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Pesticide Registration Requirements on Chemical & Physical
Properties and Toxicology Data for Official Test Application

(Source® Councll of Agriculture, R.0.C., Nov. 6, 1987)

A. Domestic tests should be done before registration:

1. Standard specification test (apply to BCIQ)

2. Field test (apply to PDAF):

Efficacy, Phytotoxicity & Residual tests
3. Designated tox. tests (depends on pesticidal safety)

' B. Field test application requirements (see following table)

Document items New New New Me-too  Remarks
pesticide Formulation indication product

Application form 0 0 0 0

Summary of requirement O 0 0 0

for pesticide regist.

Physical & Chemical 0 0 0 0 Encl.# 1

properties

Tox. data 0 0 e * "2,3,4

Physic. & Chem, analyt. O 0 X X

methods or Biological

test

Residual analyt. method O 0 X X

Field test data 0 0 e X

0: Required

Explanations:

X: Not required

@: {t depends

*: Summary data

1. Application for field tests can be divided into the following categories:

. New pesticides (A.l. which is not registered)

. New formulation: including new contents, new formulations, the regi-
stered pesticldes as mixtures.
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. New indications: Label extension.
. Me-too product: for registered products of different sources.

. Residual tests are not required for the application pesticides of which
were already announced.

+ Residual analysis methods should attach with tolerance on food crops
. established by foreign countries and residual data in field crops.

. Physical & Cﬁemiéal analyt. method, including a.i. contents analysis,
analyt. methods of finished product specification and impurities.

. Designated tox. tests should be done if required by authorities.

. Foreign commercial label(s) for reference.

12



Encl. #1. Physical & Chemical Properties

A, Pesticide names:

B.

Common name .(Chinese common name if it already had), Brand name,

Product name or Product code No.

2.
3.

Product composition & specification:
1‘

Chemical name: IUPAC or CA standard wording.
A.1., Empirical formula, Chemical structure & Molecular weight.

Tech. grade explanation: a.i., other contents and impurities, min.
and max. limit of impurities. The total should be 100%.

. Finished product contents & formulation: Contents of other ingredi-

ents formulation of finished products and specific specification (eg.
particle size, water flowability and stability, etc.)

C. Raw material and manufacturing process:

D.

1.

2.

Including: Explanations of raw material origin, abstract of manufac-
ture procedures are required for finished product appli-
cation.

For tech. grade applicants detailed synthesis processes, analytical
explanation of impurities and name of raw material are required.

Physical & Chemical Properties:

. Appearance

. Odor

. Density

. Vapbr pressure

. Solubility

Stability

. Boiling point/Melting point: BP is necessary if it's liquid state

under room temp.; MP, .vice versa, solid state under room temp.

. pH value: not necessary if the product is water insoluble.

13



10.
11.
}2.
13.
14.
15.

. Bxplodability and Inflanmability: if the product exists inflammable

or volatile properties, flash point data should be provided.
Storage stability

Miscibility

Corrosin characteristics

Viscosity:.is'required‘for liquid state under room temp.
Dissociation constant

Octanol/Water partition coefficient: necessary for the tech. grades
which are organic and non-polarized material. ‘

14



Encl. # 2 Requirements for Pesticides Tox. Data (Chemical Pesticides)

New A.1. New New Sample
Items Edible Non-edible Formulation, Indica- required(V) Remarks
_ crop crop Contents tion T.G. F.P.
(A) Acute tox.:
Oral 0 "0 0 * v v 2
Dermal -0 0 0 * \ \ 3
Inhalation @ e e * v v 4
Eyes & skin 0 0 0 * \' 5
irritation
Skin sensitization O 0 0 * \Y 3
Delayed neurotox. @ @ X X \' 6
(B) Subacute tox.:
90 days feeding 0 0 X X v 7
(C) Chronic tox.: 8
Long-term feeding O e X X \Y 9
Carcinogenicity 0 e X X v 9,10
Reproduction 0 . @ X X V' 11
Teratogenicity 0 0 X X \Y 12
(D) Mutagenicity O 0 X X Vv 13
(E) Metabolism 0 @ X X Y 14
(F) Bnvironmental
safety:
.~ Persistence & 0 0 X X \ 15
metabolism in
soil & water
Aquatic life tox. O 0 @ @ \Y )Y 16
Bird tox. 0 0" X X \Y \Y 17
Benefical insect @ e X X \Y 18
acute Tox.

0: Required @: it depends X: Not required *: Abstract



Remarks:

1.

Tox. data should be written in Chinese or in English in detatls:

(1). Bxperimenter, Experimental unit, Director, Head of section and
their signatures.

(2). Abstract, Result analysis.

(3). Experimental procedures, insluding:
Materials & methods, Test organisms, Dosages, Observation,
Results, References. '

(4). Statistical analytical method for testing results.

. Acute oral tox. should test at least one kind of animal (rat). If

the test substance is gaseous or high volatile, it is not required.

. One animal should be tested for acute skin irritation and skin

sensitization.

. 1f the test substance (product) is high volatile or gaseous phase,

the acute inhalation tox. at one test animal should be required.

. One test animal for eyes and skin irritation is required, but not

required for the product which pH 2 or 11.5.

. Delayeh neurotox. should be tested for organophosphorous or carba-

mates pesticides with one test animal (hen).

. Subacute tox.: 90 days feeding data should be submitted. 2 kinds

of mammals should be tested for edible crop. 1 test animal for
non-edible crop is sufficient. Whether subacute skin and inhalation
tox. will be required, depends on acute tox. data. One test animal
is sufficient.

If the product is applied on non-edible crop, generally, it need
not submit chronic tox. data, but, if the results of acute and sub-

acute tox. require further studies, then, submission of this data
is necessary. '

. Long-term feeding: One kind of rat and another with big mammal (eg.

Dog) should be tested. The min. testing period for long-term test &
carcinogenicity are as follows:

(1). Rats (Edible crop) - 24 months
(2). Rats (Non-edible crop) - 12
(3). Non-rat (big mammal) - 12 " (for Dog)

(4). Mouse for carcinogenicity - 18
(5). Rat for carcinogegicity - 24 "

16



10.

11.

12.

13.

14.

15.

16.

17.
18.

Carcinogenicity: can be carried out along with long-term feeding
test, 2 kinds of animals (rat and mouse) are required.

Reproduction: 2 generations data are required, one test animal is
sufficient:

Teratogenicity: 2 kinds of animals should be tested and the one
should be same with animals tested for reproduction.

Mutagenitlt&i should include 3 categories:

(1). Gene mutations

(2). Structural chromosomal aberrations

(3). Other genotoxic effects as numerical chromosome aberrations,
direct DNA damage repair, mammalian cell: transformation,
target organ/cell analysis -

Metabolism include:

(13. Metabolism in animals: absorption, excretion, distribution and
fmetabolism (Test one kind of mammal)

(2). Metabolism in plants: absorption, distribution and metaboldsm

Degradation, metabolism in soil and water, include:

(1). Degradationl of hydrolysis & photodegradation

(2). Mobildty in soil: include absorption, deaching

(3). Dissipation 1in soil

(4) . Metabolism ig sodl

Aquatic life tox. include:

(1). Freshwater fish LC50: Trout is better
(2). Freshwater invert¢ebrate LC50: Daphnia is better

Avian (bird) tox.: Avian oral LC50 & Avian dietary LC50.

Beneficial insect acute tox.: is required if used on honey source
plants.
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Encl. #3  Requirements for Pesticides Tox. data (Biochemical pesticides)

_ New A.1. New New Sample
Items Edible Non-edible Formulation Indica- required(V) Remarks
" crop crop , Contents tion T.G. F.P,
(A) .Acute tox.:
Oral - 0 0 0 * \ v 1
Dermal 0 0 0 * v \Y 2
Inhalation e @ @ * v \ 3
"Byes & skin 0 0 0. * \ 2
irritation
Skin sensitization @ @ @ *. v 4
Cell immunity 0 0 X X v
reaction
(B) .Subacute tox.: _
90 days feeding 0 e X X )Y 5
(C).Chronic'tox.:
Long-term feeding @ e X X v 6
Carcinogenicity e e X X v 6
(D) Mutagenicity 0 0 X X A
(E) .Environmental safety:
Aquatic life acute O 0 e e v \Y
tox. :
Avian acute tox. 0 0 X X )Y
Non-target plant X e ; X X \Y 7
test

0: Required @: It depends - X: Not required *: Abstract
Remarks:

1. High volatile or gaseous phase products are not required.
. Not required if pH 2 or 11.5,
. High volatile ahd gaseous products are required.

It may often cdntact with skin via application are required.

@ B N

. Non-edible crops are -not nesessary, but if the a.i. or its metabolites
could be tumor inducing are required.

6. Not required for non-edible crops or for those products withoutvabnormal
on subacute tox. tests.

7. Are necessary on forestry or turf.
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Encl. #4 Requirements for Pesticide Tox. Data (Microbial Pesticides)

_ New A.I. New New . Sample
Item . Edible Non-edible Formulation Indica- required(V) Remarks
crop crop » Contents tion T.G. F.P.
“(A) .Acute tox.:
Oral o0 0 0 * \ )Y
Dermal 0 0 0 * v Y
Inhalation e @ @ * \Y \' 1
Byes & skin 0 0 0 * V'
irritation
Skin sensitization @ ] @ * v 2
Cell immunity 0 0 - X X v
reaction
Intravenous, Intra- O 0 X X V' 3
cerebral, Intra-
peritoneal ‘
Virus tissue . e g X X v 4

culture test
(B) .Bnvironmental safety:
Aquatic life tox. O
Avian tox. 0
Non-target plant 0

pathogenicity
Non-target insect O

pathogenicity

Bees pathogenicity O

0: Required @: It depends X: Not required *: Abstract
Remarks:
1. 20% of particle size 10 u is required.
2. May contact via skin or inhalation frequently are necessary.
3. Bacterial & viral prsticides should offer intravenous ("'IV'') test.
JViral & protozoa pesticides should offér intracerebal (“IC'') test.
Fungal & protq?oa pesticides should offer intraperitoneal ("IP') test.

4. Tissue culture is required for viral pesticides.
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