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A. General Requirements

1. Cover letter! (Addressed to the Executive Director, Wilfredo C. Roldan)

2. Accomplished FPA Form No. P-012* one (1) form per active ingredient
1 3. Accomplished FPA Form No. P-022*
Notarized, with document stamp.

Fill in the table under Proposed Use; Do NOT put “See attached draft label”, etc.

©7 4. Filing Fee
Active Ingredient # 4,500 (per active ingredient, per source)
Formulated Product 3,000 (per product, per source)

B. Data Requirements?

1. Summary of data with proper citation*
1 For conventional pesticides:
Section 1.0 to Section 8.0 as described in Table 2. Data Requirement for Registration
and Experimental Use Permit (Refer to pages 52-59 of Green Book)3
For biorational pesticides: Section 1.0 to Section 7.0 as described in:
= Table 5 for Biochemical Control Agents (Refer to pages 100-103 of Green Book)?
= Table 7 for Microbial Pest Control Agents (Refer to pages 104-108 of Green Book)?

2. References (relevant data/studies/pertinent documents (with certification of
comphance with GLP and/or standard test protocols)
i1 Supporting documents must be properly appended in the dossier, i.e., folders are
properly labeled, with tabs; table of contents are in place, etc.)
it To facilitate the evaluation process, the data requirements must be arranged in
separate folders, as shown below:

For conventional pesticides For biorational pesticides
1.0. General Information Merge in £ | 1.0. General Information Merge in
2.0. Specification Folder 1 {3 | 2.0. Specification Folder 1
3.0. Bioefficacy Folder 2 i.i | 3.0. Bioefficacy Folder 2
4.0. Toxicology Folder 3 {3 4.0. Toxicology Folder 3
5.0. Human Exposure Folder 4 1| 5.0. Environmental Effects M
6.0. Environmental Effects 1| 6.0. Environmental Fate & _ verge
in Folder 4
7.0. Residue in Food (SPRT . Transport
Protocol, if applicable) Merge in
- . 128PP Folder 5
ii | 8.0. Environmental Fate & Notes:
Transport 1. For other agricultural chemicals,

such as adjuvants, surfactants,
disinfectants, etc., comply data
requirements described in Section
1.0 to Section 4.6 only.

2. If a datarequirement is not
applicable, provide justification.
Do NOT put “N/A” nor leave it
blank.

3. Copy of approved Experimental Use Permits (EUP)
attached to folder of Section 3.0. Bioefficacy

4. Proposed product label*
in compliance with FPA’s labelling requirements (Refer to pages 33 to 49 of Green Book)
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Proof of registration in other countries where relevant, if applicable

6. Reviews of data done by other countries and international organizations, if available

7. Any authorization necessary to cite previously submitted data or other proprietary
data

C. Requirements for Confirmatory Analysis

Samples of the pesticide to be registered
Formulated Product (500 grams or 500 mL) (FP)
Technical Material (10 grams) (TC/TK)
Analytical Grade Standard (1 gram) (AGS)

7 Certificate of Analysis (COA) of TC/TK, AGS and FP

i.  Method of analysis, if necessary

..  Safety Data Sheet (SDS) of the samples

Must be found in each folder that will be submitted to FPA.

2Special circumstances often arise from the nature of pesticide or its use or the results of testing
which dictate whether more, less or different data are required. FPA shall make modifications
whenever appropriate and necessary.

SFPA Green Book (Pesticide Regulatory Policies & Implementing Guidelines) is downloadable at FPA

website: fpa.da.gov.ph

SUBMIT DUPLICATE COPIES OF THE REQUIREMENTS TO FPA.




