JABATAN PERTANIAN MALAYSIA
DEPARTMENT OF AGRICULTURE
Bahagian Kawalan Racun Perosak dan Baja
Pesticides and Fertilizers Control Division
Tingkat 4 - 6, Wisma Tani

Jalan Sultan Salahuddin
Tel: 603-2030 1400
50832 KUALA LUMPLR Faks: 603-2691 7551

MALAYSIA Laman Web: www.doa.gov.my

Ruj. Kami : JP/KRP/207/12/656/2
(Our Ref,) Jd.VI (74)

Tarikh: @9 Januari 2019
(Date)

KEPADA YANG BERKENAAN

SURAT PEKELILING LEMBAGA RACUN MAKHLUK PEROSAK
BILANGAN 1 TAHUN 2019

AKTA RACUN MAKHLUK PEROSAK 1974
Prosedur Penerimaan Pendaftaran Racun Makhluk Perosak

TUJUAN

Surat Pekeliling ini bertujuan untuk memaklumkan kepada Syarikat Pendaftar
mengenai permohonan pendaftaran baru akan ditutup buat sementara waktu dari 1
Februari 2019 — 30 April 2019 bagi tujuan penambahbaikan urusan pentadbiran. Ini
kerana pihak Lembaga Racun Makhluk Perosak mendapati sejak kebelakangan ini
bilangan permohonan pendaftaran telah meningkat kepada satu jumlah yang sangat
tinggi dari semasa ke semasa serta tidak memenuhi syarat-syarat di dalam Garis
Panduan Pendaftaran 2005. Namun begitu, Lembaga masih menerima pendaftaran
baru produk ‘proprietary’ dalam tempoh tiga (3) bulan tersebut.

Surat pekeliling ini juga bertujuan untuk memaklumkan keputusan Lembaga
tentang pindaan dan penambahbaikan kepada keperluan pendaftaran racun
makhluk perosak. Pihak Lembaga juga telah bersetuju untuk menetapkan prosedur
baru bagi proses penerimaan pendaftaran racun makhluk perosak di Malaysia.
Keputusan ini diambil sebagai langkah memastikan proses pendaftaran racun
makhluk perosak dapat dilaksanakan dengan lebih cekap dan menepati masa.
Sehubungan dengan itu, pihak Lembaga telah memutuskan bahawa semua
keperluan pendaftaran perlu dipatuhi oleh semua Syarikat Pendaftar.
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Ruj. Kami : JP/KRP/207/12/656/2 JId.VI ( 74 )

SYARAT - SYARAT PENDAFTARAN RACUN MAKHLUK PEROSAK

1. Setiap Syarikat Pendaftar hanya dibenarkan untuk mengemukakan satu (1)
permohonan pendaftaran SAHAJA pada setiap bulan.

2. Pihak Lembaga hanya akan menerima maksimum lima (5) produk bagi satu-
satu jenis perawis aktif yang akan didaftarkan pada setiap bulan.

3. Permohonan baru akan bermula pada 2 Mei 2019 dan akan dibuka pada lima
(5) hari bekerja di awal bulan pada setiap bulan. Hanya pendaftaran baru
sahaja akan diterima pada tempoh tersebut seperti contoh jadual di bawah:

Urusan SELAIN

Bulan Pendaftaran Baru Pendaftaran Baru
Mei 2019 2/5/2019 - 8/5/2019 9/5/2019 - 31/5/2019
(Khamis) (Rabu) ( Khamis ) ( Jumaat)
Jun 2019 10/6/2019 — 14/6/201 17/6/2019 — 28/6/2019
(Isnin) (Jumaat) (tsnin) (Jumaat)

| - )

Julai 2019 1/7/12019 - 5/7/2019 8/712019 - 31/7/2019
‘ (Isnin) (Jumaat) (Isnin) (Selasa)
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Ruj. Kami : JP/KRP/207/12/656/2 JId.VI ( 74 )

4. Waktu urusan:-

Pendaftaran Urusan Yang
(Urusan Yang Melibatkan Bayaran) TIDAK Melibatkan Bayaran
(Contoh : Konsultasi, Pertanyaan)

Isnin — Khamis : Isnin — Khamis :

( 9.00 pagi — 12.30 ptg ) (9.00 pagi — 12.30 tgh )
(2.15 ptg - 3.15 ptg ) (2.30 ptg — 4.15 ptg )
Jumaat : Jumaat :

(9.00 pagi — 12.00 tgh ) ( 9.00 pagi — 12.00 tgh )

(3.00 ptg—4.15 ptg )

5. Syarikat Pendaftar perlu melengkapkan Borang Ringkasan Penilaian Teknikal
(Rujuk Lampiran l). Borang Ringkasan Penilaian Teknikal yang tidak diisi
dengan lengkap tidak akan diterima dan akan ditolak permohonan
pendaftarannya.

6. Syarikat perlu menandatangani Surat Perakuan Pengesahan Penghantaran
Dokumen Pendaftaran Baru (Rujuk Lampiran If).

7. Syarikat Pendaftar perlu mengisi Borang A (Subkaedah 2(1)) — dwibahasa
(perlu dicetak depan/belakang) dan disertakan bersama dengan Borang A
(Subkaedah 2(1)) — MyPesticide) di dalam setiap dossier (1 asal + 4 salinan).

8. Syarikat disarankan untuk melengkapkan dossier sebelum dihantar mengikut
Garis Panduan Pendaftaran (Annex ll) dalam bentuk ring file ATAU fastener
besi yang panjang. Syarikat perlu membuat jilid yang berasingan sekiranya
maklumat terfalu tebal.
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9. Syarikat Pendaftar dikehendaki untuk melabelkan maklumat-maklumat berikut
pada setiap dossier :-

a)
b)
c)
d)
e)

f)

Nama Syarikat

Nama Dagangan

Perawis Aktif (% w/w)

Jilid (Sila nyatakan sekiranya ada)

Sila gunakan kertas bewarna untuk setiap tajuk

Sila gunakan sticker untuk menandakan Sijil GLP/ISO

10. Syarikat Pendaftar dikehendaki mengemukakan dokumen-dokumen berikut
secara BERASINGAN daripada dossier untuk tujuan pentadbiran:-

a)
b)

c)

d)
e)

f)
9)
h)

i)
i)

1 salinan Surat Cover Letter seperti format di dalam Garis Panduan
Pendaftaran (Annex |)

1 salinan Surat Pengesahan Terkini dari setiap pembekal Technical
Grade Active Ingredient (TGAI)

1 salinan Surat Pengesahan Terkini dari setiap pembekal Finished
Product

1 salinan Surat Kebenaran Terkini menggunakan makiumat / data

1 salinan Safety Data Sheet (SDS) produk

1 salinan Safely Data Sheet (SDS) Technical Grade Active
Ingredient (TGAI)

1 salinan Borang A (Subkaedah 2(1)) - dwibahasa (periu dicetak
depan/belakang)

1 salinan Borang A (Subkaedah 2(1)) — di dalam sistem MyPesticide)
4 keping draf label setiap saiz pek (berwarna)

1 salinan Registered of Company (ROC)

1 salinan import permit sampel produk

1 salinan import permit piawai analisis

1 salinan Sijil Pendaftaran produk teknikal (sekiranya Technical
Grade Active Ingredient (TGAI) telah didaftarkan di Malaysia

3 salinan Certificate of Analysis (COA) piawai analisis

1 salinan Surat Kelulusan / Sijil Pendaftaran luar negara yang
diteriemah ke Bahasa Inggeris dan disahkan oleh pihak berkuasa
negara pengeluar racun makhluk perosak tersebut
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Ruj. Kami : JP/KRP/207/12/656/2 JId.VI ( 74 )

11. Bagi penghantaran sampel produk, hendaklah mengikut kuantiti yang telah
ditetapkan di dalam Garis Panduan Pendaftaran 2005. Sampel produk mestilah
dihantar dalam keadaan yang baik, dan perlu dilabelkan pada botol dengan
maklumat-makiumat berikut:

a) Nama Pendaftar

b) Nama Dagangan

c) Perawis Aktif (% wiw)
d) Perumusan

e) Nama Pembekal

12. Bagi penghantaran piawai analisis, hendaklah mengikut Garis Panduan
Penghantaran Piawai Analisis Untuk Tujuan Pendaftaran Racun Perosak iaitu
merujuk kepada Surat Pekeliling B. 81/05.20/JId. V (26) bertarikh 20 Mac 2009.
Piawai analisis mestilah dihantar dalam keadaan yang baik, dan perlu
dilabelkan pada botol dengan maklumat-makiumat berikut:

a) Nama Kimia atau Nama Biasa (Nama 1SO atau Nama yang
Disahkan)

b) Nombor Lot atau Nombor Batch

c) Kuantiti / Berat

d) Ketulinan (Purity)

e) Tarikh Luput

13. Perkongsian piawai analisis antara produk yang didaftar adalah TIDAK
dibenarkan sama sekali.

14. Sampel produk dan piawai analisis hendaklah dimasukkan dalam plastik
lutsinar dan perlu dilabel pada plastik tersebut dengan maklumat-makiumat
berikut:

a) Nama Pendaftar

b) Nama Dagangan

c) Perawis Aktif (% w/w)
d) Perumusan
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15. Pihak Lembaga TIDAK akan menerima sebarang data-data atau dokumen
teknikal yang dihantar dari pembekal produk secara terus ke Lembaga.
Lembaga hanya berurusan dengan Syarikat Pendaftar sahaja untuk tujuan
pendaftaran. Segala urusan berkaitan data-data atau dokumen teknikal adalah
di antara Syarikat Pendaftar dan pembekal produk.

16. Permohonan pendaftaran adalah mengikut maklumat seperti yang telah
dinyatakan pada Borang A (Subkaedah 2(1)), draf label dan dokumen sokongan
yang dikemukakan. Sebarang pindaan adalah TIDAK DIBENARKAN semasa
proses penilaian sehinggalah produk digazetkan.

17. Maklumbalas terhadap jawapan-jawapan ‘query’ yang melibatkan proses
pendaftaran racun makhluk perosak hendaklah dihantar kepada pihak
Lembaga dalam masa tiga (3) bulan dari tarikh ‘query’ tersebut
dikeluarkan. Kegagalan Syarikat Pendaftar untuk mematuhi peraturan ini,
boleh mengakibatkan permohonan diberhentikan proses pendaftarannya
dan diminta untuk membuat pendaftaran baru.

TARIKH KUATKUASA

Tarikh kuatkuasa Surat Pekeliling ini adalah pada 22 Januari 2019.

PEMBATALAN

Dengan berkuatkuasanya Surat Pekeliling ini, arahan-arahan yang telah dikeluarkan
melalui Surat Pekeliling yang tersenarai di bawah adalah TERBATAL-

a) Surat Pekeliling : B.81/05.20/J1d.1V(57) bertarikh 21 Januari 2000
(Jawapan kepada ‘query’ keluaran-keluaran dari Lembaga Racun
Makhluk Perosak)

b) Surat Pekeliing : B.81/05.20/JId.V (22) bertarikh 8 Julai 2008, Piawaian
Analisis Untuk Pendaftaran Baru (Perkara 3)

c) Surat Pekeliling : B.81/05.20/Jid.V(25) bertarikh 12 Disember 2008,
Kaedah-kaedah Racun Makhiuk Perosak (Pendaftaran) (Pindaan) 2008
(Perkara 5(i) dan 5(ii))

d) Surat Pekeliling : JP/KRP/207/12/656/2 Jid. VI (36) bertarikh 14 Februari
2012, Piawai Analisis Untuk Permohonan Tambah Pembekal (Perkara 3)
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“BERKHIDMAT UNTUK NEGARA”

Saya yang menjalankan amanah,

—X

(MOHAMMAD NAZRUL FAHMI BIN ABDUL RAHIM)
Setiausaha
Lembaga Racun Makhluk Perosak

sk:
Pengarah Eksekutif, MCPA
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FORMULATION UNY

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

FORMULATION DATA REQUIREMENTS FOR REGISTRATION OF PESTICIDES

YP NO. (For Internal Use)

PRODUCT NAME

COMPANY NAME

The following information requirements are subjected to Part E: Chapter |. Data Requirements Details under the

Pesticides (Registration) Rules 2005.
|

and Address

Technical Material (TC)/ Technical Formulation
Concentrate (TK)
PART A:
Summary INDUSTRY/MANUFACTURING AGRICULTURE/ HOUSEHOLD
Information PUBLIC HEALTH/
for Technical VETERINARY/ FISHERY Not require fill PART A if
Grade of Not require fill PART A if TGAIl already registered
Active TGAI! already registered with with Pesticides Board
Ingredient Pesticides Board (Provide (Provide the copy of
(TGAI) the copy of registration registration certificate)
certificate)
T.OOUMCE | it | e e e | e
Manufacturer | ..o | e e | e e

Attach lists of composition if there is
not enough space

2.Active ) RPN ) E P e
Ingredient ) PP ) T TP ) O
(Common ) T N ) 11}
Name &
percent %
wiw) ]
3.CAS ) T P )
Number ) ) TN 1) IR
1 ) IO 1) TP,
4.Impurities T PPN S S S ) PP ) IS
Ingredient ) ) TS N ) PN
{max limit) 1) 1) N 1) U
17 V) e, (17 I
V) V) Ve
Vi, Vi), VY soiee e

Attach lists of composition if
there is not enough space

Attach lists of composition
if there is not enough
space

REMARKS :

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)
Kuala Lumpur



FORMULATION UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

Technical Material (TC)/ Technical
Concentrate (TK)

Formulation

5.Specification
Reference
(Year,
Publication)
e.g. FAO,
WHO etc

6.GLP Study
on Five Batch
Analysis
Including
Impurities
Profile

Lab Name:
Date Report:
Study No.:
Sponsor:
Batch No.:
GLP
Certificate:

YES/NO

YES/NO

YES/NO

7.Physical
Chemical
Appearance :
Melting/Boiling
Point:
S.G/Density:
Solubility:

pH:

pKa:

8.GLP/ISO
17025 Study
on Storage
Stability Test

Lab Name:
Date Report:
Study No.:
Sponsor;
Batch No.:
Temperature;
Time
Duration:
GLP/ISO
17025

Certificate :

YES/NO

YES/NO

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)
Kuala Lumpur

YES/NO




FORMULATION UNF

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

PART B:
Summary AGRICULTURE/ HOUSEHOLD
Information PUBLIC HEALTH/ VETERINARY/
for FISHERY
Formulated
Product
1.Active ) 2 O ) P TSR
Ingredient ) [
(Common 1 P 1 T PP
Name &
percent % wiw
or mg/mat or
.U/mg)
2.Inert ) PSP D) et
Ingredients ) T B0 e e
(percent %w/w) ) P ) TP
V) e, 17 PR
17 P 1) TS
Vi) e Vi)
3. Type Of | R | - .. i inemeererenrnrainatiomunnsesmernarnnsst ||| toneeaorurensenerennsessnennsensensosnseraseniic
Formulation
4, Specification
Reference | e | e s
(Year,
Publication)
e.g. FAO,WHO
etc
Refer Appendix | Refer Appendix Il
5.Specification (MC, MV, LV, AE)
Properties
Refer Appendix i) Density properties: Weight of Caoils: ............
lorllorlll Density: ............ Burning Time: ............
Strength of Caoil: ............
ii) Surface Properties: Size of Mat: ............
Wettability: ............ Evaporation Rate: ............
Persistent Foam: ............ Internal Pressure: ............
Discharge Rate: ............
iii) Volatilization Properties pH Range : ............
Volatility: ............ Netting Mesh Size: ............
Bursting Strength: ............

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur



FORMULATION UNTI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

iv)Particulate/Fragmentation Refer Appendix Ilf
Properties:
Wet Sieve Test: ............ pH Range: ............
Dry Sieve Test: ............ Density/S.G: ............
Dustiness: ............ Odour: ............
Appearance; ............
v) Dispersion Properties: Evaporation Rate: ............
Dispersibility: ............ Viscosity: ............
Suspensibility: ............ Block Size: ............
Dispersion Stability: ......... Net Weight: ............
Emuision Stability: ............ Dry Sieve Test: ............
vi) Flow Properties:
Flowability: ............
Pourability: ............
Viscosity: ............
6.GLP/ISO
17025 Study
on Storage
Stability Test
Lab Name: | i | s
Date Report: | | | e,
Sty NO.I | s | e,
SPONSOT: | e | e,
Batch NO.: | e | s
TemPErature: | | e | e e
Time Duration:
GLP/ISO YES/NO YES/NO
17025
Certificate:
[
7.Five Batch on
Quality Control
Lab Name: | i e,
Date Report: | e | e s :
Study NO.: | i | e
SPONSOr: | e | e e
Batch No.:
4

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur
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TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

DATA REQUIREMENTS FOR REGISTRATION OF PESTICIDES

YP No. (For internal use)

Product Name
Company Name
Active Ingredient (s)

a) General Information

1)
3)

(COMMODITY)

Source Manufacturer

Physical Appearance

| Type of Use

 Solid / Liquid / Gas

[ Category

The following information requirements are subjected to Part E: Particular on Data Requirements under
Pesticides (Registration) Rules 2005 on chapter 3, 5 and 6. If the data are not applicable for registration

submission, kindly provide strong justification in written for waiver.

b) Type of studies:

Category

Summary

Chapter 3: Impact on Human and Animal (Mammalian Toxicological Data)

3.1 Acute Toxicological Data

rats)

3.1.1 Acute oral studies (in

Study No.
Sponsor
Guideline

GLP
LDso

(in rats)

3.1.2 Acute dermal studies

Study No.
Sponsor
Guideline

GLP
LDso

studies (in rats)

3.1.3 Acute inhalation

Study No.
Sponsor
Guideline

GLP
LCso

(in rabbits)

3.1.4 Skin irritation studies

Study No.
Sponsor
Guideline

GLP

Result

(in rabbits)

3.1.5 Eye irritation studies

Study No.
Sponsor
Guideline

GLP

Result

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur



TOXICOLOGY UNIT

TOXICOLOGY & ECOTOXICOLOGY UNF

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

3.1.6 Dermal sensitisation | Study No.
study in guinea pigs /  Sponsor

LLNA in mices Guideline
GLP
| Result
3.1.7 Acute delayed | Study No.

neurotoxicity in hens (for | Sponsor

organophosphates  and gt:ge"ne
carbamates)
| Result

Recommended Classification :

REMARK

1. Required data toxicity on technical for technical registration and data toxicity on formulation for
formulated registration.

2. For household product if no formulated toxicity report available upon registration submission, kindly
submit:
a. Letter of Authorization to refer TGAI toxicology from A.| supplier with registered LRMP No.
b. Summary of report studies of TGAI
c. Calculation for estimated LDso (refer formula in The WHO Recommended Classification of
Pesticides by Hazard and Guidelines to Classification 2009)

3. Pre-mixture active ingredient on food commodity usage required mandatory toxicology data on
MIXTURE.

4. For items 3.1.3 until 3.1.6 not required until further notice by Pesticides Board.

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)
Kuala Lumpur



TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

DATA REQUIREMENTS FOR REGISTRATION OF PESTICIDES

(PROPRIETARY -~ TECHNICAL / FORMULATION)

YP No. (For internal use)
Product Name
Company Name

Active Ingredient (s)

a) General Information

| Source Manufacturer

Physical Appearance

Type of Use

: Solid / Liquid / Gas

Category

The following information requirements are subjected to Part E: Particular on Data Requirements under
Pesticides (Registration) Rules 2005 on chapter 3, 5 and 6. If the data are not applicable for registration
submission, kindly provide strong justification in written for waiver.

b) Type of studies:

Category

Summary

Chapter 3: Impact on Human and Animal (Mammalian Toxicological Data)

3.1 Acute toxicological data

3.1.1 Acute oral studies
(in rats)

Study No.
Sponsor
Guideline
GLP

LDso

. 3.1.2 Acute dermal studies

(in rats)

Study No.
Sponsor
Guideline
GLP

LDso

3.1.3 Acute inhalation
studies (in rats)

Study No.
Sponsor
Guideline
GLP

LCso

3.1.4 Skin irritation studies
(in rabbits)

Study No.
Sponsor
Guideline
GLP
Result

3.1.5 Eye irritation studies
(in rabbits)

Study No.
Sponsor
Guideline
GLP
Result

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur
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TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

3.1.6 Dermal sensitisation | Study No.
study in guinea pigs / LLNA | Sponsor
in mices Guideline
GLP
Result
317 Acute delayed | Study No.
neurotoxicity in hens (for SPQNSQF
organophosphates and | Guideline
carbamates) GLP
Result

| Recommended Classification

3.2 Sub-acute Toxicological Data

3.2.1 Repeated dose 21 or | Study No.
28 days dermal toxicity | Sponsor
(in rats) Guideline
GLP
NOAEL
LOAEL
NOEL
3.2.2 Repeated dose 28 | Study No.
days oral delayed | Sponsor
neurotoxicity in hens | Guideline
(organophosphates and | GLP
carbamates if triggered by | NOAEL
findings of acute delayed | LOAEL
neurotoxicity) NOEL -
3.2.3 Sub-acute 90 days Study No.
dietary feeding study Sponsor
| (in rats) Guideline
GLP
NOAEL
LOAEL
NOEL _
3.3 Chronic Toxicological Data
3.3.1  Chronic  dietary | Study No.
feeding study (24 months in | Sponsor
rats, 18 months in mouse | Guideline
and 1 year in dogs) GLP
NOAEL
LOAEL
NOEL
3.3.2 Oncogenicity | Study No.
(carcinogenicity) study | Sponsor
(Not less than 24 months for | Guideline
rats and 18 months for | GLP
mouse. This study can be | NOAEL
combined  with  chronic | LOAEL
feeding study, if appropriate) | NOEL

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)

Kuala Lumpur
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TOXICOLOGY & ECOTOXICOLOGY UNrI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

3.4 Supplemental Toxicological Data

3.4.1 Teratogenicity study (2
species, one rodent and one
non-rodent)

Study No.

Sponsor
Guideline
GLP
NOAEL
LOAEL
NOEL

Study No.

Sponsor
Guideline
GLP
NOAEL
LOAEL
NOEL

3.4.2 Reproductive study
(2 generation of rodents and
one litter)

Study No.

Sponsor
Guideline
GLP
NOAEL
LOAEL
NOEL

Rodent

Non-Rodent

3.4.3 Mutagenicity study
(at least in 3 battery of tests
to detect gene mutation,
chromosomal aberration
and genotoxic
(micronucleus test) effects)

Study No.

Sponsor
Guideline
GLP
Result

| Study No.

Sponsor
Guideline
GLP
Result

Study No.

Sponsor
Guideline
GLP
Result

Gene mutation

Chromosomal aberration

Micronucleus test
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TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

‘ 3.4.4 Metabolic  study | Study No.
(at least one species) Sponsor
Guideline
GLP
Result
3.5 Human toxicology data | Study No.
(such as industrial exposure | Sponsor
data, accidental data or | Guideline
volunteer data) GLP
Result
3.6 Toxicological | Study No.
information of every | Sponsor
ingredient, synergist and | Guideline
major or important impurity | GLP
of the pesticides Result

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur
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TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

| Chapter 5: Fate and Behaviors in The Environment

5.1 Definition of
residue relevant to
environment

5.2 Degradation  and

dissipation studies

i. Degradation
Studies
(Laboratory)
a. Hydrolysis
b.  Photolysis

« Water
» Soil

ii. Dissipation
Studies (Field)
a. Soil
b.  Aquatic

(Sediment)

Study No.
Sponsor

| Guideline
GLP
Result

Study No.
Sponsor
Guideline
GLP
Result

Study No.
Sponsor
Guideline
GLP
Result

Study No.
Sponsor
Guideline
GLP
Result

Study No.
Sponsor
Guideline

Result

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur
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TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

5.3 Metabolism Studies

(Laboratory)
i. Aerobic
a. Soll Study No.
Sponsor
Guideline
GLP
Result
b.  Aquatic Study No.
(Water Sponsor
Sediment) Guideline
GLP
Result
ii. Anaerobic
a. Sail Study No.
(Required in Sponsor
flooded soil) Guideline
GLP
Resuilt
5.4 Mobility studies
i Leaching and | Study No.
adsorption or | Sponsor
desorption in soil Guideline
GLP
Result
ii. Volatility
a. Laboratory Study No.
Sponsor
Guideline
GLP
Result
b.  Field Study No.
Sponsor
Guideline
GLP
! Result
5.5 Fate and behavior in air | Study No.
Sponsor
Guideline
| GLP
Result
| 5.6 Bioaccumulation study | Study No.
in fish Sponsor
(Preferred fish : Bluegill | Guideline
sunfish and Channel | GLP
catfish) Result

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)
Kuala Lumpur
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SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

TOXICOLOGY & ECOTOXICOLOGY UNI’

Chapter 6: Effect on Non-Target Species

6.1 Effects on terrestrial | Study No.
vertebrates (including acute | Sponsor
oral toxicity to avian species | Guideline
e.g. pigeon, quail, pheasant | GLP
or duck) LDso
6.2 Effects on aquatic
species
i. Acute toxicity on | Study No.
one suitable fish | Sponsor
species Guideline
GLP
LCs0 (96 hr)
ii. Acute toxicity on | Study No.
other aquatic | Sponsor
organisms Guideline
(e.g. Daphnia and | GLP
Crustacea) LCso (48 hr)
6.3 Effects on bees and Acute oral
other arthropod species | Study No.
(including acute oral and | Sponsor
contact toxicity on honey | Guideline
bees) GLP
LDso
Contact toxicity
Study No.
Sponsor
Guideline
GLP
LDso
6.4 Effects on | Study No.
earthworms and other soil | Sponsor
macro-organisms (including | Guideline
acute toxicity on | GLP
earthworms) LCso
NOEC
6.5 Effects on other | Study No.
non-target organisms | Sponsor
(flora and fauna) Guideline
GLP
Result

PESTICIDES CONTROL AND FERTILIZERS DIVISION

Department of Agriculture (DOA)
Kuala Lumpur
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TOXICOLOGY & ECOTOXICOLOGY UNI

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

REMARK

1. Required data toxicity on technical for technical registration and data toxicity on formulation for
formulated registration.

2. For household product if no formulated toxicity report available upon registration submission, kindly
submit:
a. Letter of Authorization to refer TGAI toxicology from A.l supplier with registered LRMP No.
b. Summary of report studies of TGAI
c. Calculation for estimated LDso (refer formula in The WHO Recommended Classification of
Pesticides by Hazard and Guidelines to Classification 2009).

3. Pre-mixture active ingredient on food commodity usage required mandatory toxicology data on
MIXTURE.

4. For items 3.5 and 3.6, if available and particularly needed the poisoning data and information on
antidotes.

5. For item 6.5 required data on formulation for formulated registration.

17
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

EFFICACY DATA REQUIREMENTS FOR REGISTRATION OF AGRICULTURE PESTICIDE

GENERAL
YP No.: Product Name:
(For Internal Use)
Company Name:
Active Ingredient: | Formulation:
L TR TR % Pesticide Type: ]
- SRR %
) %
Chemical Group: MOA Code:
L T 1)
) 2
) )
Mode Of Action (related to the preamble): o
L TR
4 T U U

(Please fill in an another form if more than one (1) crop is recommended)

Efficacy Trial Topic:

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)
Kuala Lumpur

Efficacy Trial Location: Year of Efficacy Trial:
| Crop:
Pest Scientific Name; Pest Common Name:
1) 1)
2) 2)
3) 3)
4) 4)
5) 5)
Phytotoxic effect on crop: Yes / No Effects on natural enemies: Yes / No |
Potential occurrence to resistance: Yes / No
18



SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

EFFICACY UNIT

Pesticide Rate ]
i. a.i./ Ha: iii. For 1 Ha:
i. 10 L Water: iv. Volume:
Application Method: Application Tools:
Nozzle Type: Nozzle Size:
Days of Interval; B Maximum Seasonal Application:
Secondary Poisoning (Barn Owl):
(for rodenticide only)
Additional Information: a) Crop Age:
(for oil palm/ rubber) b) Crop Canopy (</ >30%):

Pesticide Rate Calculation Method
19
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

EFFICACY DATA REQUIREMENTS FOR REGISTRATION OF HOUSEHOLD PESTICIDE

GENERAL

YP No.: Product Name:
(For Internal Use)
Company Name:
Active Ingredient; Formulation:
L) P S % Pesticide Type: ]
2 % Usage Type: FIK/ CIK/ Rat/ Repellant/ Residual*
B) % *Choose one
Chemical Group:
) 2) e
B)

EFFICACY DATA

(Please fill in an another form if more than one (1) area/ location is recommended)

Protocol/ Standard:

Efficacy Trial Topic :

Efficacy Trial Location: Year of Efficacy Trial:
Discharge Rate: Burning Time:
(for aerosol only) | (for coil only)

Vaporizing Rate:
(for mat/ net/ paper/ liquid)

Rate:

(for bait/ granule)

Infested Area/ Location:
(as recommended on label)

Pest Scientific Name: | Pest Common Name: | KTso: KTes: % Mortality:
(if applicable) (if applicable)

1) 1) 1) 1) 1)

2) 2) 2) 2) 2)

3) 3) 3) 3) 3)

4) 4) 4) 4) 4)

5) | 5) 5) 5) 5)

Room Size: Protection Period:

Application Method:

Pesticide Rate Calculation Method (if applicable)

20
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

EFFICACY DATA REQUIREMENTS FOR REGISTRATION OF PRESERVATIVES/ DISINFECTANT/
PAINT/ VETERINAR PESTICIDE

GENERAL

YP No.: Product Name:
(For Internal Use)
Company Name:
Active Ingredient: Formulation:
() TSR USRS % Pesticide Type: .
2 %
3 e e %
Chemical Group: MOA Code:
L 1 T S R SO AU L ST ST SOt UL
2 )
B e e K P PP SRR
Mode Of Action (related to the preamble):
1) T P
/) PP P
1 T P

EFFICACY DATA

(Please fill in an another form if more than one (1) material/ fluid/ host is recommended)

Efficacy Trial Topic:

Efficacy Trial Location: | Year of Efficacy Trial:
E
Material/ Fluid/ Host:
Pest Scientific Name: Pest Common Name:
1) 1)
2) 2)
' 3) 3)
4) 4)
5) 9)

21
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

Pesticide Rate: Mixing Rate:
| (for Preservatives only)

Application Method:

Duration of Protection:;

Pesticide Rate Calculation Method

22
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

EFFICACY DATA REQUIREMENTS FOR REGISTRATION OF PEST CONTROL OPERATOR (PCO) &
PUBLIC HEALTH PESTICIDE

GENERAL

YP No.: Product Name:
(For Internal Use) _
Company Name:
Active Ingredient: Formulation: N
L) T % Pesticide Type:
O %
) PR %
Chemical Group: MOA Code:
1) e 1) e e,
2 2 e,
3 e e B e
Mode Of Action (related to the preamble):
o T S S
) ettt e et e et e e e eeteree et e ee et e et ee e e s e te——e e e eeeeeeeete e e e tete e e e e e reaeeraaaaaaees i,
00 s 5 A DS S 4 B S G o A B T T TR B TR AN

= EFFICACY DATA = T, |

(Please fill in an another form if more than one (1) area is recommended)
Efficacy Trial Topic;
Efficacy Trial Location: Year of Efficacy Trial:
Area:
Pest Scientific Name; Pest Common Name: o
1) 1)
2) 2)
3) 3)
4) 4)
5) 3)
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

Pesticide Rate

i. a.i./ Ha: | iii. For 1 Ha:

ii. 10 L Water: iv. Volume:

Others rate:

Application Method: Application Tools:

Nozzle Type: Nozzle Size:

Days of Interval: Maximum Seasonal Application:

(if applicable) (if applicable) |

Pesticide Rate Calculation Method
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EFFICACY UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

EFFICACY DATA REQUIREMENTS FOR REGISTRATION OF AGRICULTURE PESTICIDE

(GP5/2000)
GENERAL
YP No.: Product Name:
(For Internal Use)
Company Name:
Active Ingredient: Formulation:
1) % Pesticide Type:
Chemical Group: MOA Code:
B f 1)
Mode Of Action (related to the preamble):
) e e e e

PESTICIDE RECOMMENDATION AS GP5/2000
(Please fill in an another form if more than one (1) crop is recommended)

Crop:
Pest Scientific Name: Pest Common Name;
1) )
2) | 2)
3) 3)
4) 4)
5) 5)
Pesticid'e Rate
i. a.i./ Ha: ii. For 1 Ha:
ii. 10 L Water:; iv. Volume:
Application Method: Application Tools:
Nozzle Type: Nozzle Size:
Days of Interval: Maximum Seasonal Application:
Additional Information: a) Crop AgE: |
(for oil palm/ rubber) b) Crop Canopy (</ >30%):
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SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

RESIDUE DATA REQUIREMENTS FOR REGISTRATION OF PESTICIDES

(FOOD CROP/VETERINAR ONLY)

RESIDUE UNIT

*Not required to submit residue data requirement forms if no residue data submitted for the product

GENERAL

=)

YP No. : ‘ .
(For internal use) | Product Name :

Company Name :

Active Ingredient(s) : 1)
2)
3)

Crop recommendation (s) :

Crop Grouping (Commodity) :

Pest Recommendation (s) :

i) Enforcement :

i) Dietary Assesment :

Residue Definition:

iii}) Metabolites :

PESTICIDES CONTROL AND FERTILIZERS DIVISION
Department of Agriculture (DOA)
Kuala Lumpur
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RESIDUE UNIT

SUMMARY OF DATA REQUIREMENTS FOR PESTICIDE REGISTRATION

RESIDUE TRIAL DATA
(Please fill in an another form if more than one (1) active ingredient and one (1) crop is
recommended)

Active Ingredient

Crop

Source of Pesticide Residue Data
[JMPR (state year) / own data
(specify the title)]

(Please Fill in another form if more than three (3) residue study is submitted)
' i

Residue Study 1 2 3
Country,Year
No. of spray
Rate

|
Label Recommended Rate (kg ai/ha) : Label Max. No. Of Sprays :
Pre-Harvest Interval (PHI) : Proposed MRL (mg/kg) :

Acute Reference Dose (ARfD) :

Acceptable Daily Intake (ADI) : (if applicable)

MRLs in other Countries (mg/kg) (if any)

Codex : ‘ EU : uUs: Japan :

ASEAN : Other : Other : ‘ Other :

L | |

* Use another form if more than 3 location
* Only one form for one commodity and one active ingredient (a.i)
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