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E— - HRBREESHEE (H FAMIC Sigs < A Eet)

— Manufacturing Processing or Import of Pesticide

Manufacturer or Importer

Risk Management @ Application i
® Safety of human health and livestock etc. ,.S
FAMIC Examine registration Evaluation of ® |mpact to environment/ non-target organisms g;é
application form etc. the data etc. ° Efﬁ’c_.acy and phytotoxicity
R in crops .
g ﬁ | Report the Result &)
N7/ L
Ministry of Receipt of Registration Establishment of e ato
Agriculture application form Official standard Blatyasion
@ Hearing ‘@ Consultation
Ministry of Ministry of Environment
Hoalth, Establish MRLs on pesticides residue
Establish the Standard regarding
human health and environmental safety

P
g, Consultation

Risk
Evaluation of ADI, ARfD

Establishment

BEER LT

® FAMIC/ACIS : (ff) EMUKPEEHEZ Rt ¥ —EFBAE (Food and
Agricultural Materials Inspection Center, Agricultural Chemicals Inspection Station )
MAFF @ EMI/KES (Ministry of Agriculture, Forestry and Fisheries )
MHLW : [E4 574 (Ministry of Health, Labour and Welfare )
MOE/ME : IZi%4 (Ministry of the Environment )
FSC : NEF&aMLZEZ AT (Food Safety Commission of Japan )

12



B— - HARmBREKEF R (h FAMIC R E8HAE B

@ Assessment of the
applicability to the criteria for
registration regarding aquatic
organisms

@ List precautions for use, including in the
event that the registration is not refused,
based on the test results on each
pesticide, in order not to cause damage to
aquatic organisms

N

Toxicity value in aquatic organisms after using a preparation (mg/L)

S value evaluation =—;

concentration when dissolving the maximum e amount of the preparation per 10 a into a
10-a, p water tank (mg/L)

Examples of precautions for use EEE R R R R R

SS3ZSSSSSESESERe,
b

i Do not use the agent on a fish culturing paddy field, as it affects aquatic organisms (fish). .

» +Use the agent with care not to spray it over a river or aquatic organisms culturing pond, as it affects

= aquatic organisms (Crustacea, Algae). "

s +Have a preparation ready only as needed and use it up. Do not discharge the rinse water of spraying &
v equipment/containers into a river. Dispose of empty containers/packages appropriately so that they

%  do not affect aquatic organisms.

v
StzzcssesssssseseseoIroIoEEEasoaEEIIoITIIIISIIIINSiSISSSENIIEESEEEEIIESISEIEIEESssssssssssssssssssssszsssst

Classification of precautions according to S value evaluation

$>10 There are no issues noted
B 1028>1 Do not use the agent on a fish culturing paddy field, as it may affect fish.
On a paddy 128>0.1 Do not use the agent a fish culturing paddy field, as it affects fish. Manage water with care after spraying.
field 0128 Therough confirmation of safety with the results of an additional test is required.
s Alg $>0.1 There are no issues noted
0128 Manage water with care after spraying, as the agent affects Crustacea/Algae.
$>0.1 There are no issues noted
Fish 0.128>0.01 |Use the agent with care, as it may affect fish,
;r;:yn;;; 00128 Avoid using the agent around an aquatic organisms culturing pond, as it may significantly affect fish,
A s $>001 There are no issues noted
S i 00128 Do not spray the agent over a river, as it may affect Crustacea/Algae.

Precautions regarding disposal of the rinse water of containers and empty packages

Preparation toxicity value: List p
for use based on the highest toxicity value
among fish LCy, (96 hrs), Daphnia ECg,
(48 hrs), and algae ECs, (72 hrs)

LCy 0r ECso > 1 mg/l.

There are no issues noted

1mg/L2LCs or ECyy

Have a preparation ready only as needed and use it up. (This should be written on the
label of an agent to be diluted.) Do not discharge the rinse water of spraying
equipment/containers into a river. Dispose of empty containers/, appropri
that they do not affect aquatic organisms.
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GUIDANCE DOCUMENT ON THE REPORTING OF DEFINED
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ASSESSMENT (IATA) FOR SKIN SENSITISATION
(ENVIM/MONO(2016)29)
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Bl 51k e 45 = 5,

2. WEIE
OECD Test No. 404: Acute Dermal Irritation/Corrosion
OECD Test No. 430: In Vitro Skin Corrosion: Transcutaneous Electrical Resistance Test Method
(TER)
OECD Test No. 431: In Vitro Skin Corrosion: Reconstructed Human Epidermis (RHE) Test
Method
OECD Test No.435: In Vitro Membrane Barrier Test Method for Skin Corrosion
OECD Test No. 439: In Vitro Skin Irritation: Reconstructed Human Epidermis Test Method

AR 7 Bk %

1 . HiY
B D AR K O RERE ~ DR JE BT 2B i 255 Z Ll kv, Bkl
HEF D222 TR T iE MR A 2 L 5,

2. ARGk
OECD Test No. 405: Acute Eye Irritation/Corrosion

OECD Test No. 437: Bovine Corneal Opacity and Permeability Test Method for Identifying 1)
Chemicals Inducing Serious Eye Damage and 11) Chemicals Not Requiring
Classification for Eye Irritation or Serious Eye Damage (BCOP)

OECD Test No. 438: Isolated Chicken Eye Test Method for Identifving 1) Chemicals Inducing
Serious Eye Damage and 11) Chemicals Not Requiring Classification for
Eye Irritation or Serious Eye Damage (ICE)

OECD Test No. 460: Fluorescein Leakage Test method for Identifying Ocular Corrosives and
Severe Irritants

OECD Test No. 491: Short Time Exposure In FVitro Test Method for Identifying 1) Chemicals
Inducing Serious Eye Damage and 1) Chemicals Not Requiring
Classification for Eye Irritation or Serious Eye Damage

OECD Test No. 492: Reconstructed human Cornea-like Epithelium (RhCE) test method for
identifying chemicals not requiring classification and labelling for eye
irritation or serious eye damage
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OECD Test No. 442A: Skin Sensitization (LLNA: DA)
OECD Test No. 442B: Skin Sensitization (LLNA: BrdU-ELISA)
OECD Test No. 442C: In Chemico Skin Sensitization (Direct Peptide Reactivity Assay: DPRA)
OECD Test No. 442D: In Vifro Skin Sensitization (ARE-Nrf2 Luciferase Test Method)
OECD Test No. 442E: In Vitro Skin Sensitisation
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256: Guidance Document on the Reporting of Defined Approaches and Individual Information
Sources to be Used within Integrated Approaches to Testing and Assessment (IATA) for Skin
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(Honey bee toxicity)
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microorganisms )
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(Earthworm toxicity)
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toxicity)

22. (1) AAEAHHFMH BB AR LT - XERIAB 3% ¢
a. ;XK & %85 F M (Freshwater fish LCso* 96 /]~ 8% ) X5 © A 2r 4§ ( Rainbow
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