1.5

DATA REQUIREMENTS FOR REGISTRATION OF COMBINATION PRODUCT OF ONE REGISTERED INSECTICIDE AND ONE REGISTERED FUNGICIDE (As approved in 284th meeting of RC held on 13. 12.2007 )
A. 
CHEMISTRY

1. Detailed chemical composition




R

2. Chemical identity of individual a.i. content



R

3. Physico-chemical properties of the combination product

R

4. Specifications







R

5. Method of analysis






R

6. Analytical test report






R

7. Shelf-life claim/data






R

8. Manufacturing process

B.
BIO-EFFICACY

1. Bio-effectiveness*






R

2. Phytotoxicity







R

3. Persistence in soil**






R

4. Persistence in plant**






R

5. Persistence in water**






R

6. Compatibility with other chemicals***




R

7. Residues in plant**






R

8. Residues in soil**






R

*Bioefficacy evaluation of insecticide and fungicide alone and in combination is to be evaluated against insect pest(s) and disease(s) as per label claim(s) under different agro-climatic conditions for two seasons.

**If the a.i. content in the combination product is higher than the a.i. content of the registered formulation under the Insecticides Act, the applicant is required to submit the data.

***If the product is proposed to be mixed with other chemicals, the data on compatibility with these chemicals are required to be submitted.

C.
TOXICOLOGY (Revised in 296th RC on 24-12-2008)
1.      The technical product of individual pesticides should be registered U/s. 9(3) of Insecticides Act 1968.

Or

Data on technical is to be submitted as per existing guidelines in respect of that individual component/(s) which is/are not registered U/s.9(3) of Insecticides Act 1968.  This data submission would be irrespective of applicant desire for registration of individual product(s) for registration of Technical component(s).

2.      Data on individual components of formulation is not required.

3.      The following data will be required (observed value*) on combination formulation to be registered:-

(a)    Acute oral rat and mice

(b)   Acute dermal

(c)    Acute inhalation

(d)   Primary skin irritation

(e)   Irritation to mucous membrane

(f)     Toxicity to birds- chicken & pigeon 

(g)    Toxicity to fresh water fish

(h)   Toxicity to honey bees  (Apis indica)

(i)      Data on human volunteers [it may not be required depending on toxicity of the product where higher concentration studies have already been done.  It is to be decided by RC on case to case basis] (Not Required  per decision of 318th RC held on 27-04-2011).

(j)     Data on toxicity to livestock (field trials and observations) [same as (i) above]- (Not Required  per decision of 318th RC held on 27-04-2011)
(k)    Medical data 

(l)      Human toxicity information from foreign countries/industrial workers

4.      The predicted LD50/LC50 value* are to be calculated as per WHO formula and should be submitted along with calculation of the raw data and statement on observed* Vs predicted values to be submitted in tabular  form.  
D.
PACKAGING AND LABELLING

1. Label and Leaflets as per Insecticides Rules, 1971 
R

existing norms

2. Type of packing





R

3. Manner of Packing (Packging material plus 

R

compatibility with content)

4. Specifications for primary packing



R

5. Specifications for Secondary packing


R

6. Specifications for transport packing


R

7. Manner of Labelling





R

8. Instructions for storage and use, etc.


R

9. Information regarding disposal of used package.
R

R-Required. 

