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Annexure-I

BIOEFFICACY DATA REQUIREMENTS FOR REGISTRATION OF HERBICICIDES 
	S.
No.
	Parameter
	      9(3B)
	                   9(3)

	
	
	TIT
	TIM
	FIM
	TIT
	TIM
	FIT
	FIM

	1
	2
	3
	4
	5
	6
	7
	8
	9

	1. 
	Bio-effectiveness
	NR
	NR
	R*
	NR
	R**
	R**
	R**

	2.
	Phytotoxicity
	NR
	NR
	R*
	NR
	R**
	R**
	R**

	3.
	Translocation in plants
	R
	R
	NR
	R
	R
	NR
	NR

	4.
	Metabolism in soil
	R
	R
	NR
	R
	R
	NR
	NR

	5.
	Metabolism in water
	R
	R
	NR
	R
	R
	NR
	NR

	6.
	Metabolism on plant
	R
	R
	NR
	R
	R
	NR
	NR

	7.
	Persistence in soil
	R
	R
	R
	R
	R
	R
	R

	8.
	Persistence in water
	R
	R
	R
	R
	R
	R
	R

	9.
	Persistence in plant
	R
	R
	R
	R
	R
	R
	R

	10.
	Compatibility with other chemicals
	NR
	NR
	R #
	NR
	NR
	R #
	R #

	11.
	Residues in plant
	NR
	NR
	R*
	NR
	NR
	R**
	R**

	12.
	Residues in soil
	NR
	NR
	R*
	NR
	NR
	R**
	R**

	13.
	Residue tolerance limits fixed by foreign countries
	NR
	NR
	R
	NR
	NR
	R
	R

	14.
	Cost benefit ratio
	NR
	NR
	NR
	NR
	NR
	NR
	NR

	15.
	Registration status in foreign countries
	R
	NR
	R
	R
	NR
	R
	R

	 Abbreviations  :  

	R     
	:
	Required
	NR 
	:   
	Not Required

	TIM    
	:
	Technical Indigenous Manufacture
	TIT
	:
	Technical Import

	FIT
	:
	Formulation Import
	FIM
	:
	Formulation Indigenous Manufacture

	R*      : Two seasons/years data generated at minimum two agroclimatic       conditions/locations+
R**    :   Two seasons/years data generated at minimum three agroclimatic       conditions/locations+
    Locations+   : Locations shall be applicable for the crops for which required agro-climatic conditions are not available.
R #: Data on compatibility is required, if the product is proposed to mix with other chemicals. 
Notes:

(i) In case of herbicides data on effect on soil physico-chemical and biological            properties, and effect on normally cultivated three succeeding crops is required along with residue studies in the same plots of the field. 
     Example: For a herbicide intended to be registered for use in wheat crop data on effect on succeeding crops of maize at location 1, green gram at location 2, sesamum at location 3, may be generated along with residue studies. However, this is only an example and data on any other normally cultivated succeeding crop may be generated.)
    (ii) For the requirement of data on translocation in plants, International data from any authentic source shall be accepted. 
    (iii) For Import of Formulation u/s 9(3): 
     (iiia) If the applicant does not seek registration for import of technical together with formulation in such a case the applicant shall be required to submit complete data as per the requirement of technical Import in addition to formulation import.
     (iiib) Rationale for importing formulation.
   (iv) If the applicant does not seek registration for indigenous manufacture of technical together with Formulation, in such a case the applicant shall be required to submit complete data as per the requirement of Technical Indigenous Manufacture in addition to formulation indigenous manufacture.


	


       

Annexure-II

DATA REQUIREMENTS FOR REGISTRATION OF COMBINATION PRODUCTS OF TWO REGISTERED HERBICIDES 
	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
	R

	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

	 
	(ii)*   “if the a.i. content of either component of the combination product is higher than the already registered same formulations combination, 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
	 

	1.
	Technical product of individual pesticides should be regularly registered.
	R

	2. 
	The toxicity data on Final Product (Combination product have to be generated as per  the data prescribed for formulated products in Gaitonde Committee report provided that the strength of individual component is lower than the registered formulations. Whenever any of the individual component (s) is/are higher than registered formulation strength one acute toxicity data on higher strength has to be generated.
	R

	3.
	Data/information on toxicity of registered strength/ formulation have to be provided for comparision
	R

	4.
	The components of combination should preferably be limited to two only.
	R

	D.
	PACKAGING AND LABELLING
	 

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

	2.
	Type of packing
	R

	3.
	Manner of Packing  (Packaging material plus compatibility with content)
	R

	4.
	Specifications for  primary packing
	R

	5.
	Specifications for secondary packing
	R

	6.
	Specifications for transport packing
	R

	7.
	Manner of Libelling
	R

	8.
	Instructions for storage and use, etc.
	R

	9.
	Information regarding disposal of used package.
	R


R- Required

 
Annexure-III

GUIDELINES FOR USE OF SURFACTANT WITH REGISTERED PESTICIDE FORMULATIONS
A. Chemistry:

1) Physico-chemical properties of adjuvants.

2) Interaction with a.i. content if any along with ATR
3) Purpose of such addition in the finished product.

4) Final Chemical Composition
5) Interaction w.r.t. storage stability

6) Status of such practices in other countries. 

B. Bio-efficacy: 

Two seasons bioeffectiveness and phytotoxicity data from minimum three agro climatic  conditions are to be generated with surfactant (tank mix) and without surfactant.  The data on residues in plant, soil, and persistence in plant, soil, and water are to be generated with surfactant as per the requirement of the general guidelines u/s 9(3) of the Insecticides Act, 1968. 

C. Toxicity:

1) Acute oral rat and mice

2) Acute Dermal

3) Acute inhalation

4) Primary skin irritation

5) Irritation to mucus membrane

6) Health monitoring studies in spray applicators as per the protocol to be approved by the Registration Committee.  
The above data shall be submitted by the applicant with the End use product (Pesticide + Surfactant) to the used in the field. 

D. Packaging:

1) Detailed manner of packaging for both the pesticide formulation and surfactant to be given separately
2) Surfactant compatibility with its container should also accompany the CCC data of the pesticides.

3) Labels and leaflets as per IR, 1971
Annexiure-IV

GUIDELINES FOR REGISTRATION OF TWIN PACK OF TWO REGISTERED HERBICIDES AND SURFACTANT

A. Chemistry:

1. Detailed chemical composition

2. Chemical identity of a.i.

3. Physico chemical properties of the combination product and the surfactant

4. Specifications

5. Method of analysis

6. ATR with and without surfactant.

7. Final chemical composition after mixing with surfactant. 

8. Shelf life data (without surfactant)

9. Compatibility of surfactant with the product.

10. Manufacturing process

B. Bioefficacy:

1. Bioeffectiveness

2. Phytotoxicity

3. Compatibility with other chemicals, if proposed to mix.

4. Persistence in plant

5. Persistence in soil

6. Persistence in water
7. Residues in plant

8. Residues in soil

9. Registration status in foreign countries.

10. MRL proforma in duplicate 

Note: Two season data on Bioeffectiveness and phytotoxicity are to be generated on combination of the two herbicides with & without surfactant and individual herbicide from minimum three agro climatic conditions. The bioefficacy data on other parameters are to be generated on the combination of the two herbicides with surfactant as per the requirement of general guidelines u/s 9(3) of the Insecticide Act, 1968.

C. Toxicity:
1. Technical product of the individual pesticide should be regularly registered

2. The toxicity data on final product (Combination product) have to be generated as per the data prescribed for formulated product in Gaitonde Committee Report. 

3. Data to show that combination is not more toxic than the individual component of the combination

4. Health monitoring studies in spray applicators, as per the protocol approved by the RC on the end use of product i.e. Pesticide X, Pesticide Y, + Surfactant.

D. Packaging:
1. Manner of packing in detail for formulations and surfactant separately

2. Suitability of data of content with the container in all the cases.

3. Manner of labeling

4. Labels and leaflets as per the IR 1971.
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