2.2.7

Guidelines/ data requirement for registration of indigenous manufacture of Eucalyptus based products containing ‘Eucalyptol’-as approved in 293rd  RC held on 26-09-2008.

	R = Required,    NR = Not required,      R* = Required, if used in concentrated form

	PARAMETER
	Extract / Concentrate
	Formulation

	
	9(3B)
	9(3)
	9(3B)
	9(3)

	A.
	Biological characteristic and Chemistry

	1.
	Name of the Part of the Plant(s) to be used for extraction of the active ingredients / components.
	R
	R
	R
	R

	2.
	Outline process of extraction of active ingredients.
	R
	R
	R
	R

	3.
	Outline of process of manufacture of formulation clearly identifying the chemicals as indicated in point (4) below.
	R
	R
	R
	R

	4.
	(a) The active ingredient ( a.i.) content of the ‘Eucalyptol’ in the extract (concentrate) /formulation.

(b) When the insecticidal a.i. is other than Eucalyptol then the applicant has to indicate the name, quality and quantity of that particular a.i. (s).
	R
	R
	R
	R

	     5.
	Chemical identity of the ingredient as stated at point (4) above.

(a) Structure 

(b) Chemical formula

(c) Isomers, if any

(d) Conditions of isomerism
	R
	R
	R
	R

	6.
	Physico-chemical properties including stability parameters

(e.g. Photo, Thermo etc.)
	R
	R
	R
	R

	7.
	Specifications of ingredient including adjuvants as indicated at point (4) above.
	R
	R
	R
	R

	8.
	Method of analysis of Eucalyptol as well as other components /  ingredients  (as at point 7) 
	R
	R
	R
	R

	9.
	Analytical test report
	R
	R
	R
	R

	10.
	Shelf-life claim.
	R
	R
	R
	R

	11.
	Shelf-life data
	NR
	R
	NR
	R

	B.
	BIO-EFFICACY

	1.
	 Bio-effectiveness against target pest species in specified crops


	R*

(2 seasons data from minimum 2 agro-climatic conditions)
	R*

(2 seasons data from minimum 3 agro-climatic conditions)
	R

(2 seasons data from minimum 2 agro-climatic conditions)
	R

(2 seasons data from minimum 3 agro-climatic conditions)

	2.
	Phytotoxicity (as per standard tests)
	R*

(same as above at 1.
	R* 

(same as above at1.
	R 

(same as above at 1.
	R 

(same as above at 1.

	3.
	Compatibility with other agro-chemicals, if claimed
	R*
	R*
	R
	R

	4.
	Stability of formulation (Photo, Thermal etc.) in aqueous dilution (acidic, neutral & basic)
	R*
	R*
	R
	R

	5.
	Direction concerning dosage for each target pest species  
	R*
	R*
	R
	R

	6.
	 Stage of crop for use and stage of target pest 
	R*
	R*
	R
	R

	7.
	Waiting period
	R*
	R*
	R
	R

	8.
	Application equipment
	R*
	R*
	R
	R

	9.
	Information regarding registration status in other countries, if any.
	R
	R
	R
	R

	C.
	TOXICITY (As per data requirement of chemical Pesticides) 

	1. 
	Acute oral in rat & mice
	R
	R
	R
	R

	2. 
	Acute dermal
	R
	R
	R
	R

	3. 
	Acute inhalation
	R
	R
	R
	R

	4. 
	Primary skin irritation
	R
	R
	R
	R

	5. 
	Irritation to mucous membrane
	R
	R
	R
	R

	6. 
	Sub-acute oral rat
	R
	R
	NR/R
	NR/R

	7. 
	Sub-acute oral dog
	R
	R
	NR/R
	NR/R

	8. 
	Sub-acute dermal
	R
	R
	NR/R
	NR/R

	9. 
	Sub-acute inhalation
	R
	R
	NR/R
	NR/R

	10. 
	Neuro-toxicity
	NR
	R
	NR
	NR/R

	11. 
	Synergism & potentiation
	NR
	R
	NR
	NR/R

	12. 
	Teratogenicity
	NR
	R
	NR
	NR

	13. 
	Effect on reproduction
	NR
	R
	NR
	NR

	14. 
	Carcinogenicity
	NR
	R
	NR
	NR

	15. 
	Metabolism
	NR
	R
	NR
	NR

	16. 
	Mutagenicity
	NR
	R
	NR
	NR

	17. 
	Toxicity to birds
	R
	R
	R
	R

	18. 
	Toxicity to fish
	R
	R
	R
	R

	19. .
	Toxicity to honeybees
	R
	R
	R
	R

	20. 
	Toxicity to live stock
	R
	R
	NR
	NR

	21. 
	Medical data
	R
	R
	R
	R

	22. .
	Human toxicity  information  
	R
	NR
	R
	NR

	23. 
	Observation in man (Health records of spray operators)
	NR
	NR
	NR
	R

	24. 
	Health records of Industrial workers.
	NR
	NR
	NR
	NR

	25. 
	Toxicity to live stock (Field trial & observation)
	NR
	NR
	NR
	R

	26. 
	International report on carcinogenicity & mutagenicity/genotoxicity status
	NR
	R/NR
	NR
	NR

	D.
	PACKAGING AND LABELLING 

	1.
	Labels and Leaflets
	R
	R
	R
	R

	2.
	Type of packing
	R
	R
	R
	R

	3.
	Manner of packing
	R
	R
	R
	R

	4.
	Content container compatibility data shall be generated in an independent reputed laboratory.
	NR
	R
	NR
	R

	5.
	Manner of labelling
	R
	R
	R
	R

	6.
	Specifications of packing
	R
	R
	R
	R

	 
	i.   Primary packing
	R
	R
	R
	R

	 
	ii.  Secondary packing
	R
	R
	R
	R

	 
	iii. Transport packing
	R
	R
	R
	R

	7.
	Information for safe  storage and use
	R
	R
	R
	R

	8.
	Information for disposal of empty containers/ used packages.
	R
	R
	R
	R

	9.
	Performance test of containers during storage conditions for the shelf life of the product as per relevant IS. 
	NR
	R
	NR
	R


Note:  The applicant shall submit complete data for registration of indigenous manufacture of botanical extract/ concentrate along with complete data sets in respect of registration of indigenous manufacture of formulation u/s 9(3)  

