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1.0

2.0

I ntroduction
Product chemigtry information is developed and submitted for review in order to meet two objectives.

(i) to identify and quantify the active ingredient(s) for purposes of the pest control product’s
certified limits, and

(ii) to fully characterize the manufacturing concentrate (MA) or end-use product (EP)
compostion, including technica active ingredient(s) and formulants, in order to:

a) determine the uniqueness of each source with respect to purity and potency; and

b) assessthe safety to humans and the environment in relation to the product’ s proposed
uses.

The PMRA has developed a series of data codes (DA COs) to address registration requirements on a
use-site category (USC) bass. These are to be used as the basis for the chemistry package
submission and will be screened for completeness prior to the review of the chemistry data. Detailed
indructions concerning the submission process are found in two Agency publications, Regulatory
Proposals Pro96-01, Management of Submissions Policy, and Pro98-02, Organizing and
Formatting a Complete Submission for Pest Control Products both to be rewritten as
Regulatory Directives.

Terminology and acronyms used throughout this document are defined in Appendix V and VI
respectively. The use of the term product refersto both aMA and an EP. Theindividud terms are
specificaly used where warranted.

Product Chemistry Data Requirements

Appendix | to this document identifies the data requirements for the regidiration of aMA or an EP
prepared from registered technica grade of active ingredients (TGAL) or integrated system products
(1SP). A distinct Regulatory Directive, Dir98-04, identifies the requirements for the pest control
products from which the MAs and EPs covered by the scope of this Regulatory Directive are
formulated.
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3.0

Guideline Application

Please note that these data requirements may be partidly or completely superseded by
digtinct guidance found in other PMRA publications, e.g., for specific pesticide types
including pheromones and microbia pest control agents as per the Registration Handbook
for Pest Control Products Under the Pest Control Products Act and Regulations, herein,
the Regigration Handbook. If in doubt, it is recommended that the applicant confirms the
relevance of these guidelines for a specific product with the Agency.

Requirements may be waived for some portions of the information requested by Appendix I,
on a case-by-case basis, if the applicant can offer an acceptable written rationale based
upon scientific reasoning. Such requests should appear in, or bereferenced by the
corresponding DACO number.

The PMRA may request additional data concer ning any requirement found in this
Regulatory Directive, also on a case-by-case basis, if deemed necessary for evaluation
pur poses.

Submittal of Samples

Pursuant to the Pest Control Products Regulations, 100-g samples of formulated product, or smaller
samples of formulants, impurities and/or metabolites, may be required from gpplicants. If requested,
please send samples directly to:

Laboratory Services

Pest Management Regulatory Agency
Hedlth Canada

Laboratory Services Building, No. 22
Centrd Experimenta Farm

Ottawa, Ontario K1A 0C6

NOTES:
(1) Sample packaging must comply with the Transportation of Dangerous Goods Act and

Regulations. Poorly packed, leaking, or otherwise damaged samples will be destroyed and
replacement samples will be requested.
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3)

(4)

Q)

Samples must be properly labelled with concentration, weight and common or chemica
names, not trade names or company codes.

Storage ingructions and information on the shdlf life must be provided. Materid Safety Data
Sheets (MSDSs) must dso be provided, if available.

Samples must be accompanied by correspondence indicating the reason for submission, eg.,
requested by the PMRA as a requirement of regidtration, and include a submission number, if
assigned, for ease of reference.

Unless accompanied by an MSDS, the acute oral and dermd toxicity of the sample should be
supplied or at least indicated on the sample labdl.
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3.2

Data Requirementsfor Registration
(Part 3 of Data Submission)

Product | dentification

3.1.1 Applicant's Name and Office Address

3.1.2 Formulating Plant’s Name and Address

3.1.3 Trade Name

3.1.4 Other Names. Include any company development code name/number aswell as any
equivaent foreign name to which data found in the submisson may be
referenced.

Formulation Process

Together, the descriptions of the materias used to formulate the product and the formulation process

itsdlf identify the major factors affecting the composition of aMA or an EP. The PMRA reviews this

information, dong with the EP anayticd data requirements showing the absence of formulation

interferences, to determine whether the applicant’ s product will contain the stated ingredients at the

certified limits listed on the Control Product Specification form (CPSF).

3.2.1 Description of Starting Materids

The following information is to be provided for each active ingredient present in the MA or
EP:

(i) the name and guarantee of the PMRA-registered product; and

(ii) the PMRA registration number of that product.

The following information isto be provided for each formulant present in the MA or EP.
(i) chemica name(9), if it isa specific discrete chemica substance(s);

(ii) brand name, trade name, common name, Chemical Abstracts Service (CAS)
Registry number, and other commercid designation of the ingredient;

(iii) al information that the applicant knows (or thet is reasonably available) concerning the
composition of the ingredient, including a copy of specifications or other documents
describing the ingredient; and
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3.2.3

(v)  thename and address of the producer of the ingredient or, if that information is not
known to the gpplicant, the name and address of its supplier.

It should be emphasized that an applicant is not required to perform chemica andysis of
darting materias to meet the above criteria, but only provide information to which the
applicant has, or should have, access.

If multiple suppliers are used for garting materias, specificationsfor dl suppliers should be
provided. Changes in suppliers once a product is registered are subject to the requirements of
Regulatory Directive Dir94-01, Notification/Non-Notification, or subsequent revisions.

Description of the Formulation Process
The following information must be provided:

(i) agenera characterization of the process, e.g., whether it is batch or continuous, and
the quantity of product produced per batch (or per unit time, if continuous);

(D) the identities of the reactants, solvents, and catdysts used, as gpplicable, to formulate
the product, including their quantities and the order in which they are added;

(iii) adescription of the equipment used that may influence the composition of the MA or EP,

(v)  adescription of the conditions, eg., mixing time, temperature, pressure, pH, humidity,
that are controlled during each step of the process to affect the composition of the
substance produced, and the limits that are maintained; and

V) adescription of the procedures used to assure consistent composition of the
substance produced, e.g., cdibration of equipment, sampling regimens and other
quality control (QC) measures such as tests used to monitor reaction completion.

Discussion of the Formation of Impurities of Toxicologica Concern

Theleve of detall required for MAs or EPsistypicaly less stringent than for the registered
sources of their active ingredients since the impurities associated with an active ingredient in
an MA or EP will dmost exclusvely reflect those present in the registered materid from
which they are prepared. Impurities or Side reactions rarely occur as aresult of the basic
blending process typicaly employed.
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However, if the applicant has reason to believe that an impurity the PMRA would consider
toxicologicdly significant' may be introduced or enhanced due to the formulation process,
the discusson must include an expanded description of the potentid formation of the impurity
and the amounts a which it might be present. Andytica methods applicable to such
components are to be provided as per Appendix |, clause 3.4.2. In this context, the following
potentiad sources of impurity formation must be consdered and identified:

(i) possible reactions occurring during the formulation of the product between any of its
active ingredients, between the active and formulants, or between the active
ingredient and the production equipment;

(i) post-production reactions between any of the MA or EP active ingredients and any
other component of the product or its packaging;

(iii) the possible migration of packaging materidsinto the product; and

(v)  thepotentiad carryover of contaminants from earlier use of production equipment to
formulate other products.

3.3 Specifications

The nomina concentration and corresponding certified limits must be provided for esch MA or EP
component2, The nomina concentration is defined as the typical amount of an ingredient present in a
pest control product at the time of its production. Both the active ingredient nomina concentration
and a corresponding nominal equivaence statement, if applicable, e.g., acid sdts, are to be provided.

The product guarantee, identified on the CPSF and appearing on the draft product labd, is
synonymous with the active ingredient(s) nomina concentration. This number most accurately
identifies the amount of each active ingredient typicaly found in the EP or MA and is based upon the
nomina concentration of the active ingredient in the registered TGAM, ISP, or MA from whichit is
formulated. EP or MA active ingredient nomina concentrations are subsequently used to establish
corresponding enforceable certified limits, as further discussed in Appendix |, clause 3.3.1.

See Dir98-04, Appendix I, clause 2.13.4 for amore detailed discussion of impurities of toxicological significance. The
required level of determination is dictated by the limit of quantitation (LOQ) of the corresponding analytical method, which
is sample/chemical dependent, and must also be below any applicable regulatory limit.

The Agency regquires anominal approach to active guarantee expression for new technical products and associated EPs.
However, currently registered technicals may have minimum active content guarantees and EPs formulated from such
products may also expresstheir active ingredient level in terms of aminimum guarantee. Registrants/applicants who wish
to convert from aminimum to anominal guarantee may do so. A target conversion date for all existing registered products
will be established only after consultation with registrants.
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The following table identifies the required (R) or conditiondly required (CR) information:

Table 1: Product Component |dentification

EPIMA Common CAS CAS Component L ower Upper Purpose
Component (or Trade®) | Chemical Registry | % by Weight | Certified | Certified In
Name Name No. Limit Limit Product
Source of Active R R R R® RS R® R
Ingredient(s)*
Formulants® R CR’ R R R R R
Impurities of CR® CR® CR® CR® CR® Identify
toxicological asan
concern impurity

3.3.1 Egablishing Certified Limits

Standard certified limits for active ingredients and formulants are based upon nomina
concentration, unless the applicant proposes dternate limits which are deemed acceptable by
the PMRA. Where warranted by Appendix |, Section 3.3, the applicant must propose upper
certified limits for impurities of toxicological sgnificance as sandard certified limits may not be
used for such product components.

Include only if acommon nameisunavailable, i.e., certain formulant mixtures.

Also include the International Union of Pure and Applied Chemistry (IUPAC) chemical name and the nominal concentration
of the active ingredient in the registered source of the active ingredient. For an EP thismay be a TGAI, ISP or MA.

The component % by weight val ue reflects the amount of the manufacturing product (TGAI, ISP, MA) used. The
associated limits reflect the corresponding amount of the actual active ingredient(s), asit is subject to guarantee and
enforcement, rather than the amount of manufacturing product used as the source of the active ingredient. Provide the
nominal content (weight % or g/L), asidentified in the Registration Handbook, of the active ingredient in the guarantee box
of the CPSF, aswell as a corresponding equival ence statement, if applicable, e.g., acid salts. Instructions on the proper
completion of the form are included with the CPSF.

Include a purity statement for each formulant.
Required if the formulant is a specific discrete chemical substance(s).

Required if the formulation process creates or enhances the presence of an impurity of toxicologica concern. Common
names and CAS Registry numbers are to be provided if established (also see footnote No. 1).
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Standard limits are defined as follows:

Table 2: Standard Certified Limits

Nominal Concentration of Ingredient Upper Limit Lower Limit
20.0% < N # 100.0% N+ 3% N N -3% N

1.0% < N # 20.0% N +5%N N-5%N

N # 1.0% N +10% N N -10% N

An gpplicant may propose a certified limit for an active ingredient or formulant that differs
from the standard limits, but must include an explanation of the bass of the proposed limits,
including how they were established, e.g., sample andlysis or quantitative estimate based upon
the formulation process. Proposed limits should not greetly exceed those actudly occurring in
the product.

All cetified limits must:

(i) be based on a consderation of the variahility of the concentration of the ingredient in
the product when good manufacturing practices and norma QC procedures are used;

(ii) alow for al sources of variahility likely to be encountered in the formulation process,
and

(iii) take into account the stability of the ingredient in the product between production and sde
or digribution.

If the PMRA finds any certified limit (either standard or gpplicant proposed) unacceptable,
the Agency will inform the applicant of its determination and will provide supporting reasons.
The PMRA may aso require, on a case-by-case bagis, any or dl of the following:

(i) more precise limits;

(ii) amore thorough explanation of how the certified limits were determined; or

(iii) anarrower range between the upper and lower certified limits than that proposed.

3.3.2 Control Product Specification Form

Specification data are to be submitted on a CPSF that includes a signed and dated
Declaration of Applicant certifying that the information is true and complete.
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Ingtructions on the proper completion of the form are included with the CPSF.

3.4 Product Analysis

3.4.1 Enforcement Andytica Methods

34.2

There is no requirement for the provison of an enforcement anadyticd method (EAM) for a
MA. However, an andytica method suitable for enforcement purposes must be provided for
each active ingredient in an EP. This method should reflect that routingly used by the gpplicant
to ensure that batch-to-batch variability does not result in product being released for use that
does not meet the criteriaidentified on the CPSF. A method capable of separating
stereoisomers, when gpplicable, is aso required and may result in the need for two methods
for the active ingredient(s), one for total isomeric content and a second to confirm any
specified ratio.

The recommended reporting format for analytica methodology is outlined in Appendix 11.

All methodology must have sufficient precision and accuracy to determine whether the
amount of the ingredient found in any sample of the product is within its certified limits.

In addition to vdidation data including linear range, accuracy and precision; the applicant
must provide labelled chromatograms of the EP, the active ingredient analytical standard, the
internd standard (if used) and the corresponding blank formulation (containing al formulants
without the active) to demondrate the absence of andyticd interference. If the formulation
contains two or more active ingredients, chromatograms of the blank formulation individualy
spiked with each active and another spiked with the interna standard, if used, areto be
provided.

EAMs may be vdidated by the PMRA laboratory at the time the product chemigtry data are
reviewed. Methods should not be claimed confidentia, use commonly available equipment,
and be written to include al steps performed even when the author believesthat certain steps
are normally performed in al laboratories.

Impurities of Toxicologica Concern

If potentid exigts for the formulants/formulating process to create or enhance the presence of
an impurity of toxicologica concern, methodologies, vaidation data, including spiked sample
recovery a the limit of quantitation (LOQ) for expected contaminant(s) or reasonable
surrogates, as appropriate, and representative data are required from the andlysis of five (5)
batches of the MA or EP. For example, datawould be required if there exists a potentia for
N-nitrosamine contamination, above that found in the corresponding source of registered
materia, due to the introduction of a nitrosating agent in the formulation process.

10
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Since detection and quantitation limits may vary on a case-by-case basis®, consultation with
the PMRA isrecommended. If identified, and there is a potentia for increased levels over
time, the andysis of impurities of toxicologica sgnificance must be included in the ambient
storage stability study required by Appendix |, clause 3.5.10.

3.5 Chemical and Physical Properties

Protocols for developing property data are not included in this guidance document. Applicants should
consult protocols developed and published by various agencies, including those referenced in the
comparative table below or listed in Appendix 1VV. Methodology must be thoroughly described or a
copy of the scientific publication describing the protocol must be included with the submisson. A
reference to internationdly established protocols is sufficient, if followed without deviation, and the
specific procedure used is clearly identified for those protocols providing multiple options. Study
reports should include a complete presentation of the data, sample calculations and an interpretation

of the reaults.
Table 3: Chemical and Physical Properties
Test Property
Clause Property Substance Notes EPA (830 Series) | OECD™
35.1 Colour MA, EP 1 830.6302
3.5.2 Physical state MA, EP 830.6303
3.5.3 Odour MA, EP 1 830.6304
354 Formulation type EP
3.5.5 Container material and description MA, EP
3.5.6 Density or specific gravity MA, EP 2 830.7300 109
3.5.7 pH MA, EP 3 830.7000
358 Oxidizing or reducing action MA, EP 4 830.6314
(chemical incompatibility)
3.5.9 Viscosity MA, EP 5 830.7100 114
3.5.10 Storage stability data MA, EP 6 830.6317
3.5.11 Flammability MA, EP 7 830.6315
35.12 Explodability MA, EP 8 830.6316
3.5.13 Miscibility MA, EP 9 830.6319
3.5.14 Corrosion characteristics MA, EP 10 830.6320
3515 Dielectric breakdown voltage EP 11 830.6321

®  Therequired level of determination is dictated by the LOQ of the corresponding analytical method, whichis

sample/chemical dependent, and must also be below any applicable regulatory limit.

10 OECD: Organisation for Economic Co-operation and Development
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Property Notes:

@
)

3

(4)

Q)
(6)

Required for al MAs. Only required for EPsif the property is expected to affect product efficacy.

Bulk densty must be defined for solid products. True density or specific gravity is gpplicable to
other test substances.

Required for, (i) 1% solution/suspension as per CIPAC MT 75 for EPs applied as aqueous
dilutionsand, (ii) liquid products as packaged.

Requirements include an assessment of hazardous reactions that may result from contact with
common oxidizing and reducing agents. See the referenced EPA guidance document for a complete
description.

Required when the product isaliquid.
Storage stability data must adhere to the following requirements:
(i) A Sorage gahility study of at least one year in duration shdl be conducted at ether:

(@ acongant ambient temperature of 20 or 25°C and, if the package is permeable, a a
relative humidity of 50%; or

(b) under warehouse conditions that reflect the expected storage conditions of the
commercid product (this may include the need for freeze-thaw studies). Where possble,
the storage environment should approximate any extremes of temperature or climate
expected to occur under actud storage conditions.

(i)  Thestudy shdl be conducted with the product in its commerciad package or in smdler
packages of the same congtruction and materids.

(i)  The study should be carried out with sufficient replicates and sufficient sampling frequency to
establish the actud shelf-lifeif degradation occurs within one year. If a product has a shelf life
of less than one year, an expiration date may be required on the product container.

(iv) Theandyssisto be conducted using a specific validated method. For EPs, the same method
used to determine the leve of the active ingredient for establishing certified limits would
typicaly be employed. However, if the methodology differs from that provided in clause
3.4.1, it must be fully described as per Appendix I1.

(v) The gtorage sahility report submitted in support of regigtration shdl include the following
information:

12
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(&) adescription of test procedures and conditions, e.g., study duration, humidity and
temperature;

(b) adescription of any physica changes, e.g., phase separation or clumping, in the product

and any changes to the integrity of the packaging materid during the test period and dso
the consequences, if any, of such changes for safe handling and use of the product; and

(0 quantitative andyticd datafor the active ingredient at sudy commencement and
following storage periods of 3, 6 and 12 months.

(vi) A surrogate study of asimilar formulation may be acceptable in lieu of the storage stability
sudy.

(vii) The gtability protocol must contain atest to monitor for the stability of optically pure/enhanced
active ingredient(s) towards chirad inversion or other isomerization, if applicable.

@) The flash point shal be determined for combustible liquid products. For aerosols, the flame
extenson test method should be conducted. See the referenced EPA guidance document for a
complete description.

8 Required when the product is potentidly explosive.

9 Required when the product is an emulsfiable liquid and isto be diluted with petroleum solvents.

(10)  Required unless areasonable explanation of alack of corrosivity is provided, eg., lack of extreme
pH, lack of reaction with container materia. This study may be performed in combination with the
storage stability requirements described in clause 3.5.10 and corresponding Note 6 above.

(11) Required when the EP is a nonconductant liquid and is to be used around electrical equipment.
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Appendix Il

Analytical Data Reporting For mat

This Appendix isincluded primarily to address the issue of content and to suggest a consistent formet for
ease of datareview; however, it isthe content that is of primary sgnificance and a report need not be
rewritten to adapt to the format suggested.

Preliminary pages
Title/cover page
Table of Contents

I ntroduction and Summary
Scope

Sour ce of method

Analytical principles

Materials and Methods
Equipment
Reagents and standards

Analytical procedure

Identify the andyte(s) for which the method has been validated.

Include areference to a published method, such as sourceslisted in
Appendix IV, if applicable.

Provide a brief description, including the identification of the chemical
species determined, the range over which the andyte(s) has (have)
been analysed and, for impurities, the limits of detection and
sengtivity.

List and describe.
List and describe source and preparation.

Detall in a stepwise fashion, with specid emphass on reagents or
procedural steps requiring specia precautions to avoid safety or
hedlth hazards:

()  preparation of sample;

(i)  extraction (if any);

@iy  deanup (if any);

(v) derivaization (if any); and

(v)  indrumentd andyss induding:
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a) description - make/modd, type/specificity of detectors,
columns, packing materids, carrier gases, mobile phase,
€tc.;

b) operating conditions - flow rates, detector wavelength,
temperatures, voltage, etc.; and

c) cdibration procedures.

Methods of calculation Describe in a stepwise fashion
Other Identify any and al rdevant information the gpplicant consders
appropriate to provide a complete and thorough description of the

andytica methodology and the means of cdculating the reaults, i.e,
critical control points.

Results and discussion
Describe the established performance criteria for the method
Accuracy
Precision Identify the number of replicates used.
Limit of Detection (LOD)/LOQ Provide definition.

Selectivity/specificity Describe tests used to establish the lack of interferences from other
product components or from solvents and materids used in the

methodology.
Ruggedness testing If performed.
Limitations
Linear range

Tablesand figures
These are to be fully referenced to the body of the report and included where appropriate.
References

Appendices
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Representative chromatograms, spectra, etc. As applicable and in accordance with Appendix
|, Section 3.4.

Other Any rdlevant materid not fitting into any other sections of this report.
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Table 4. Correlation of Corresponding PMRA/EPA Guidance Documents

PMRA Regulatory Directive Dir 98-03 Corresponding EPA Documentation
Section Section Title EPA No. EPA Title!* 40 CFR 158
10 Introduction 830.1000 |Background for Product Properties Tst
Guiddlines
20 Product Chemistry Data Requirement$ 830.1000 [Background for Product Properties Tlst
Guidelines
30 Submittal of Samples 830.1900 |Submittal of Samples 158.190
Appendix | |Data Requirements for Registration
(Part 3 of Data Submission)
31 Product Identification
3.1.1 Applicant’s Name and Office
Address
3.1.2 Formulating Plant’s Name and
Address
3.1.3 Trade Name 830.1000 |Background for Product Properties Tst
Guidelines
314 Other Names 830.1000 |Background for Product Properties Tlst
Guidelines
32 Formulation Process
3.2.1 Description of Starting Material 830.1600 |Description of Materials used to 158.160
Produce the Product
3.2.2 Description of the Formulation] 830.1650 |Description of Formulation Process 158.165
Process
3.2.3 Discussion of the Formation of] 830.1670 |Discussion of Formation of Impuritie} 158.167
Impurities of Toxicological
Concern
33 Specifications 830.1550 |Product Identity and Composition 158.155
3.3.1 Establishing Certified Limits 830.1750 |Certified Limits 158.175
3.3.2 Control Product Specification | 830.1550 |Product |dentity and Composition 158155
Form (Confidential Statement of Formula,
EPA Form 8570-4)
34 Product Analysis
34.1 Enforcement Analytical Methofis830.1800 JEnforcement Analytical Method 158.180
34.2 Impurities of Toxicological 830.1800 |Enforcement Analytical Method 158.180
Concern
35 Chemical and Physical Properties Various |SeeCorrelationin Appendix I, SectioI| 158.190
3.5

11

Chemistry.

The EPA 830 Series of requirements supersede the 1982 Pesticide Assessment Guidelines Subdivision D, Product

18
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References for Developing Chemistry Data

Applicants should ensure thet they have the latest editions of the following documents.

1.

Agriculture Canada, Guidelines for Determining Environmental Chemistry and Fate of
Pesticides, Trade Memorandum T-1-255, 1987.

American Society for Testing and Materids, Annual Book of ASTM Standards; ASTM,
Philadelphia, PA, U.S.

Association of Officid Andyticad Chemigs, Official Methods of Analysis of AOAC- International;
AOAC-Internationd, Arlington, VA, U.S.

Collaborative Internationd Pegticide Andyticad Council, CIPAC Handbooks, CIPAC, Hatching
Green, Harpenden, Hertfordshire, England, 1970 - 1995.

Organisation for Economic Co-operation and Development, Guidelines for Testing of Chemicals,
OECD 101 - 117; OECD, Paris, France, 1981 - 1995.

United States Environmenta Protection Agency, Product Properties Test Guidelines (830 Series);
U.S. Government Printing Office, Washington, DC, U.S,, 1996.

United States Environmental Protection Agency, EPA Manual of Chemical Methods for Pesticides
and Devices, 2nd edition; AOAC, Arlington, VA, U.S,, 1992.

20
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Definition of Terminology
Note: Itdicized text found in a definition identifies thet the term is also defined in this appendix.
Active ingredient: theingredient(s) of a control product to which the effects of the pest control product
are dtributed, including a synergi<t, but does not include a solvent, diluent, emulsifier or component that by
itself is not primarily responsible for the control effect of the product.
Diastereomer: stereoisomers not related as mirror images.

Enantiomer: one of a pair of molecular species that are non-superimposable mirror images of each other.

End-use product: aproduct containing active ingredient(s) and usudly formulant(s) thet is labelled with
ingtructions for direct pest control use or gpplication.

Formulant: any substance or group of substances other than an active ingredient that isintentionaly
added to a pest control product to improve its physical characterigtics, e.g., Sorayability, solubility,
Spreadability, and stability.

Formulation: the process of mixing, blending, or diluting one or more active ingredientswith one or more
formulants, typicaly without an intended chemica reaction, to obtain a distinct manufacturing-use
product or an end-use product.

Formulation type: the physica form of the pest control product. These are listed in the Regigtration
Handbook.

Guar antee: the typica or nominal concentration of an ingredient that is expected to be presentin a
representative sample of apest control product at the time of its production.

I mpurity: any substance in acontrol product other than an active ingredient or aformulant, e.g.,
contaminants, residua starting materials, reaction products, degradation products or products added for
purpaoses of extraction or purification.

Integrated system product: may be used in manufacture of an end-use product or may itsdf be an end-
use product; formed in a manufacturing process in which the ISP

@ containsan active ingredient that is not isolated due to physical limitations or uncertainty as
to the specific active component(s); or

(b) is purposaly left as amixture of components due to manufacturing or integrity considerations.

Manufacturing concentrate: aproduct containing aregistered technical grade of active ingredient(s)
and formulant(s) intended for further reformulating and/or repackaging into end-use products
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Appendix V

Manufacturing-use product: products for manufacturing use only which include technical grade of
active ingredients and manufacturing concentrates. It may aso include integrated system products
when they are used for reformulating or repackaging.

Nominal concentration: the typicd amount, or guarantee, of an ingredient that is expected to be present
in arepresentative sample of apest control product at the time of its production.

Starting material: any substance, including reactants, solvents and cataysts, used to manufacture or purify
apest control product.

Ster eoisomer s: isomers with identicad atomic connectivities and differing only by the spatid arrangements
of their atoms or groups. Subclasses are enantiomers and diastereomers.

Technical active ingredient: seetechnical grade of active ingredient.

Technical grade of active ingredient: containsthe active ingredient and normaly containsimpurities
that are by-products of the manufacturing process.
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Appendix V

CAS
CIPAC
CPSF
CR
cv
DACO
EAM
EPA
EP
FIFRA
ID
ISP
IUPAC
LOD
LOQ
MA

M P
M SDS
OECD
PCPA
PMRA

QC

TGAI
USsC

Acronym List

Chemica Abstracts Service

Collaborative Internationa Pesticides Andytica Council
Control Product Specification Form

Conditionally Required

Coefficient of Variation

Data Code

Enforcement Andyticd Method

Environmenta Protection Agency (United States)
End-Use Product

Federa Insecticide, Fungicide and Rodenticide Act (EPA)
| dentify

Integrated System Product

International Union of Pure and Applied Chemistry
Limit of Detection

Limit of Quantitetion

Manufacturing Concentrate

Manufacturing-Use Product

Materia Safety Data Sheet

Organisation for Economic Co-operation and Development
Pest Control Product Act

Pest Management Regulatory Agency

Qudity Control

Required

Technicd Grade of Active Ingredient

Use-Site Category
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