
Documents Required for Pesticides Registration

1. Application for registration in Georgian, Russian or English languages (accompanied with Special Form on Technical Reglament -“Regulations of Examines, expertise and registration of Pesticides and Agrochemicals in Georgia”, Decree of Government of Georgia  #443 from 31 december 2013).
2. Full description (dossier) of pesticide (active ingredients and preparation form) that country were they are already registered (in the case of new active ingredients)

3. Document issued by the Applicant/producer that confirms the right of registration of active substance, preparation form of pesticide. 

4. Short Resume according to the accompanied Application (in Georgian language) -4 copies.
5. Original packing label and Sample of label in Georgian language -4 copies (inclusive Risk phrases and Safety phrases); promotional material.

 6. Safety passport (Material Safety Data of Substance - MSDS) on active substances and preparation forms.   

7. Required analytical methods for determining active ingredients of pesticides (including channel implants, additions)

8. Determining methods of pesticides residues in agricultural products, water, soil, air and in biomaterials. 

9. Analytical Standards of active ingredients (not less than 1 gr).

10. Product examples for registration field examinations in two climate zones (according at the rate of use on hectares and quantities of treatment – about 2 hectares for each plant) for new active ingredients
11. Certificate of quality or analysis (and conformity, hygiene certificate or hygiene  Conclusion when such exists).
12. Recommendations about storage, transportation of product and the methods of neutralization and liquidation
13. Official Information from country of origin on regulated use of pesticides (Purpose of use, use rate, processing methods, time of application, number of treatments and other requirements, preharvest period and limits on use). Recommendations on use of pesticide for those agricultural plants and against harmful organisms that are applied for registration.

14.  Official data of the country, which confirms that the active substance at the moment of registration is in the first attachment of the ECC 91/414 regulation/ regulation (EC) No 1107/2009– in the Allowed List of active substances for EU countries or in EPA List of active substances in USA – for the member countries of the Organization of Economic Cooperation and Development; product is in the List of Registered Pesticides of the country. 

      15. Confirmation profiles of plant protection products registration (name of country, registration certificate №, registration date and period, crops, harmful object, regulated use of pesticides) .

16. Information about the results of research of pesticide active substances and field research of pesticide preparation form, performed in the countries, which have equivalent climate and ecological conditions. Plant health conditions (specific structure of harmful organisms and their diffusion, numbers, intensity of development, and other biological feature) and agricultural crop spices are equivalent; Field of pesticide use is equivalent; Pesticide destruction dynamic and customers feeding circumstances are equivalent. Agricultural production conditions (agrotechnical  rules, crop growing technologies, plant protection systems, pesticide use techniques) are equivalent to Georgia  - minimum two years results (list of equivalent climate zone countries are attached). 

17. Profiles from EU countries and USEPA: 

a)About classification of active substances and formulations in the dangerous class of Human Health. 

b)About danger to the environmental organisms and recommendations for protection. 

c) About hygiene requirements for active substances and formulations   ( ADI,  maximum residue level (MRL) in food products and agricultural raw materials,   maximum allowable concentration (MAC) in the water of community reservoirs;    MAC in the air of the working zone, TSEL in the air of the working zone for the rest of the products;          tentative safe effect level (TSEL) in atmospheric air (if appropriate);  MAC   (for products manufactured in Georgia),   MAC  in the soil (for stable products able to translocate within the plant and migrate into neighboring media),  tentative allowable concentration (TAC) in the soil for the rest of products).

d)About destruction dynamics of the active substances and formulations (terms of destruction in the equivalent climate zones, in the agricultural products). 

18. Profiles on the commercial secret documents.

     19. Manufacturers standard on products manufactured in Georgia.

20. Report of registration tests for products manufactured in Georgia.

21. Information on patent validity for the active substance and preparation form (when such exists). 

22. List of countries were active substances are registered if the patent validity is expired and List of countries were pesticide is registered for the equivalent purpose that is written in the registration form in Georgia.

23. Data protection request (when such exists). The period of data protection in Georgia  is at list 10 year from  pesticides  first  registration (authorisation) date.
24.Official assent of the first applicant for Pesticides registration  (letter of access) that test and study reports those  hi represent, may be use for benefit of next applicant (when such exists).
25.   Official  reports of their  own test and study on active substance  of Pesticides and preparation form may be submitted if those are certified as compliant with the principles of good laboratory practice or of good experimental practice, or assessments of  laboratories accredited in accordance with the rules set by Georgian legislation, or by laboratories that have international  accreditation.
26. Confirmation profiles that Applicant/producers activities is allowed (certified, licensed, granted permission)
27. Demonstrative show of pesticide use in Georgia (when such exists).

28. Information about history of registration of active substance and preparation form of pesticides in the other country, and about experience of pesticide use (Results of Biological and economic effectiveness of pesticides in the countries were they are already registered and use (Sowing, whether registered active substances or not more than 5 year, and registered pesticide or not more than 3 year; what share it has on the country market).   

EU Climate-soil zones approved by the EPPO standard on which pesticide research results are applied 

Four climate-soil zones in EU are established by the EPPO standard, in which results of pesticide research are considered to be performed in equivalent climate and ecological conditions. They are as following: Mediterranean zone, Maritime zone, North-East zone, South-East zone .

In South-East zone that enrolls Georgia are the following countries: Bosnia-Herzegovina, Bulgaria, Croatia, Hungary, Romania, Moldova, Slovakia, Slovenia, Serbia, Montenegro, Turkey, Russia south of 50 degree latitude, Ukraine except the Mediterranean coastal zones.
Members of EU South-East zone- Bulgaria, Hungary, Romania, Slovakia, Slovenia, Croatia
Members of OECD - Hungary, Slovakia, Slovenia, Turkey
Countries which are not Members of the EU and OECD- Bosnia-Herzegovina, Moldova, Serbia, Montenegro, Russia south of 50 degree latitude, Ukraine except the Mediterranean coastal zones.

Annex 1
Application for Pesticide (Active ingredient) registration in Georgia 

A1. General Information on the Applicant

1. Applicant (company, enterprise, address, telefone, telefax).

2. Manufacture of the product and active ingredient (firm, enterprise, address, telefone, telefax).

3. Authorization of representative/applicant  to represent a registrant/ manufacturer
4. Name of the product (trade mark).

5. Function

6. Active ingredient (according to ISO, IUPAC, CAS No.).

7. Chemical class

8. Concentration (in g/l or g/kg).

9. Formulation.

10.Registration in other countries (name of country, registration certificate №, registration  date and period, sphere and order of use)
11. Sphere of use (crops, harmful object) in what crops it is planned to be registered pesticide.
B1. Information on Biological Properties

1. Spectrum of activity.

2. Crop, target object (including its Latin name)
3. Range of application, Recommended dose rates and application method.

4. Recommended order of use  (time of application-with guidance of crops and target object development stage,  number of treatments, interval between treatments, limitation).

5. Recommended waiting period (preharvest period in days).

6. Type of action on target objects (mechanism of action).

7. Duration of protective effect.

8. Selectivity.

9. Speed of action.

10. Compatibility with other products.
11.  Efficacy (field tests).

12. Phytotoxicity, crop tolerance.

13. Resistance risks.

14. Restrictions for crop rotation.

15. Results of biological assessment in other countries

16. Residue data for other countries (dynamics), standards
.

C. Physycal and Chemical Properties

C1. Physycal and Chemical Properties of an Active Ingredient

1. Active ingredient (according to ISO, IUPAC, CAS No.).

2. Structural formula .

3. Empirical formula.

4. Molecular mass.

5. Aggregate state.

6. Colour, odour.

7. Vapour pressure (in mm Hg at t-20(C and 40(C)

8. Solubility in water.

9. Solubility in organic solvents in mg/100 ml.

10. Partition coefficient n-octanol/water.

11. Melting point.

12. Boiling/freezing point.

13. Flash/ignition point.

14. Stability in water solutions (pH 3-5, 7, 10) at t-20(C 

15.  Density (for gas substances state density t-0(C and 760 mm Hg).

C1-1. Physycal and Chemical Properties of a Technical Product

1.Purity of the technical product, qualitative and quantitative characteristics of impurities. 

2.Aggregate state.

3. Colour, odour.

4.Melting point.

5.Flash/ignition point

6. Density (for gas substances state density t-0(C and 760 mm Hg).

7. Thermo/photostability

8. .Analytical method  of purity identification in a technical product allowing to idetify the composition of the product, isomers, impurities, etc

C2. Physycal and Chemical Properties of a Formulation

1. Aggregate state.

2. Colour, odour.

3. Stability of water emulsion or suspension.

4. pH.

5. Water content (%).

6. Viscosity.

7. Dispersibility.

8. Density.

9. Particle size (powder, granules, etc.).

10. Wettability.

11. Flash point.

12. Crystallization point, resistance to cold.

13. Volatility.

14. Data on caking.

15. Corrosive properties.

16. Qualitative and quantitative characteristics of impurities
17. . Storage stability.

C3. Composition of the Product.

      1.  Chemical names for each constituent of the product according to IUPAC, CAS No.

       2. The function of the constituents in a formulation.

D. Toxicological and Hygienic Characteristics.

D1.  Toxicology of an Active Ingredient (Technical Product).

1. Acute oral toxicity (mice, rats), LD 50. Threshold of acute effect (for products manufactured in Georgia).

2. Acute dermal toxicity, LD 50.

3. Acute inhalation toxicity, LC 50. Threshold of acute effect (for products manufactured on the territory of Georgia).

4. Clinical signs of acute intoxication.

5. The most injured organs and sistems

6. Skin and mucous membranes irritation.

7. Delayed neurotoxic effect in hens ( for organophosphorus pesticides ).

8. Subacute oral toxicity (cumulative properties). Cumulation coefficient (for products manufactured on the territory of Georgia).

9. Subacute epidermal toxicity ( NOEL)
10. Sentization, immunotoxicity.

11. Chronic toxicity (NOEL, NOAEL).

12. Carinogenicity  ( to two types of animals-mice, rats),  ( 2 years Data)

13.  Teratogenicity and embriotoxicity  (embryo/fetal anomalies or any signs of toxicity).

14. Reproductive toxicity (using 2-generation studies) and gonadotoxicity.

15. Mutagenicity  (cytogenetic test in vivo in bone marrow cells of rodents (chromosomal aberrations, micronuclei).

16. Metabolism in mammals ( major metabolites, their toxicity).

17. Limiting factor of adverse effect.

18. Allowable daily intake (ADI) mg/kg of human body weight.
19. Toxicity class (WHO)

20. Metabolism in crops
D2. Toxicology of a Formulation 

1. Acute oral toxicity (mice, rats), LD 50.

2. Acute dermal toxicity, LD 50.

3. Acute inhalation toxicity, LC 50.

4. Skin and mucous membranes irritation.

5. Subacute oral toxicity- NOEL (cumulative properties). Cumulation coefficient (for products manufactured on the territory of Georgia).

6. Subacute epidermal toxicity (for products with pronounced dermal toxicity).

7. Subacute inhalation toxicity (for products with pronounced inhalation toxicity).

8. Sensitization

9. Toxicity class (WHO)

10. Toxicology of a Formulation in case composition of the pesticide include important  toxic substance which have capacity toxic action intensification as compared with active substance 
11. Toxicity class (WHO)

D2-1. Hygienic Characteristics of a Formulation

1. Possibility of finding the pesticide in milk (for products used on fodder crops ).

2. Recommended hygienic standards and waiting periods.

3. Proposed methods of diagnosis and treatment in cases of acute poisoning. First-aid in cases of poisoning (antidotes and other measures).

4. Risk factors evaluation - data of Expert committees of FAO/WHO, EPA, European Community.

5. Precautionary measures relating to handling, storage, transportation, manufacture(for products manufactured on the territory of Georgia).

D3. Hygienic Standards for Use and Production

1. Proposal supported by appropriate data on re-entry periods.

2. Analysis of conditions under product application taking into account maximal dose rates, number of treatments and various technologies (including   hothouses). Proposal supported by appropriate data on safe appearance at work.
3. Some grounds for the necessity of hygienic standards and their development providing safety for the population and for employees involved in the manufactured and use of pesticides:

-   maximum residue level (MRL) in food products and agricultural raw materials

            -   maximum allowable concentration (MAC) in the water of community reservoirs;

            -     MAC in the air of the working zone (for products and packaged on the territory of Georgia and for imported products with pronounced inhalation toxicity). TSEL in the air of the working zone for the rest of the products;

             -    tentative safe effect level (TSEL) in atmospheric air (if appropriate);

             -   MAC   (for products manufactured on the territory of Georgia)

             -    MAC  in the soil (for stable products able to translocate within the plant and migrate into neigbouring media)

            -     tentative allowable concentration (TAC) in the soil for the rest of products.

       3. Hygienic analysis of the pesticide hazards, recommendations for the label, use instructions.

E. Methods of Residue Determination

5. Residues in or on food Products, Fodder, Environmental Objexts and Biological Media:
5.1. Methods of Residue Determination in Agricultural Products (Processed Products) and Other Plants

5.2. Methods of Residue Determination in Soil

5.3. Methods of Residue Determination in Water

5.4. Methods of Residue Determination in Air 
5.5. Methods of Residue Determination in Biological Media

5.6. Methods of Residue Determination adapted in Georgia
F1. Toxicology of Pesticides in Fish-Producing Water Reservoirs

1. Technique of the product identification in water.

2. Stability of the products in water at pH 7-8 (DT 50 and DT 95).

3. Mean lethal concentration of the product (LC 50) including death of 50% of Daphnia Magna within 48h.

4. LC 50 including fatal outcome in 50% of fishes within 48h.

5. LC 50 including fatal outcome in 50% of larvae of sturgeon and other fish species within 48 h.

6. Solubility, stability and detoxication periods of the product and its metabolites in water.

7. Product effect on chemical composition and self-purification processes of water medium 

8. Product effect on the process of primary production of cultures of mass types of monocelled algae.

9. Toxicity to zooplankton organizms 

10. Toxicity to molluscs

 11.   Toxicity to fish:

· cumulation;

· effect on developing spawn and larvae of sturgen and other fish speciess

  (Data are provided on an active ingredient and formulation). . 

12.  Maximum allowable concentration (MAC for the water of community reservoirs finding by medical institutions;

   13. Tentative safe effect level (TSEL) for the water of Fish-Producing reservoirs

14.  Maximum allowable concentration (MAC) for the water of Fish-Producing reservoirs
G1. Ecotoxicology of Pesticides

1. Degradation rate of active ingredient (DT 50 and DT 90) in soil:

       1.1   in laboratory conditions in 2 soils (  black soil, chestnut color, red, alluvial or in similar soils) with pH 3, 5-8 

        1.2   in field conditions in  2 soils.

2. content and percentage of metabolities formed during active ingredient degradation (aerobic conditions, any one soil).

3. Sorption/desorption index for active ingredient in 2 soils (  black soil, chestnut color, red, alluvial or similar soils) with pH 3, 5-8 

      4.    Parameters of active ingredient migration in soils ( in field conditions in 2 soil)

      5.    Evaporation index for active ingredient (for volatile products) from one soil (any type) (laboratory conditions).

      6.   Degradation rate of active ingredient in water (DT 50 and DT 90, hydrolysis and photolysis).

      7.   Content and percentage of metabolites formed during active ingredient degradation in water 

      8.      Behaviour of the product within elements of  irrigation system  (IS):

      9. Ecology analysis of the pesticide hazards for environmental living organisms  (Toxicity to birds,fish, Honeybees, eartworms, algae, soil microflora)
       10.   Metabolism in the environment (in water, soil, air, plants).

      12.Measures against dispersal of the pesticide in the environment, methods of decontamination, disposal of the remaining product and its packages.

H. Veterinary and Sanitary Ecotoxicological Evaluation of Pesticide Hazards for Apiculture and Animal Husbandary

H1. Laboratory Tests of Toxicity to Honeybees ( not required for seed and other planted material treaters and for pre-em herbicides)

1. Acute and chronic contact toxicity of an active ingredient and a formulation – LD 50 ((g/bee) ) and LC 50 (%).

2. Acute and chronic oral toxicity of an active ingredient and a formulation – LD 50 ((g/bee)  and LC 50 (%).                   

3. Toxicity class of the active ingredient and product to honeybees in laboratory conditions.

4. Fumigation toxicity of preparation form - LD50 (mgk/sm2);

5. Repellent activity of the preparation form.
6.  Toxicity class of the substance and product for honeybees in lab conditions 
7. Toxicity class of the product for honeybees in field conditions (within the recommended dose and time range).

8. Recommended ways of the product application safe for honeybees and the decrease in the potential risk from the consequences of the product application.

 H2. Pavilion and Field Trials of Hazards to Honeybees

(for products with LD 50 les than 1.0 (g/bee under acute contact effect and applied at bud and flowering stages).

1.Honeybees flow on treated plants and their activity on collecting dust and nectar from treated plants. 
2.Toxicity of collected nectar and dust for young honeybees and broods in beehive.

3.Determination method of preparation residue level in honeybee fodder stock (  honey, beebread). 
4.Accumulation and degradation of MRL in apiculture products.
5.Terms of the product detoxication on the treated plants.

6.Methods of residue determination in the fodder of wintering bees 

7.MRL (maximum residue level) in the fodder of wintering bees.

H3. Veterinary and Sanitary Toxicity to Animal Husbandry (for products applied on fodder crops)

1. Toxicity parameters and class of the product for warm-blooded animals and birds; clinical signs of toxicity, symptoms in poisoning.

 2. Method(s) of residue determination in fodder of agricultural animals and birds 
 3.Dynamics of Accumulation and degradation of MRL in the fodder of agricultural animals and poultry. 
 4. MRL in fodder of agricultural animals and birds (hay/straw, cereals, root crops).

5. Recommendations on possible decrease of contamination level by the product residues in the fodder for animals and birds when MRL was exceeded.

C4. Microbiological Products

C4-1. Properties of a Producer Strain

1. Name of microorganism species (Latin name).

2. Number and name of the strain (isolate).

3. The source of the strain isolation.

4. Cultural, morphological and biochemical properties, tests and criteria of identification (state institutions responsible for identification).

5. Pathogenicity or antagonism to a target object.

6. Difference form already available strains of the same class (including in other countries).

7. Relation to phages lysing cells of other strains of the same class of microorganisms.

8. Manner, conditions and media compositions for strain storage.

9. Manner, conditions and media composition for microorganisms reproduction. State characteristics of a spacific medium for viruses and microsporodia incubation.

10. Method of microorganism identification in microbal associations of the environment and in the biomaterial.

11. The product synthesized by the strain (chemical composition, structural formula, stability, method of residue determination).

C4-2. Characteristics of a Formulation

1. Composition of the formulation: active ingredient content (titer of active cells or of the product of their activity, titer of viral or inclusion bodies), content of auxilliary components and their function.

2. Aggregate state.

3. Wettability.

4. Water content.

5. Foreign microflora content.

6. Method of active ingredient determination.

7. Shelf life and storage conditions.

8. Method of spray solution preparation.

9. Procedures of decontamination or cleaning of clothing, packing material, transport means, disposal of the remaining product not good for reuse, spill and leak disposal.

10. Compatibility with other pesticides.

D4. Toxicology of Microorganisms (Bacteria, Fungi)

1. Pathogenicity (virulence, toxicity, toxigenicity, dissemination) of bacteria, fungi is analyzed in two types of laboratory animals under single intraperitoneal, intragastric admiinistration or exposed to the product by inhalation. The effect on eye mucous membranes should be also analyzed.

2. Effects of microorganisms on the immune system (sensitizing, allergic, immunotoxic, immunomodulating) administered through inhalation for one moth.

D5. Toxicology of Products of Microbial Synthesis

1. Acute oral toxicity (mice, rats), LD 50 threshold of acute effect (for products manufactured in Georgia).

2. Acute dermal toxicity, LD 50.

3. Acute inhalation toxicity, LC 50, threshold of acute effect (for products manufactured on the territory of Georgia)

4. Clinical signs of acute intoxication.

5. Skin and mucous membranes irritation.

6. Subacute oral toxicity (cumulative properties), cumulation coefficient (for products manufactured on the territory of Georgia).

7. Subacute epidermal toxicity. 

8. Sensitization, immunotoxicity.

9. Chronic toxicity (NOEL, NOAEL).

10. Carcinogenicity (primary summary data on tumor occurrence in test animals
11. Tetratogenicity and embriotoxicity, using methods allowing to reveal embryo / fetal anomalies or any signs of toxicity.

12. Reproductive toxicity using 2-generation studies and gonadotoxicity.

13. Mutagenicity:

· chromosomal aberrations (in vivo in laboratory animals);

14. Metabolism in mammals, major metabolites, their toxicity, toxicokinetics and, if appropriate, toxicodynamics.

15. Limiting factor of toxicity..

16. Allowable daily intake (ADI) mg/kg of human body weight.

17. Toxicology of the Microbiological Product Formulation in case composition of the pesticide include important  toxic substance which have capacity of toxic action intensification 
18. Hygienic analysis of the Microbiological Products including hygienic standards and their development providing the safety for the population and for employees involved in the manufacture and use of pesticides  (including  glasshouses if appropriate).
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Product Trade name
Common name (ISO):

1.

2.

Chemical names of the active ingredient (IUPAC):

1.



2.



CAS Registry No :


Chemical class:

1.

2.

Molecular (Empirical) formula: 

1.

2.

Molecular mass: 


Structural formula:

1.
2.

Synonyms:

1.


2.


Formulation, active ingredient concentration                     
g/l      


g/kg

Function 


Registration in other countries




Purity of technical product

%

Qualitative and quantitative characteristics of impurities (%)





1. Physical and chemical properties 
 1.1 Aggregate state 

Solid
Liquid
Gaseous

a.i.       1.


      2.  

Formulation

1.2. a.i. Boiling point 
(C
(C

1.3. a.i. Melting point
(C
(C

1.4. a.i. Vapour pressure (in mm Hg at t-20(C )      

1.5. a.i. solubility in water and organic solvents (mg/100 ml 20(C)






1.6. Formulation Flash point
(C

1.7. Formulation Density
g/cm3 
g/l

1.8. Formulation Stability


 
1.9. Formulation pH 


1.10. Formulation  colour, odour


1.11. Formulation corrosive properties


2. Precautionary measures:

2.1. Relating to storage, transportation and handling of pesticide





2.2. Relating utilization of spoiled dispensed pesticide and package



3. Biological properties 

3.1. Range of use (crops; target objects; rates of application)





3.2. Spectrum of activity




3.3. Type of action on target objects



3.4. Duration of protective effect


3.5. Speed of action


3.6. Selectivity


3.7. Phytotoxicity; restrictions for crop rotations 




3.8. Resistance risks



3.9. Action on beneficials



3.10. Recommended use (time of application, number of treatments, interval between treatments)





3.11. Waiting period (preharvest period in days)




3.12. Compatibility with other pesticides


4. Toxicity

4.1. Acute toxicity (oral, inhalation, dermal)

a.i.:

1.

2.

Formulation:


4.2. Cumulation

a.i.:

1.

2.

Formulation:


4.3. Clinical signs of acute intoxication






4.4. The most injured organs and systems





4.5. Minimal doze of toxic action (NOEL)



4.6. Existance of toxic effects:  

Skin and eyes irritation


Rezorbtion


Sensibilization


Embriotoxicity


Gonadotoxicity


Teratogenicity


Mutagenicity


Carcinogenicity


4.7. Toxicity class (WHO)



5. Hygienic standards (MRL/ allowable daily intake,  maximum allowable concentrations or maximum tentative concentration, level, tentative safe effect level in environmental objects) 










6. Metods of residue determination (principle, detection sensentivity) 




6.1. In agricultural production


6.2. In environmental objects




7. First aid in case of poisoning




8. Environmental safety:

8.1. Stability (Degradation) in soil (DT 50)

1.

2.

8.2. Transformation in environment  



8.3. Acute toxicity to fish

1.

2.

8.4.  Acute toxicity to Daphnia magna



8.5. Maximum allowable concentration in fish-producing water reservoirs (mg/l)



8.6. Acute toxicity to bees(mkg/bee)

8.7.  Effects on organisms in the environment (birds, earthworms, soil microorganisms, algae)                 






9. Additional information (applicant, manufacture of the product – firm, address, telephone, fax)




10. Source of information 



Applicant


“
“
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