Minutes of 303rd  meeting of the Registration Committee held on 05.08.2009 at

10.30 A.M. in Krishi Bhavan, New Delhi.
The 303rd meeting of the Registration Committee (RC) was held under the Chairmanship of Dr. N.B. Singh, Agriculture Commissioner on 05-08-2009 at 10.30 AM  in  Room No.8-A, Video Conferencing Room, Krishi Bhavan, New Delhi.   Dr. P. S. Chandurkar, Plant Protection Adviser to the Government of India, Directorate of PPQ&S, Faridabad, Dr. T.P. Rajendran, ADG(PP), ICAR, New Delhi, Dr. Dhir Singh on behest of Drug Controller of India,  Dr. P.N. Maji (Special Invitee) and Dr. Sushil K. Khurana, Secretary (CIB&RC), Directorate of PPQ&S, Faridabad attended the meeting.  The following Officers from the Secretariat of CIB&RC were also present:- 

(i) Dr. A.K. Sinha, Joint Director.(PP)
(ii) Dr. B.S. Phogat, Joint Director (Bio.)
(iii) Dr. R.M. Shukla, Deputy Director (Ento.)

(iv) Shri Vipin Bhatnagar, Deputy Director (Chem.)

(v) Dr. Subhash  Kumar, Assistant Director (WS)

(vi) Ms. Kamlesh Miglani, Assistant Director (Chem.)
(vii) Sh. D.S. Sehrawat, PPO(Packaging)
(viii) Sh. Niraj Kulshrestha, Assistant (Legal)
(ix) Sh. P.A. George, Assistant (CIR-II)
At the outset, the Chairman welcomed the participants and requested Secretary, CIB&RC to take up Agenda for discussions.
The following decisions were taken:-
	Agenda Item No.
	

	1.0
	Confirmation of minutes of the 302nd meeting of the Registration Committee.

	
	The Minutes of the 302nd meeting of the Registration Committee (RC) were confirmed.



	2.0
	Follow up action on the decision taken by the Registration Committee in its 302nd meeting.

	
	The Committee noted the follow-up action taken on the decision of the Registration Committee. It was also decided that after getting information/reply to certain queries from  M/s. Sumitomo Chemicals India (P) Ltd., Mumbai on their product Bacillus thuriengiensis var-israelensis Serotype H 14 (Vectobac 12 AS) in respect to modification in the storage temperature condition of their product and the case may be put up to forthcoming meeting of the Registration Committee. 

	2.1
	Applications pending under various sub-sections of the Insecticides Act, 1968.

	
	The Committee noted the pendency of the applications under various sub-sections of the Act.



	2.2
	Presentation by the representative of M/s. Pest Control (India) Pvt. Ltd., Mumbai on Chlorfluazuron used for termite colony elimination in buildings.

	
	The Presentation was made by Dr. K.P. Jayant, representative of M/s. Pest Control (India) Pvt. Ltd., Mumbai  instead of Dr. Steve Broadbent and the RC  took note of the said product.

	
	Government Business   

	3.1
	Presentation on Storage Stability Studies and Shelf Life of Pesticides by Shri Vipin Bhatnagar, Deputy Director (Chemistry).

	
	Based upon the decision of the 302nd Registration Committee meeting under Agenda Item No.9.3, Shri Vipin Bhatnagar, Dy. Director (Chemistry), CIB&RC made presentation on Storage Stability Studies and Shelf-Life of Pesticides.  

	3.2
	Data requirements for registration of combination products having more than two active ingredients.  

	
	The Agenda was discussed in detail considering the application for registration of a combination product having more than two active ingredients.  However, the RC did not find it of any added advantage due to non-availability of any report on deterioration in performance and/or alteration in bio-efficacy and/or resistance development in respect to already registered individual products.  The RC decided not to consider this application and entertain such type of applications in future.

	3.3
	Guidelines for registration of combination of  Bio-pesticides.

	
	The Agenda was discussed in detail and the Committee decided not to approve bio-pesticides having bacteria and fungi in combination.

	3.4
	On-line application for registration under Section 9(3) and 9(3B).

	
	Noted.

	3.5
	Data requirement for registration of formulation for import from new source under Section  9(3).

	
	The Agenda was discussed in detail and it was decided that Guidelines proposed (Annexure-‘A’) may be placed on the Website of CIB&RC for obtaining comments, if any, from the stake-holders, within 30 days from the date of display of the minutes.


	3.6
	Modification in the proforma for making applications for issuance of import permits for import of insecticides for non-insecticidal use.

	
	During the discussion about the grant of import permit in 302nd RC meeting it was pointed out by Chairman that full information about import application is sometimes not available which delays the grant of permit to applicants.  It was decided to bring the complete information in the proforma enclosed as Annexure-C (Minutes of 302nd RC meeting).


After further deliberations in 303rd RC meeting, it has been decided that the stake-holders should submit their application as per  proforma placed at Annexure-B  w.e.f 01-10-2009.

	4.0
	Export Cases

	4.1
	List of applications under Section 9(3) Export.

	
	The list of 26 products is approved.

	4.2
	Consideration of application of M/s. Excel Crop Care Ltd., Mumbai for registration for indigenous manufacture of Fluroxypyr Meptyl Ester technical under Section 9(3) for export only.

	
	Approved.



	4.3
	Consideration of application of M/s Parijat Industries (India) Pvt. Ltd. for grant of registration for import of Clethodium technical  under Section 9(3) for export only.

	
	Approved.



	4.4
	Consideration of application of M/s United Phosphorus Ltd. for grant of registration for indigenous manufacture of Molinate technical under Section 9(3) for export only.

	
	Approved.

	4.5
	Consideration of application of M/s. Indofil Chemicals Co., Mumbai .for grant of registration for indigenous manufacture of Maneb technical under Section 9(3) for export only.

	
	Approved.

	4.6
	Consideration of application of M/s. United Phosphorus Ltd. for grant of registration for indigenous manufacture of Copper 20% + Cymoxil 1.6% WDG under Section 9(3) for export only.

	
	Approved with its exact chemical composition in respect to Copper. 

	4.7
	Consideration of application of M/s. Punjab Chemicals & Crop Protection Ltd. for grant of registration for indigenous manufacture of Chlorpropham technical under Section 9(3) for export only.

	
	Approved.

	5.0
	9(3B) Cases

	5.1
	Consideration of application of M/s. Krishi Vishwa Bio-tech  Ltd., Virgaon, Akola, Maharashtra for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under Section 9(3B).

	
	Approved for a period of two years with commercialization.

	5.2
	Consideration of application of M/s Jeypee Biotechs Virudhunagar, Tamil Nadu for grant of registration for indigenous manufacture of Trichoderma viride 1% WP under Section 9(3B).

	
	Approved for a period of two years with commercialization.

	5.3
	Consideration of application of M/s. Surbhi Agro Bio Tech., Amravati (MS) for grant of registration for indigenous manufacture of Trichoderma viride 1% WP under Section 9(3B).

	
	Approved for a period of two years with commercialization.

	5.4
	Consideration of application of M/s. Greenfert Agro Research Centre Pvt. Ltd., Amayannoor (Kottayam) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP under Section 9(3B).

	
	Approved for a period of two years with commercialization.

	5.5
	Consideration of application of M/s.  Arya Bio Technologies, Aurangabad (Maharashtra)  for grant of registration  for indigenous manufacture of  Verticillium lecanii 1.15% WP under Section 9(3B).

	
	Approved for a period of two years with commercialization.

	5.6
	Consideration of application of M/s. Neesa Agritech Pvt. Ltd., Ahmedabad, for grant of registration for indigenous manufacture of Bacillus thuringiensis var. kurstaki 0.5% WP (Serotype – 3a 3b 3c; Strain: DOR Bt-1) under Section 9(3B).

	
	Approved for a period of two years with commercialization.


	5.7
	Consideration of application of M/s. Arya Biotechnologies, Aurangabad (Maharashtra) for grant of registration for indigenous manufacture of Beauveria bassiana 1.15% WP under Section 9(3B).

	
	Approved for a period of two years with commercialization.


	5.8
	Consideration of application of M/s. Sun Agro Biosystem Pvt. Ltd., Porur, Chennai  for grant of registration for indigenous manufacture of Trichoderma harzianum 1% WP  under Section 9(3B)

	
	Rejected based upon the test report from Central Insecticide Laboratory, Faridabad.

	5.9
	Request of M/s. Harit Bio-Control Lab. Yavatmal (MS) for extension of validity period of provisional registration of Trichoderma viride 1% WP under Section 9(3B) for two years with commercialization. 

	
	Extension is granted in respect to validity period for one year with commercialization.

	5.10
	Request of M/s. Advance Bio-Tech Industries & Research Inputs (India), Indore  for extension of validity period of provisional registration of  Trichoderma viride 1% WP under Section 9(3B) for one year with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.

	5.11
	Request of M/s. Vidarbha Biotech Lab, Yavatmal (Maharashtra) for enhancement of its shelf-life from four months to one year and for extension of validity period of provisional registration of  Trichoderma viride 1% WP under Section 9(3B) for two years with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.  Also, approved for enhancement of its shelf-life from 4 months to one year. 



	5.12
	Request of M/s Pruthvi Fertilizers (P) Ltd., Anand, Gujarat for extension of validity period of provisional registration of  Trichoderma viride 1% WP under Section 9(3B) for one year with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.

	5.13
	Request of M/s Ruchi Bio-Chemicals, Mumbai for extension of validity period of provisional registration of Trichoderma viride 1% WP under Section 9(3B) for one year with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.

	5.14
	Request of M/s. Multiplex Agri Care Pvt. Ltd., Bangalore for enhancement of its shelf-life from four months to one year and  for extension of validity period of provisional registration of  Trichoderma viride 1% WP under Section 9(3B) for two years with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.  However, the request for enhancement of its shelf-life is not approved as the case is still under scrutiny and presently deficient w.r.t. data submission.

	5.15
	Request of M/s. Vaibhavlaxmi Bio-Control Laboratories, Wardha (M.S.) for extension of validity period of provisional registration of  Trichoderma viride 1% WP under Section 9(3B) for two years with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.



	5.16
	Request of M/s Sri Biotech, Hyderabad   for extension of validity period of provisional registration of Metarhizium anisopliae 1.15% WP under Section 9(3B) for one year with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.

	5.17
	Request of M/s. Romvijay Bio Tech Pvt. Ltd., Pondicherry for extension of validity period of provisional registration of Verticillium lecanii 1.15% WP under Section 9(3B).

	
	Extension is granted in respect to validity period for one year with commercialization.



	5.18
	Request of M/s. Pruthvi Fertilizerss (P) Ltd., Anand, Gujarat for extension of validity period of provisional registration of Pseudomonas flourescens 0.5% WP under Section 9(3B) for one year with commercialization.

	
	Extension is granted in respect to validity period for one year with commercialization.

	6.0
	9(3) Cases

	6.1
	Consideration of application of M/s. Bayer CropScience Ltd., Mumbai for grant of registration for import of Ethiprole technical under Section 9(3).

	
	The Committee deliberated the Agenda in detail and it was decided that the applicant should be asked to submit the MoU between M/s. Bayer CropScience, Germany and M/s. Shanghai High Victory Science & Technology Co. Ltd., No.388, Tianlin Road, Shanghai, China so that a clear picture emerges.  It was also decided that Secretary (CIB&RC) may review the opinion given by Expert on Toxicity Panel. The case is to be brought in the next RC meeting.


	6.2
	Consideration of application of M/s. Bayer CropScience Ltd., Mumbai for grant of registration for indigenous manufacture of formulation Ethiprole 9.71% (m/m) SC (10% m/v) under Section 9(3).

	
	The case relates to the outcome of the case at 6.1 above.  The comments of Expert on Toxicity Panel are to be re-visited by Secretary (CIB&RC).


	6.3
	Consideration of applications of M/s. Sumitomo Chemical India Pvt. Ltd., Mumbai for grant of registration for import of Metofluthrin technical under Section 9(3).

	
	The Committee deliberated the Agenda in detail and desired that Secretary (CIB&RC) may please re-visit the comments submitted by Experts from Chemistry Division and Toxicity Panel in respect to toxicity data and assess its impact on human health and environment.  



	6.4
	Consideration of applications of M/s. Sumitomo Chemical India Pvt. Ltd., Mumbai for grant of registration for indigenous manufacture of its formulations Metofluthrin 5% EC under Section 9(3).

	
	The case relates to the outcome of the case at Sl.No.6.3 above. The comments of Expert on Chemistry and Toxicity Panel are to be re-visited keeping in view its use in mosquito coils.


	6.5
	Consideration of applications of M/s Sumitomo Chemical India Pvt. Ltd., Mumbai for grant of registration for indigenous manufacture of Metofluthrin 0.005% Mosquito Coil under Section 9(3).

	
	The case relates to the outcome of the case at Sl.No.6.3 above.  The comments of Expert on Chemistry and Toxicity Panel are to be re-visited keeping in view its use in mosquito coils.


	6.6
	Consideration of application of M/s. Indofil Chemicals Company, Mumbai for grant of registration for indigenous manufacture of Hexaconazole 4% + Zineb 68% WP under Section 9(3). 

	
	The Committed deliberated the Agenda in detail and approved the case.

	6.7
	Consideration of application of M/s. Indofil Chemicals Company, Mumbai for grant of registration for indigenous manufacture of Tricyclazole 18% + Mancozeb 62% WP under Section 9(3).

	
	The Committed deliberated the Agenda in detail and approved the case.


	 7.0
	9(4) Cases

	7.1
	List of applications for registration under Section 9(4).

	
	The Committee approved the applications, which are completed from Chemistry angle; and for which MRL are fixed, partially fixed or not required.


	7.2
	Consideration of application of M/s Punjab Chemicals & Crop Protection Ltd.  for grant of registration for indigenous manufacture of Acetamiprid technical under Section 9(4).



	
	The Committee deliberated the Agenda and approved the case.

	8.0
	Endorsement Cases

	8.1
	Request from M/s. Indofil Chemicals Company, Mumbai for the endorsement of additional/alternate packaging of Acephate 75% SP.

	
	Deferred as the Co-opted Member of Packaging was not available.

	8.2
	Request from M/s. United Phosphorus Ltd., Mumbai for the endorsement of new/alternate packaging for Matalaxyl 8% + Mancozeb 64% WP.

	
	Deferred as the Co-opted Member of Packaging was not available.


	8.3
	Request from M/s Krishi Rasayan Exports Pvt. Ltd., New Delhi for the endorsement of alternate packaging of Tricyclazole 75% WP.

	
	Deferred as the Co-opted Member of Packaging was not available.

	8.4
	Request from M/s. Manakssia Limited, Kolkata for the endorsement of additional pack size for Transfluthrin 0.88% LV.

	
	Deferred as the Co-opted Member of Packaging was not available.

	8.5
	Request from M/s. Bayer Crop Science Ltd.,  Mumbai for the endorsement of additional bulk pack of 500 kg capacity for import of Pencycuron technical.

	
	Deferred as the Co-opted Member of Packaging was not available.

	8.6
	Request from M/s. Biostadt India Ltd., Mumbai for the endorsement of name of supplier along with already approved source of Import of Hexythiazox technical.

	
	The Committee deliberated the Agenda in detail and approved the case. 



	8.7
	Request from M/s. Rallis India Ltd., Mumbai for the endorsement of name of supplier along with already approved source of Import of Flufendiamide technical.



	
	The Committee deliberated the Agenda in detail and approved the case.

	8.8
	Consideration of expansion of bioefficacy claims of Emamectin benzoate 5% SG in Cabbage, Chilli, Brinjal, Red gram and Chick-Pea crops in favour of M/s Syngenta India Ltd., Mumbai under Section 9(3).

	
	The Committee deliberated the Agenda in detail and approved the case.

	8.9
	Consideration of clarification furnished by M/s Syngenta India Ltd., Mumbai w.r.t. waiting period of 21 weeks and 60 days for pepper and mustard respectively.

	
	The Committee deliberated the Agenda in detail and approved the case.

	9.0
	Miscellaneous Items 



	9.1


	Approval of Protocol.

	
	Approved.



	9.2
	Deferred agenda items of 302nd meeting.

	9.2.1
	Consideration of request of M/s. Syngenta India Ltd., Mumbai for approval of modified labels & leaflets in respect of their Certificate of Registration of Emamectin Benzoate 5%SG.

	
	The Committee deliberated the Agenda in detail and did not approve the case as re-packaging was perceived as manufacturing.

	9.2.2
	Generation of bio-efficacy data for registration of biopesticides u/s 9(3) – request from M/s. Yash Takniki Ewam Vigyan Kendra, Allahabad for consideration. 

	
	The case is referred to a Sub-Committee to be constituted under the Chairmanship of Plant Protection Adviser to the Government of India and ADG(PP), ICAR, New Delhi and AD(WS), CIB&RC, Faridabad would be its  members.  The sub-committee will submit the report to RC.

	9.2.3
	Application of M/s. Arkin Specialities Pvt. Ltd. on Pyrethrum extract 50% for import from alternate source.

	
	The Committee deliberated the Agenda in detail and it was decided that toxicity data would be required as listed at Annexure-C.



	9.2.4
	Application for registration of Pyrethrin 0.05% + Piperonyl Butoxide 0.5% of M/s. Sri Ram Insecticides – issue of Certificate regarding.

	
	The Committee deliberated the Agenda in detail and decided that the approval should be withdrawn.

 

	9.2.5
	Consideration of a joint representation of M/s Sarup Chemicals Pvt. Ltd., Lucknow; M/s. Ambachem Industries, Baroda and M/s Sudama Chem Tech Pvt. Ltd., Baroda regarding supply of non-registered Thiram and other pesticides to Seed processing units of State Seed Processing Corporation in the country.

	
	Deferred due to paucity of time.

	9.3
	Consideration of application of M/s Kaveri Seed Company, Secunderabad for enhancement of shelf-life from four months to one year in respect of the product Trichoderma viridae 1% WP.

	
	The request for enhancement of shelf-life from four months to one year is approved.



	9.4
	Consideration of applications for enhancement of Shelf-life under Section 9(4) of the Insecticides Act.

	
	The request for enhancement of shelf-life is approved for both the products in the list [U/s.9(4) of the Insecticides Act.]


	9.5
	Ex-post facto approval for Import permit issued for the period from 25.06.2009 to 24.07.2009.

	
	Approved.


	9.6
	Issuing of registration Certificates to the Industry in a “Time Bound Manner” – A New Approach. 

	
	The Agenda is withdrawn.

	9.7
	Revalidation of registration Certificates of Pretilachlor tech. under section 9(4) in respect of M/s. Sudarshan Chemicals Industries Ltd., Pune.

	
	Deferred due to paucity of time.

	9.8
	Status of application of M/s. Gharda Chemicals Limited, Mumbai for label expansion of Mepiquat Chloride  5% AS, on cotton crop.

	
	Deferred due to paucity of time.

	9.9
	Consideration of applications for import permit for Boric acid and other substances for non-insecticidal use.

	
	Deferred due to paucity of time.


	9.10
	Returning of Non-accepted files after Preliminary Scrutiny.

	
	Deferred due to paucity of time.

	9.11
	Data Generation on approved protocols by registration Committee – Health Monitoring & Exposure of Live stock.

	
	Deferred due to paucity of time.


	9.12
	Permission for allowing to hold the certificate of registration for Triazophos 40% EC with one year shelf-life till the expiry of shelf-life and utilization of packaging material – possession of same product with two shelf lives-regarding.


	
	Deferred due to paucity of time.

	9.13
	Application of M/s. S.C. Johnson Pvt. Ltd. & M/s Reckitt Benckiser India Ltd. for Transfluthrin 1.6% w/w under section 9(4).

	
	Deferred due to paucity of time.

	9.14
	Summary of Joint Inspection report on verification of Bonafide of     M/s. Welsuite Glass and Ceramics (P) Ltd., Gavasad, Vadodara.

	
	Deferred due to paucity of time.

	10.0 
	Any Other Item with the permission of Chair





The meeting ended with vote of thanks to the Chair.
Annexure-A

DATA REQUIREMENTS FOR REGISTRATION OF IMPORT OF FORMULATION OF PESTICIDE FROM NEW SOURCE WHERE IMPORT OF FORMULATION HAS BEEN REGISTERED WITHOUT REGISTRATION OF TECHNICAL U/S.9(3).
	S.No.
	Parameter
	FIT (New Source)

	A. Chemistry 

	1.
	Source of  Supply
	R

	2.
	Chemical Composition
	R

	3.
	Chemical Identity
	R

	4.
	Physico - Chemical Properties
	R

	5.
	Technical Bulletin
	NR

	6.
	Specification
	R

	7.
	Method of Analysis
	R

	8.
	Analytical Test Report
	R

	9.
	Identification& Quantification of identifiable Impurities
	NR

	10a.
	Shelf-life
	R

	10b. 
	Shelf-life Data
	R

	11.
	Establishment of Chemical Equivalence
	NR

	12a.
	Process of Manufacture
	NR

	12b.
	Information about Raw Materials Used
	NR

	12c.
	Their Source of Supply.
	NR

	12d.
	Step-wise Manufacturing Process.
	NR

	12e.
	Chemical Equation
	NR

	12f.
	Formula
	NR

	12g.
	Flow sheet diagram of process of manufacture
	NR

	12h.
	Effluent Treatment method
	NR

	13. 
	Documents such as registration certificate / manufacturing licence or any other approval under any Govt. regulation will be acceptable to support that manufacturer is actual producer
	R

	14.
	Certificate from manufacturer that the dealer/ trader is an authorized dealer/ trader of the manufacturer
	R

	15.
	A test report about the quality of the product from a laboratory as per GLP scheme or from a company of ISO-9000. This requirement will be provided along with first consignment. Thereafter, each consignment should have proper analytical test report of the manufacturer.
	R

	16.
	The applicant should provide sample along- with standards technical sample from the principals/ authorized dealers for chemical verification. In case of technical grade pesticides, samples of std. impurities are also to be provided for chemical verification. In process sample to be provided with undertaking
	R

	17.
	Methodology for residue estimation as per BBS format.
	R

	NOTE:  Data, except shelf-life, as per the guidelines for Technical Import under Section 9(3) is also to required  be submitted along with the application.

	B. Bio-efficacy

	18a. 
	Bioeffectiveness
	R**

	18b.
	Phyto-toxicity
	R**

	18c.
	Effect on parasites & predators
	R**

	19.
	Translocation in plant
	NR

	20.
	Metabolism in soil
	NR

	21.
	Metabolism in water
	NR

	22.
	Metabolism in plant
	NR

	23.
	Persistence in soil
	R

	24.
	Persistence in water
	R

	25.
	Persistence in plant
	R

	26.
	Compatibility with other chemicals, if claimed 
	R

	27.
	Residues in plant
	R**

	28.
	Residues in soil
	R**

	29.
	Residue tolerance limits fixed by foreign countries


	R

	30.
	Cost benefit ratio
	NR

	31.
	Registration status in foreign countries
	R

	R**= Data has to be generated as many number of seasons and locations as per 9(3) FIT guidelines

18c= Effect on parasites and predators are not required in case of Fungicides and Herbicides

Herbicide:   For registration of herbicide data on effect on physico-chemical and biological properties of soil and data on effect on succeeding crops are also required as per FIT u/s.9(3) guidelines of herbicides.



	C. Toxicology

	32.
	Acute oral in rat & mice
	R

	33.
	Acute dermal
	R

	34.
	Acute inhalation
	R

	35.
	Primary skin irritation
	R

	36.
	Irritation to mucous membrane
	R

	37.
	Sub-acute oral rat
	NR/R

	38.
	Sub-acute oral dog
	NR/R

	39.
	Sub-acute dermal
	NR/R

	40.
	Sub-acute inhalation
	NR/R

	41.
	Neuro-toxicity
	NR

	42.
	Synergism & potentiation
	NR

	43.
	Teratogenicity
	NR

	44.
	Effect on reproduction
	NR

	45.
	Carcinogenicity
	NR

	46.
	Metabolism
	NR

	47.
	Mutagenicity
	NR

	48.
	Toxicity to birds
	R

	49.
	Toxicity to fish
	R

	50.
	Toxicity to honeybees
	R

	51.
	Toxicity to live stock
	NR

	52.
	Medical data
	R

	53.
	Human toxicity  information from foreign countries
	NR

	54.
	Observation in man (Health records of spray operators)
	R

	55.
	Health records of Industrial workers.
	R

	56.
	Toxicity to live stock (Field trial & observation)
	R

	57.
	International report on carcinogenicity & geno-toxicity status
	NR


	D. Packaging 

	58.
	Labels and leaflets as per IR-1971 existing norms (i) for size 250 ml & below (ii) for 500 & above.
	R

	59
	Labels to contents
	

	a.
	Detailed Chemical composition
	R

	b.
	Purpose for import / manufacture.
	R

	c.
	Antidote
	R

	d.
	Toxicity triangle
	R

	e.
	Cautionary statement
	R

	f.
	Brief direction concerning usages
	R

	g.
	Restriction,  if any
	R

	60.
	Leaflets to contain
	

	a.
	Detailed Chemical composition on leaflets accompanying small labels (upto 250 ml size container)
	R

	b.
	Introductory para about the pesticide
	R

	c.
	Detailed directions concerning usages
	R

	d.
	Time of application 
	R

	e.
	Application equipment
	R

	f.
	Waiting Period
	R

	g.
	Symptoms of poisoning
	R

	h.
	First aid measures
	R

	i.
	Antidote & treatment
	R

	j.
	Restriction, if any
	R

	k.
	Instruction for storage
	R

	l.
	Information regarding disposal of used packages.
	R

	61.
	Type of packaging (pkg material + compa-tibility with content)
	R

	62.
	Manner of packaging
	R

	63.
	Specification for primary package
	R

	64.
	Specification for secondary packaging.
	R

	65.
	Specification for transport packaging.
	R

	66. 
	Manner of labeling
	R

	67.
	Performance of container during storage stability test
	R


 

Abbreviations :

 R  :    Required    
          
NR :   Not required

FIT :  Formulation Import 
TIT :  Technical Import         

Note :   

1.
As per the Directives of Department of Agriculture & Cooperation, Ministry of Agriculture letters no. 17-2/2006-PP.I dated October 30, 2007 and 18.2.2008, respectively, in case of registration of formulation for import without registering technical, the technical shall deemed to be registered without separate application or evaluation after expiry of 3 years from the date of registration of the formulation. Where registration shall be granted for formulations under Section 9 (3B) with commercialization, the period of three years shall be computed from the date of grant of registration with commercialization. 

2.
Data on Technical :

If time gap after first registration of formulation import without registration of technical has been less than 3 years, required to submit the data on Technical as per the requirement of TIT U/S.9(3).   However, after 3 years, required to submit the data on technical as per the guidelines of TIT (new source) or TIT vs TIM as the case may be. 
3.
PGR

Data requirements of chemical pesticides are also applicable for chemical Plant Growth Regulators.
Annexure-B
APPLICATION FOR GRANT OF PERMISSION

FOR IMPORT OF INSECTICIDES FOR NON-INSECTICIDAL USE

(Please read ‘Important Note’ on page 2)

1.
Name of the applicant


alongwith complete address



:
Furnish information

2.
Address of premises where 

the imported material shall be stocked/used

:
Furnish information

3.
Name of the insecticide (substance classified as 

an Insecticide as per the Schedule to the 


Furnish information

Insecticides Act, 1968) to be imported


(State Chemical Composition too)


alongwith its chemical composition


:

4.
Annual quantity (MT) required to be imported

:
Furnish information

5.
Name and address of the source of origin

from which the material is proposed 

to be imported




:
Furnish information

6.
Purpose of import




:
Furnish information


(specify the use)

7.
Whether holding a valid license to work


:
(State ‘Yes’ or ‘No’)


(enclose a copy of factory license  issued by 

Department of Industries or his authorized officer, 

viz. Chief Factories Inspector showing the 

chemical as input)




:       
(mark it as Annexure- I)

8.
Whether 

(i) 
clearance/consent from Pollution Control 

Board (PCB) has been taken


: 
(State ‘Yes’ or ‘No’)(Attach a copy)

(ii)
if yes, maximum quantity (in MT) of finished 

product permitted for manufacture in a year

by Pollution Control Board


:
Furnish information

(enclose a copy of PCB Certificate

showing the quantity)


:
(mark it as Annexure-II)

9. 
Quantity of the insecticide






(during last five years duly certified year-wise

:
(Mark it as Annexure-III)

by Excise Authority concerned)



(furnish information in each column

even if the quantity is ‘NIL’)

	Year

(financial)
	Quantity ( in MT)

	
	Imported
	Domestic purchase
	Total
	Consumed

	1
	2
	3
	4 (2+3)
	5

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Total Quantity 
	
	
	
	

	AVERAGE CONSUMPTION of last five years
	


10.
Quantity recommended for import


: 
Furnish information

(enclose end-use certificate/recommendation 

(not older than one year) issued by the Nodal



Ministry/Department/State Director of Industries or 

District Industry Centre, as the case may be,

in original)




:
(Mark it as Annexure-IV)


11.
In case of End-use Certificate/recommendation 

issued by the State Director of Industries or District 

Industries Centre, please indicate

(i)
Proof of the unit being a SSI unit

:
(Mark it as Annexure-V)

(ii)
Whether the unit is old or new


:
(State ‘Old’ or ‘New’)


(If old, state the date of starting/taking 

over and enclose proof thereof)

:
(Mark it as Annexure-VI)

(iii)
whether the application was made 

in the prescribed proforma, approved 

in 281st meeting of the Committee

:
(State ‘Yes’ or ‘No’)

(If ‘yes’, enclose a copy thereof)

:
(Mark it as Annexure-VII)

(iv)
If the unit is new, indicate SION Norm for 

finished product published by Min. of 


Commerce, if any 



:
Furnish information
(enclose copy of SION Norm 
used in recommending the quantity)

:
(Mark enclosure as Annexure-VIII)

(v)
In case of new unit, please state if the 

quantity recommended (in MT) is 60% of 

annual quantity (in MT) required to 

manufacture the finished product as per 

SION Norms multiplied by maximum yearly 

quantity permitted for manufacturing by PCB:
(State ‘Yes’ or ‘No’)

[This should be supported by the enclosing 

the calculation sheet, duly signed by and 

under the seal of recommending authority, 

with the recommendation (Annexure-IV)]

(vi)
whether the End-use Certificate/

recommendation (Annexure-IV) is in the 

prescribed proforma, approved 

in 294th meeting of the Committee, 

in case of Boric Acid


:
(State ‘Yes’ or ‘No’)


(vii)
Whether calculation sheet (as per (v) 

above) is enclosed with the

recommendation (Annexure-IV)

:
(State ‘Yes’ or ‘No’)

12.
Whether any import permit was issued in the past

:
(State ‘Yes’ or ‘No’)


(If yes, attach copy of each import permit issued




till the date of making this application)


:    (Mark enclosures as Annexure-IX (a), (b), (c), ……)

13.
Enclose Standard safety data or alternate authentic 

literature to prove that chemical being imported  is

safe to human beings, animals and environment

preferably related to Indian Climate data 

:
(Mark it as Annexure-X)

14.
State

 
(i)   whether the imported material is for 

       domestic consumption or export or both

:
(State as applicable)

(ii)   If for export, or export also, give

        (a) name & address 

             of the importer to whom the

             finished product is to be exported and copy



             of advance license , etc for export

:
furnish information

        (b) chemical composition of 

             the finished product to be exported

:
furnish information

Place:

Date:









Signature of the applicant












With seal

VERIFICATION

I, _______________, s/o ______________ in my capacity as ________ do hereby solemnly verify that I am competent to make this application and that the information given in the application and the annexure(s) and statements, accompanying it, are correct and complete. I further undertake that imported material, except permitted against the Poisons’ License, is not for sale but for use as per our own requirement as stated in this application. I clearly understand that in the event of any information, or part thereof, being found incorrect, the import permit shall be liable to be cancelled without any notice and the whole losses/responsibility shall be ours.

Place:                                                                                                              


Signature of the applicant

Date:








   

With seal

Important Note:      (i) 
Attach End-use Certificate/recommendation in original. Ensure attaching calculation sheet in case of recommendation by State Director of Industries or DIC, duly signed by the authority.

(ii)
Copy of each document, attached to this application, should be notarized.

(iii)
Fill up each column even if the information is ‘Nil’ or ‘Not Applicable (N.A.)’.

(iv)
Attach all relevant Annexures even if the information is ‘Nil’.

(v)
Incomplete application is liable to be rejected, without prior notice.
Annexure-C

TOXICITY DATA REUIREMENT FOR PYRETHRUM EXTRACT 50% 

FOR IMPORT FROM ALTERNATE SOURCE
	i) Acute oral rat

ii) Acute oral mice

iii) Acute dermal

iv) Acute inhalation

v) Primary Skin irritation

vi) Irritation to mucous membrane

vii) Sub-acute oral rat

viii) Sub-acute dermal

ix) Sub-acute inhalation

x) Mutagenicity

xi) Toxicity to birds, fish, honeybees; and

xii) Human toxicity information from foreign countries



1

