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Application Form: Import or Manufacture any Hazardous Substance in Containment

Important

1.

You can talk to an applications advisor at the EPA, who can help you scope and prepare your application.
We need all relevant information early on in the application process. Quality information up front will speed
up the process.

This application form may be used to seek approvals for more than one hazardous substance where the
substances are related — for example, a concentrated compound (active ingredient) and its related

formulations, or a range of substances for similar purposes to be tested in a field trial.

Any extra material that does not fit in the application form must be clearly labelled, cross-referenced, and
included in an appendix to the application form.

Commercially sensitive information must be collated in a separate appendix.

Unless otherwise indicated, all sections of this form must be completed for the application to be
progressed.

You can get more information at any time by contacting us. One of our staff members will be able to help

you.

Environmental Protection Authority
Private Bag 63002

Wellington

New Zealand

Telephone: 64 4 916 2426
Facsimile: 64 4 914 0433

Email: HSApplications@epa.govt.nz

http://www.epa.qgovt.nz
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Section 1 — Applicant details

2
1.1 Name and postal address in New Zealand of the organisation making the application:

Name: Belchim Crop Protection NV/SA

Address:
phone: [ N
Fax TT 11

1.2 The applicant’s location address in New Zealand (if different from above):

Address:

1.3 Name of the contact person for the application:

This person should have sufficient knowledge to respond to queries and either have the authority to make
decisions that relate to processing the application on behalf of the applicant, or have the ability to go to the
appropriate authority.

Name: I

Posiion: || N — I S
Address: . . J |
Phone: 1]

Fax: 1 s

emal:
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Application Form: Import or Manufacture any Hazardous Substance in Containment
Section 2 — Application type and related approvals required

This form is only for an application to import a hazardous substance into containment, or manufacture a hazardous
substance in containment.

2.1 Is this application to manufacture or import a hazardous substance in containment for any of the

following purposes?

Containment applications can only be made for a limited range of purposes. In particular, the substance must not
be intended for commercial manufacture or sale.

Small amounts of any hazardous substance for use as an analytical standard, where approval to
import or manufacture that substance has been declined? OYes [X No

Research on any hazardous substance to acquire information for use in assessing that substance

for a HSNO approval? dYes [X No
Research and development on any hazardous substance? X Yes [1No
Use in an emergency? CdYes [X No

Formulating, relabelling, repackaging, or storing any hazardous substance for export to a destination
outside New Zealand? [1Yes X No

Other purposes? JYes X No

2.2 If you answered ‘yes’ to one of the purposes listed above, please provide some supporting detail. If
you answered ‘yes’ to ‘other purpose’, describe the purpose and explain why this purpose is
appropriate to a containment application.

Samples are required to generate data for the registration of the product Beloukha under the ACVM Act: residue,
efficacy and selectivity trials. The expected timeframe of the trials is around 26 months.
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Application Form: Import or Manufacture any Hazardous Substance in Containment

2.3 Is the information in this application relevant to import, manufacture or both?

Import the substance(s) only? X Yes []No
Manufacture the substance(s) only? [1Yes [XINo
Import and manufacture the substance(s)? [IYes [XINo
If import only, indicate whether or not manufacture is likely in New Zealand: [1Yes [XINo

2.4 If the information in the application relates to manufacture of the substance(s) in New Zealand,
provide information on the proposed manufacturing process and any alternatives.

2.5 If this substance(s) needs an approval under any other legislation, has an application for this
approval been made?

(Optional)

Name of approval Application made

Agricultural Compounds and Veterinary Medicines Act 1997 MXYes [JNo [INA
Food Act 1981 OYes XINo [INA
Medicines Act 1981 [dYes XINo [JINA
Chemical Weapons (Prohibition) Act 1996 Oyes X No [INA
Radiation Protection Act 1965 [(JYes XINo [JNA
Biosecurity Act 1993 [OYes XINo [INA
Resource Management Act 1991 (dYes XINo [JNA

Other (please specify):
OdYes [ONo
Oyes [ONo
OYes [No
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Application Form: Import or Manufacture any Hazardous Substance in Containment
Section 3 — Information on the substance(s)

Note that all information that is commercially sensitive must be attached as an appendix. The application form
should be cross-referenced to the appendix but should be able to be read as a stand-alone document (which will

be publicly available).

If approval is being sought for more than one hazardous substance, this section must be completed separately for
each hazardous substance.

3.1 State the unequivocal identification of the substance(s).

This section should include all information necessary to unequivocally identify the substance(s) and may include:
e Chemical name (Chemical Abstracts Preferred Index name or IUPAC name)

e Common name

e Synonyms

e Trade names

e CAS Registry number

e Molecular formula

e Structural formula

e Impurities.

For mixtures, in addition to the above information being provided on the actual mixture, information is also required
on the composition of the mixture — ie, the chemical name, CAS number, function (eg, active ingredient, emulsifier,
surfactant, filler) and percentages of ALL components of the mixture (including non-hazardous components and
impurities) should be provided. This information may be best expressed in tabular form. If the composition is

variable, please ensure to state the limits.

If there are commercial reasons for not providing full information in the main part of the form, alternative
approaches must be discussed with and agreed by the EPA. These must include the provision of a unique identifier

of some kind.

Beloukha is an EC formulations containing 680 g/L Pelargonic acid.
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Identification of the active substance Pelargonic acid

Chemical name Nonanoic acid
Common name Nonanoic acid
Synonyms Pelargonic acid

Trade names =

CAS registry number 112-05-0
EINECES number 203-931-2
CIPAC number 888
Molecular formula CoH1802

Structural formula M
CH,
HO

» Information on impurities is considered as confidential information, and is therefore reported in appendix 1
— commercial sensitive information, A.1.1.

e Detailed information on the composition of the plant protection product Beloukha and Katoun, including
identity and content of all the inert ingredients, is given in appendix 1 — commercial sensitive information,
A12&A13

3.2 Provide information on the chemical and physical properties of the substance(s).

Provide as much information as possible on the chemical and physical properties of the substance(s) [at 20°C and

1

atmosphere unless otherwise stated] — eg:

Appearance (colour, odour, physical state or form)
pH

Density

Vapour pressure

Boiling/melting point

Solubility in water

Water/octanol partitioning co-efficient.

For mixtures, information is required on the chemical and physical properties of the mixture itself. However, if this

information is not available, you should provide information on the chemical and physical properties of EACH

hazardous component of the mixture
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Active ingredient Formulation
Pelargonic acid Beloukha

Appearance Yellow liquid with a coconut odour Homogeneous, Yei_low liquid. Wit
characteristic odour

pH of a 1% aqueous dilution, e e
- =3.5at20°C+2°
emulsion or dispersion P

Density D4?° = 0.910 D420 = 0.951
Vapour pressure 4.52*10' Paat 20°C -
Boiling point 251°C at 101.3 kPa -
Meilting point Freezing point: 8.6°C -

Shake flask method:
In pure water at 17°C - 20°C:
0.171 g/L (pH measured = 3.6)
In water at pH 7 at 19°C - 20°C: .
2.83 g/L (pH measured = 6.3)
In water at pH 9 at 18°C - 20°C:

13.9 g/L (pH measured = 7.5)

Solubility in water

Shake flask method at 20 + 1°C:

Water/octanol partitioning co- log Pow=3.0atpH 5
log Pow=2.4atpH7

log Pow= 0.0 at pH 9

efficient

| 3.3 Provide information on the hazardous properties of the substance(s).

Information should be provided on the hazardous properties of the substance(s) known to the applicant. You
should consider each of the six hazardous properties below and provide information on those hazardous
properties. This information is needed in order to assess risks and determine whether or not, and how, the
substance can be adequately contained.

e Explosiveness

e Flammability

e Oxidising properties

¢ Corrosiveness

e Toxicity

e Ecotoxicity.

o® April 2013 EPA0100



Application Form: Import or Manufacture any Hazardous Substance in Containment

If your substance is a mixture and you cannot provide direct information on its hazardous properties, you can apply
mixture rules to the hazardous components of the mixture. If you do this, then you will need to provide information
on the hazardous properties of each hazardous component of the mixture, and show your workings.

Hazardous properties of the formulations:

Beloukha

Pelargonic acid 680 g/L
Explosive properties Not expected to be explosive
Oxidizing properties Not expected to be oxidizing
Flash point 131°C
Auto-flammability Not expected to be auto-flammable

Toxicity:
General Beloukha:

e Skin corrosion/irritancy: 6.3B — Mildly irritating to skin
e Eye corrosivity/irritancy: 8.3A — Corrosive to ocular tissue

Beloukha
Pelargonic acid 680 g/L

LDso > 2000 mg/kg b.w.

Acute oral toxicity
(LDso cut-off > 5000 mg/kg b.w.)

Acute dermal toxicity LDso > 2000 mg/kg b.w.

Skin irritation Mildly irritating to skin
Eye irritation Corrosive to ocular tissue
Skin sensitization Not sensitising

o® April 2013 EPAO100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Ecotoxicity:

General Beloukha:

e Agquatic ecotoxicity: 9.1D — Slightly harmful to aquatic environment

o Soil ecotoxicity: 9.2B — Ecotoxic in soil environment

Beloukha
Pelargonic acid 680 g/L

Fish (O. mykiss, 96h)

( C. Carpio, 96h)
Fish Chronic (O. mykiss, 28d)
Crustacea (Daphnia magna, 48h)

Crustacea chronic

(Daphnia magna, 21d)

Algae (P. subcapitata, 72h)

Aquatic plants (L. gibba, 14d)

Bees acute oral toxicity

Acute dermal toxicity

Non-target arthropods

(A. rhopalosiphi)

Earthworms (Eisenia fetida, 14d)

Non-target plants

Vegetative vigour
Seedling emergence

LCso=92.1 mgass./L

LCso=41.9mga.s./L
NOEC =21.0mg a.s./L

ECs0 =56.8 ga.s./L

NOEC =19.3mga.s./L

EyCso = 9.69 mg a.s./L

E/Cso >52.4 mg a.s./L

E,Cs0 >60.2 mg a.s./L

E/Cso >60.2 mg a.s./L

LDso > 226 pg a.s./bee
LDso > 211 ug a.s./bee

LRso = 1.34 L/ha,
LRso = 768 g a.s./ha,

ERso> 0.959 L/ha

LCso = 547 mg a.s./kg soil

ERso = 3862 g a.s./ha
ERso = 1632 g a.s./ha

O® April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

3.4 Provide information on what will happen to the substance throughout its whole life, from its

introduction into New Zealand, its uses, through to disposal.

The information provided needs to reflect the containment character of the application. It will be used in the
development of exposure scenarios and the assessment of risks, and hence the specification of the containment

conditions.

Field trials under an ACVM Research Approval to produce data suitable for registration in New Zealand. The
expected timeframe of the trials is around 26 months. Trial providers all experienced, suitable qualified persons,

conducting small plot replicated trials to ACVM standards.

Once released from the border, the product must be shipped to 15 Sunlight Grove, Porira. Then samples will be
shipped to different trial sites, located at: Pukekohe, Hawkes Bay, and Canterbury. The personnel involved in the
trials will be responsible of establishment of the trial, application of the product, collection of samples and destruction
of the residue crop. At completion of the trial program any remaining product will either be returned to the
manufacturer or disposed via Transpacific — approved waste management service for the disposal of chemistry in

New Zealand.

3.5 Provide information on the quantity of the substance proposed to be imported or manufactured.

This information is used in the development of exposure scenarios and the assessment of risks.

Only sufficient product, clearly labelled, will be provided to each trial provider for the season’s trial they are to

conduct;
e Total amount of product: 150 Litters.
e Justification:

Maximum of 34 small plot (18 sq/m) replicated (8) trials to obtain required data to meet ACVM standards for
Residues, Crop Safety and Efficacy under New Zealand conditions.

Use rate 6 — 8 L per 100L of spray solution

34 trials — 8 replicates x 18 sq/m per trial, one, two and double application per trial.
= 24480 sq/m to be treated. Or 2.5ha

Plus 20% for spray tank waste.

At use rate of 48L per ha max.

Total volume =144 L

Packaged in 10L packs = 15 x 10L

= April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Section 4 — Information on the proposed containment system

4.1 Provide information on the proposed containment system.

It is essential that good information is provided on the containment system because the adequacy of containment,
in conjunction with the hazardous properties of the substance, will have a major impact on whether or not approval

is given.

You will need to provide a description of the containment proposed AND information on how you intend to address
the following issues (proposed controls):

¢ Methods for preventing the escape of the contained hazardous substance and preventing the contamination of
the facility

o Methods for excluding unwanted organisms from the facility or to control organisms within the facility

e Methods for excluding unauthorised people from the facility

= Methods for preventing unintended release of the substance by experimenters

o Methods for controlling the effects of any accidental release of the substance

e [nspection and monitoring requirements of the containment facility.

A management plan may be attached as an appendix. This plan should specify the procedures for implementing
the above methods for containing the substance(s), and provide details of the qualifications of the person

responsible for implementing those controls.

« Methods for preventing the escape of the contained hazardous substance and preventing the contamination of

the facility:

o Trial providers will be issued with proposed NZ or European label details and SDS sheets. Transport to
site by approved suitable transport.

o Written conditions of product use and return of unused product to study director will be required. Unused
product will be stored at Agrinova NZ, containment facility, any remaining product will be disposed of by
commercial approved incinerator or upon registration by approved commercial use.

o Treatment and decontamination — substance will be applied by hand held or operator worn, hydraulic
pressure or compressed CO2 pressurised applicators onto the plots, this will limit drift.

o Buffer zones will isolates the treated plots from other commercial crops.

o Spraying will be conducted by qualified, Grosafe certified applicators in accordance with NZS8409: code
of practice for the management of agrichemicals.

o No water source, stream, or other body of water will be within the trial site. Site will be selected away
from housing or other occupation.

o Trial sites will be fenced to prevent stock access. Within a commercial existing farm. Boundaries will be
clearly labelled and mapped, and remain visible until the end of the trial, and identifiable at later dates.

&® April 2013 EPAQ100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Treated crop will be ploughed, mulched and incorporated, or disposed of at approved landfill, to avoid
any change of entering the animal or human food chain.

The trial area will be of a very limited area only sufficiently large enough to obtain the regulator
information required. Located on a large commercial property.

Access limited to persons authorised by the trial director, sites secured and sign posted.

e Methods for excluding unauthorised people and organisms from the facility:

o

Location and access — on private land away from road, housing or public access, with co-operating
grower. Landowner, entrance only via privately owned property, trial site fence off or segregate crop from
commercial area and stock, entrance to trial area clearly marked and sign posted to the fact access is
restricted without permission off the trial director or the property owner/manager.

Access limited via- location, signage — “no entry without permission of trial provider land owner/manager,
not for animal or human consumption” including contact details fencing — stock proof fencing. Entrance
restricted and security provided by the normal commercial activities of property as determined by the
land owner/manager. Minimising or preventing incidental or accidental trespass of unauthorised persons
of animals.

Fencing and location selection away from stock. Co-operation with land owners. Buffer areas of sprayed
of or cultivated soil around each trial greater than 2m width.

e Methods for preventing unintended release of the substance by experiments:

O

Only sufficient product, clearly labelled and properly packaged as per the proposed controls with
appropriate safety precautions and first aid statements, will be provided to each trial provider for the
season’s trials they are to conduct. Product will be held and dispensed by our chemist at Agrinova
laboratory at our approved containment facility. Any remaining unused materials will be returned to our
chemist for storage or disposal.

Only sufficient material shall be prepared by the trial provider to conduct each treatment.

Rinsate from the application equipment and diluted product remaining will be disposed of within the
fenced trial site area in an unused waste area.

At completion of trial program any remaining product will either be returned to manufacturer or disposed
via Transpacific — approved waste management service for the disposal of chemistry in New Zealand.
Crop destruction — no crop is to be feed to animals. All treated crop will be sprayed off at completion of
the trial and then residue rotary cultivated. Site will then be replanted in another crop type.

Samples taken for GLP residue analysis will be incinerated by testing laboratory (Hills or Eurofins).
Accidental spillage — shall be contained, prevented from entering water ways, and absorbed with earth,
sand or clay. Material will then be packaged in labels containers for suitable disposal as per the SDS.

= April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

e Methods for controlling the effect of any accidental release of the substance:

(@]

o}

0]

(@)

First aid measures: see section 4 of the attached MSDS.

Firefighting measures: see section 5 of the attached MSDS.

Accidental release measures: see section 6 of the attached MSDS.
Exposure controls/personal protection: see section 8 of the attached MSDS.

» [nspection and monitoring requirements of the containment facility.

o

(o]

o]

Product will be tracked as per HSNO act.

Only experience trial providers will be allowed access to the product.

Trial providers will be issued with proposed NZ or European label details and SDS sheets.

Written conditions of the product uses and return of unused product to study director will be required.
Records of volumes received, used and or returned will be kept by the trial providers and the director.
Approved handler and Grosafe certification will be required from each trials provider.

S April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Section 5 — |dentification and assessment of risks

In completing this section, it is important that you take account of the proposed containment system you described
in Section 4. We are particularly interested in knowing about risks that may still remain with the containment system
in place. You will need to consider the effects on the environment and public health, including any social effects.
You should also take account of the quantity of material involved and the number of different locations that may be

involved.

Complete this section as far as you can.

5.1 Identify all of the risks of the substance(s).

Include information on potentially significant, possible risks of the substance and whether or not these risks are
likely to be significant. It is important to think about the source of the risk — ie, the way in which the risk is created

(the exposure pathway) and then the consequences of exposure. Risks should be considered in relationship to:

o the sustainability of native and valued introduced flora and fauna

o the intrinsic value of ecosystems

e public health (including occupational exposure)

¢ the relationship of M&ori and their culture and traditions with their ancestral lands, water, sites, waahi tapu,
valued flora and fauna, and other taonga

o the economic and related benefits to be derived from the use of the hazardous substance

¢ New Zealand’s international obligations.

Particular attention should be paid to:

e The protection of workers an operators;

o The risk to birds, mammals, aquatic organisms and terrestrial non — target plants.
These concerns have been addressed within the current submission.

Due to the toxicological classification as Eye corrosivity 8.3A, wearing goggles for operator is advisable. BELOUKHA
was found mildly irritating to the skin (6.3B) and therefore in application of precautionary principle, the risk is assumed
acceptable for the professional operators using BELOUKHA when gloves are worn during mixing/loading to cover

the irritant potential of the product.

The proposed registration trial program is to be conducted by experienced professionals on a very limited scale away
from the public, on agricultural land, away from water ways, fenced and clearly identified. Product supplied will be

limited to minimum requirement of the trial providers.

Product is internationally registered and treated crop will be destroyed, not feed to stock, so no risk to internationally
trade posed. The use pattern, environmental and user safety guidelines will both adhere to the EU label and proposed

controls identified under the 26 determination. Protecting those involved in the trials.

} April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

The limited scale and location of trials on agricultural land away from water ways, will limited any risk to native flora,
fauna and taonga. The trials will aliow evaluation of costs and benefits to agriculture in New Zealand and assist with
determining any potential positive or negative impact on Maori.

5.2 Provide an assessment of the potential risks identified in Section 5.1.

An explicit risk assessment only needs to be provided for those risks which might be significant. The assessment
should consider whether the identified risks can be adequately managed by the proposed containment system, and
the substance(s) itself adequately contained.

The assessment should include the nature, probability of occurrence, and magnitude of each adverse effect. The
uncertainty bounds of the information contained in the assessment should also be discussed.

(Optional)

» April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Section 6 — International considerations

6.1 The EPA is interested in whether this substance (or any of its components) has been considered by
any other regulatory authority in New Zealand, or by any other country. If you are aware of this,
please provide details of the resuits of such consideration.

(Optional)

Registration of the plant protection product Beloukha has already been granted in: Austria, Poland, Spain, Portugal,
France, Italy, etc.

&® April 2013 EPAO100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

7.1 Provide a glossary of scientific and technical terms used in the application.

a.s. Active substance

CAS number  Chemical Abstracts Registry Number

CIPAC Collaborative International Pesticides Analytical Council
EINECS European Inventory of Existing Chemical Substances
bw Body weight

°C Degree celsius (centigrade)

ECso Median effective concentration

ha Hectare

LCso Median lethal concentration

LDso Median lethal dose

NOEL No observed effect level

ERso Effective residue concentration to 50% of test organisms

7.2 Provide here any other information you consider relevant to this application that is not already

included.

&® April 2013 EPA0100
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Application Form: Import or Manufacture any Hazardous Substance in Containment

Section 8 — Summary of public information

The information provided in this section may be used in the EPA’s public register of substances, required under
Section 20 of the HSNO Act.

This summary information will be used to provide information for the people and agencies (eg, Ministry for the
Environment, Department of Conservation, Regional Councils etc) that will be notified of the application, and for
potential submitters who request information. This information will also be used to prepare the public notice of the

application.

For these reasons, applicants should ensure that this summary information does not contain any commercially

sensitive material.

8.1 Name of the substance(s) for the public register:

Please use a maximum of 80 characters.

Beloukha (Pelargonic acid 680 g/L)

8.2 Purpose of the application for the public register:

This should include an abstract (in a maximum of 255 characters) giving information on the intended use of the

substance and why an application is needed, based on its hazardous properties.

Beloukha is a new product intended for use as herbicide (weed/grasses) for vines and hops, dessiccant of side

shoots for vines and hops.

Samples are required to generate data for the registration of the product Beloukha under the ACVM Act: residue,

efficacy and selectivity trials.

8.3 Use categories of the substance(s):

The EPA has adopted the system of use categories developed by the European Union, which identify various
functional uses of substances. This information is pertinent to the assessment of exposure scenarios and the
determination of risk, and is also useful for building up a profile of the substance. There are three sets of use
categories. Within each of these, applicants should state which use categories are relevant to all intended uses of

the substance(s).

1. Main category: There are four main categories.
2. Industry category: There are 16 industry categories.
3. Function/Use category: There are 55 function/use categories.

(Optional)
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Application Form: Import or Manufacture any Hazardous Substance in Containment

8.4 Executive summary:

In this section, the applicant should provide a summary of information contained in this application, including:

¢ the identification of the substance, its hazardous properties, intended uses and disposal
e an assessment of the adverse effects of the substance
e information on the proposed containment.

Beloukha is a total contact herbicide intended for the use in hops and vines and as dissiccant of side shoots in vines
and hops. Due to the toxicological classification as Eye corrosivity, wearing goggles for operator is advisable.
Beloukha was found mildly irritating to skin and therefore in application of precautionary principle, the risk is assumed
acceptable for the professional operators using Beloukha when gloves are worn during mixing/loading to cover the

irritant potential of the product.
Please refer to the label for detailed instructions for use and information on protective gloves and clothing.

Shipment and trials will be carried out by professionals only and experimental plots will be isolated from public. Only
sufficient product, clearly labelled will be provided to trained staff. All of the unused materials will be sent for
incineration to an approved waste incineration facility. The expected timeframe of the trials is around 26 months.

Date

o8/ fo 1
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