Formal and Substantive Requirements for Applications Submitted for Inclusion of Active

Substances in Annex I to Council Directive 91/414/EEC!
Regulation No. 59 of the Minister of Agriculture of 1 June 2005
RTL?, 10.06.05, 63,912

Entered into force 15.06.05

This Regulation is established on the basis of subsections 60 (2) and 65 (2) of the Plant
Protection Act (RT 12004, 32, 226).

§1. Scope of application

This Regulation establishes the formal and substantive requirements for the applications
submitted for inclusion of active substances in Annex I to Council Directive 91/414/EEC
concerning the placing of plant protection products on the market (OJ L 230, 19.08.1991, pp 1-

172) and the applications for placing plant protection products on the market.
§2. Requirements for applications

(1) Applications submitted for inclusion of active substances in Annex I to Council Directive
91/414/EEC shall conform to the substantive and formal requirements provided in Annexes 2

and 3 to Council Directive 91/414/EEC.

(2) Applications submitted for placing plant protection products on the market shall conform
to the substantive and formal requirements provided in Annexes 2 and 3 to Council Directive

91/414/EEC.

3) The application specified in subsection (1) shall set out the name of the applicant, the
address of the residence or seat thereof, telecommunication numbers, registry code or personal

identification code, name of the active substance and area of application of the active substance.

(4) The application specified in subsection (2) shall set out the name of the applicant, the

address of the residence or seat thereof, telecommunication numbers, registry code or personal



identification code, name(s) of the active substance(s) and area of application of the plant

protection product.

(%) The information submitted concerning the active substance of a plant protection product
in the applications specified in subsections (1) and (2) shall contain data based on which the
possible danger directly or indirectly caused by the active substance to human life or the
environment can be assessed, and a full and detailed description of conducted research together

with research results and research methods or appropriate references.

(6) The information submitted concerning the characteristics of a plant protection product in
the applications specified in subsections (1) and (2) shall contain data concerning the efficacy of
the plant protection product as well as data based on which the possible danger which the plant
protection product may cause to human life or the environment can be assessed, and a full and
detailed description of conducted research together with research results and research methods or

appropriate references

(7) The applications specified in subsections (1) and (2) shall be submitted to the Plant
Production Inspectorate by electronic means and on paper. The requisite number of copies of
those applications shall be set out in Annex 1 for existing active substances in plant protection

products and in Annex 2 1 for new active substances in plant protection products.
§3. Entry into force of Regulation

This Regulation enters into force on 15 July 2005.
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Annex 1 to Regulation No. 59 of the
Minister of Agriculture of 1 June
2005 "Formal and Substantive
Requirements for Applications
Submitted for Inclusion of Active
Substances in Annex I to Council

Directive 91/414/EEC"

Requisite number of copies of applications submitted for the inclusion of active substances in
Annex I to Council Directive 91/414/EEC and placing plant protection products on the market in

the case of existing active substances

Application Application



On electronic data Additional copy |On paper with a summary on an

medium on paper electronic data medium
Full Full set
Full set of |Summary Summary Summary of [Summary
set of data o
data of of application |of
. pof . |(on i
(CADDY)? |application application (on paper) |application
data paper)
Estonia is a
rapporteur
Member 1 1 1 1 1 1
State of the
EU
Estoniais
not a
rapporteur
bp 1 1 1
Member
State of the
EU

2 CADDY - Computer Aided Dossier and Data Supply is an archiving and data processing

program.

Annex 2 to Regulation No. 59 of the
Minister of Agriculture of 1 June
2005 "Formal and Substantive
Requirements for Applications
Submitted for Inclusion of Active
Substances in Annex I to Council

Directive 91/414/EEC"



Requisite number of copies of applications submitted for the inclusion of active substances in
Annex I to Council Directive 91/414/EEC and placing plant protection products on the market in

the case of new active substances

Application Application
On electronic data Additional copy |On paper with a summary on an
medium on paper electronic data medium
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data (on paper)
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rapporteur
bp 1 1 1 1 1
Member State
of the EU
Estonia is not a
rapporteur
bp 1 1 1
Member State
of the EU
Estonia is not a
rapporteur
Member State
of the EU, and
the application | |

is not submitted
for temporary
placing of the
plant protection

product on the



market




