES

Validation of
Analytical Method for the determination of SANCO/3030/99 rev.5
the Active Substance

Validation of
Analytical Method for the determination of SANCO/3030/99 rev.5
the relevant impurities

Dissociation
Constants in Water CESRLN
Partition
coefficient (n.octanol/water) HPLC OECD TG 117
method
Solubility in CIPAC MT 181
Organic Solvents
UV/VIS Absorption OECD TG 101
Spectrum
Water Solubility OECD TG 105
e CIPAC MT 75.3
ity and Akainty PO
y v OECD TG 122
! x P CIPAC MT 192
Viscosity of Liquids OECD TG 114
Surface Tension of Aqueous Solutions OECD TG 115
Density of Liquids and Solids OECD TG 109
Bulk Density CIPAC MT 186
Persistent Foaming CIPAC MT 47.2 - CIPAC MT 47.3
Suspensibility of Formulations
Forming Suspensions on Dilution with Water ¥ RAS MiglSd
Spontaneity of Dispersion of Suspension CIPAC MT 160

Concentrates

Dispersibility of Water Dispersible Granules CIPAC MT 174



PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES

Pourability of Suspension Concentrates

CIPAC MT 148/148.1

Degree of Dissolution and Solution Stability

CIPAC MT 179.1

Dilution Stability of Aqueous Solutions

CIPAC MT 41/MT 41.1

Dispersion Stability CIPAC MT 180

Wet Sieve Test CIPAC MT 185

Dry Sieve Test CIPAC MT 170

Particle Size OECD TG 110 - CIPAC MT 187
Distribution

Emulsion Characteristics

of Emulsifiable Concentrates ClieaimE e
Wetting of Wettable Powders CIPAC MT 53.3
Dustability Test CIPAC MT 34

Dustiness of
Granular Products

CIPAC MT 171.1

Flowability of Granular
Preparations

CIPAC MT 172.1

Dissolution Rate

of Water Soluble Bags gpAC ET 176
Solution Properties

of Water Soluble Tablets (ST) ARG
Attrition of Tablets CIPAC MT 193

Attrition Resistance of Dispersible Granules

CIPAC MT 178.2

Disintegration Time

Internal Method

Seed Loading and Adhesion
to the Treated Seeds

CIPAC MT 194



PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES

Determination of Seed-to-seed
Uniformity of Distribution for Liquid Seed- CIPAC MT 175
treatment Formulations

Flashpoint ECA.9

Pyrophoric

Properties for Solids and Liquids ECA13

Flammability

el ECA.10
Flammability (Gases) ECA.11

Explosive Properties ECA.14
Auto-ignition

Temperature (Liquid and Gases) ESD
Relative

Self-ignition Temperature for Solids £CA 10
Oxidising Properties

Golids) ECA.17
Oxidising Properties EC A21

(Liquids)



RESIDUES ANALYSIS

Crop Field Trials OECD TG 509

Magnitude of the

Pesticide Residues in Processed OECD TG 508
Commodities

Residues in

Rotational Crops (Limited Field Studies) R -
DGl on of the SANTE/11956/2016 REV 9

magnitude of pesticide residues in honey

Analytical Method
Validation

SANTE 2020/12830 REV 2

Stability of
Pesticide Residues in Stored Commodities

OECD TG 506

Independent
Laboratory Validation (ILV)

SANTE 2020/12830 REV 2



Field trials carried
out according to the GEP (Good Experimental
Practice) principles, as required by the EPPO (European
Organization for the Protection of Plants) guidelines.
e Efficacy

e Phytotoxicity

e Possible occurrence

of the Resistance development

e Unintended Side-Effects

e Yield of Treated

e Plants or Plants Products

e Quality of the Plants or Plants Products

e Storage

e Product Type:

e Herbicides

e Insecticides EPPO
e Acaricides GUIDELINES
e Fungicides

e Molluscicides

e Plant Growth

e Regulators

e Biostimulants

e Biopesticides

e Crops:

e Arable Crops

e Grapes

e Fruits

e Vegetables

e Ornamentals

e Non-crop

e Cabbages

e Rice

Preliminary Efficacy Internal
Test in Greenhouses and in Climatic Chamber methods



OTHER TESTS

Production of GLP Certificate of Analysis

5-Batch Analysis of Technical Products

Determination of Impurities Profile

Storage Stability Studies:
Low temperature stability
Shelf life stability (different times and temperatures)

Accelerated storage stability (different times and temperatures)
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CONTACTS US

O: +39 075 8950045 - 248

mcolli@biotecnologiebt.it
MONICA COLLI @ g M: +39 334 1656000

. . . : O: +39 075 8950045 - 246
TY klazzari@biotecnologiebt.it

O: +39 075 8950045 - 246

LUISIANNA LIPPARONI llipparoni@biotecnologiebt.it M: +39 335 5302094

O: +39 0371 091181

ELISA MIGLIORINI emigliorini@biotecnologiebt.it M: +39 331 6149733
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