Requirements for Authorisation of Plant Protection Products Pursuant to Simplified Procedure,
and Substantial and Formal Requirements for Applications, and Procedure for Processing of
Applications!

Approved by Regulation No 82 of 6 July 2006 of the Minister of Agriculture (RTL? 2006, 55,
1004), entered into force 20.07.2006

Amended by the following Regulation (date, number, publication in the Riigi Teataja, date of
entry into force):

1.07.2008 No 67 (RTL 2008, 57, 791) 13.07.2008 (implemented as of 1.07.2008)

The Regulation is established on the basis of subsection 72 (4) of the Plant Protection Act.

§ 1. Scope of application

This Regulation establishes the requirements for authorisation of plant protection products
pursuant to a simplified procedure, and the substantial and formal requirements for applications,
and the procedure for processing of applications.

§ 2. Requirements for authorisation of plant protection products pursuant to simplified procedure

(1) Plant protection products which conform to the requirements provided in subsection 72
(1) of the Plant Protection Act shall be authorised pursuant to a simplified procedure.

(2) A plant protection product authorised pursuant to a simplified procedure is identical to a
plant protection product authorised in Estonia earlier if it is of the same quality, including the
active ingredient, its content in the plant protection product and type of preparation, and of the
same level of safety and effectiveness.

(RTL 2008, 57, 791 — entered into force 13.07.2008) — implemented as of 1.07.2008

§ 3. (Repealed — RTL 2008, 57, 791 — entered into force 13.07.2008) — implemented as of
1.07.2008

§ 4. Requirements for application for authorisation of plant protection products manufactured by
same producer pursuant to simplified procedure

(1) A person wishing to be granted grant permission for authorisation for a plant protection
product manufactured by the same producer pursuant to simplified procedure shall submit the



Plant Protection Inspectorate an application in the format set forth in the annex of this
Regulation.

(2) The application specified in subsection (1) shall be accompanied by the label and
manufacturer's notes of the plant protection product in its country of origin, the safety file of the
plant protection product, the draft of the label of the plant protection product for marketing in
Estonia and a detailed description of the composition of the plant protection product.

§ 5. (Repealed — RTL 2008, 57, 791 — entered into force 13.07.2008) — implemented as of
1.07.2008

§ 6. Requirements for processing of applications for authorisation of plant protection products
manufactured by same producer

(1) The Plant Protection Inspectorate shall assess the conformity of an application and a plant
protection product to the requirements during two months after receipt of the application.

(2) The Plant Protection Inspectorate shall assess the identity and conformity of a plant
protection product manufactured by the same producer based on the information set forth in the
application.

3) The Plant Protection Inspectorate shall authorise a plant protection product manufactured
by the same producer pursuant to a simplified procedure on the same terms and with the same
area of use as the plant protection product authorised in Estonia earlier.
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Annex to Regulation No 82 of 6 July 2006 of the Minister of Agriculture "Requirements for
Authorisation of Plant Protection Products Pursuant to Simplified Procedure, and Substantial and
Formal Requirements for Applications, and Procedure for Processing of Applications'"
Application for authorisation of plant protection products pursuant to simplified procedure

1. Name of applicant:

2. Address of residence or seat:

3. Telecommunications numbers:

4. Registry code or personal identification code:

5. The name of the country of origin from which the person wishes to bring the plant protection
product in Estonia for placing it on the market.

6. Name of plant protection product in country of origin:
7. Manufacturer of plant protection product in its country of origin and address thereof:

8. Number of authorisation document for placing the plant protection product on market in its
country of origin:

9. Content of active ingredient and type of preparation of the plant protection product for which
authorisation pursuant to simplified procedure is applied:

10. Name of plant protection product authorised in Estonia earlier:

11. The name and address of the plant protection product authorised in Estonia earlier:



12. The number of the decision to authorise the plant protection product authorised in Estonia
earlier:

Signature of applicant:

Date:



