Minutes of the 293rd    meeting of the Registration Committee

held on 26.09.2008 at 10.30  A.M.  in Room No.142, Krishi Bhawan,  New Delhi.
The 293rd     meeting of the Registration Committee (RC) was held under the Chairmanship of Dr. N.B. Singh, Agriculture Commissioner on 26.09.2008 at 10.30  A.M.  in Krishi Bhavan, New Delhi.   Dr. P. S. Chandurkar, Plant Protection Adviser to the Govt. of India,  Dr. T.P. Rajendran, ADG(PP), ICAR (Special Invitee), Dr.P.N.Maji, (Special Invitee)  and Dr. (Mrs.) S. Kulshrestha, Secretary, CIB&RC attended the meeting. Following officers from the Secretariat of CIB&RC were also present:

(i) Dr. S.K. Khurana, Specialist Gr. I

(ii) Dr. A.K. Sinha, Jt. Dir(PP)

(iii) Dr.B.S. Phogat, JD(Bio)

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

(v) Dr. R.M. Shukla,  Deputy Director(Ento.)

(vi) Dr. Subhash  Kumar, AD(WS)
(vii) Dr.(Mrs.) Vandana Seth, AD(Chem)

(viii) Miss Kamlesh Miglani, AD(Chem)

(ix) Shri S.k. Verma, SO(CIR-II)

(x) Sh. Niraj Kulshrestha, Assistant(Legal)

 
At the outset the Chairman welcomed the participants and requested Secretary, CIB&RC to take up Agenda for discussion.  The following decisions were taken:

	Agenda item No.
	

	Agenda item No.1.0
	Confirmation of minutes of the 292nd  meeting of the Registration Committee

	The Minutes of the 292nd  meeting of the Registration Committee (RC) were confirmed.  

	Agenda item No.2.0
	Follow up action on the decisions taken by the Registration Committee in its 292nd    meeting.

	The Committee noted with satisfaction the status of follow-up actions taken.



	Agenda item No.2.1
	Applications pending under various Sub-Sections of the Insecticides Act, 1968

	The Committee noted the statement with reference to pending applications.

	Agenda item No.2.2
	Presentation by M /s Exosect Limited, Leyland Business Park, Colden Common, Winchester, Hamshire, S021 1TH, UK

	          The representative of M/s.Exosect Ltd, U.K. made a presentation  on the behalf of M/s. PCI Ltd., Bangalore regarding exemption for registration of ExosexYSB Tab Auto Confusion System, which is a combination of Z11-16 Ald & Z9-16 Ald.  The Committee noted that the doses of this Auto Pheromone to be used are very less and  are similar to mass-trapping.  The Committee noted that it is a new technology of Auto confusion for reducing population of Stem borer  which can be utilized in IPM Programme.  Therefore, considering all this, the Committee approved that no registration will be required  for use of this Pheromone.

	Agenda item No.3.0
	Government Business

	Agenda item No.3.1
	Revised guidelines for registration of bio-pesticides and guidelines for minimum infrastructure facilities to be created by the manufacturers of bio-pesticides

	          The  Agenda was deferred in view of paucity of time and it was decided that it should be discussed in the next meeting of Registration Committee.

	Agenda item No 3.2
	Guidelines/data requirements for registration of indigenous manufacture of Eucalyptus based products containing ‘Eucalyptol’  

	The Committee approved the guidelines as per Annexure

	Agenda item No 3.3
	Guidelines on packaging for registration of pesticides/insecticides in India

	            The Agenda was deferred as Co-opted Member Shri. Madhav Chakraborty was not present.

	Agenda item No 3.4
	Proposal for inclusion of data on performance of containers during storage stability tests in the guidelines for packaging endorsement

	            The Agenda was deferred as Co-opted Member Shri Madhav Chakraborty was not present.

	Agenda item No 3.5
	Review of Seed Treatment Guidelines – a comparative statement for deliberation

	            The Committee deliberated the agenda and decided that for clarification on various points that is required  by the Industry Association, they may be invited to make a presentation on the issue in the next Registration Committee Meeting.

	Agenda item No 3.6
	Fulfillment of minimum infrastructure facilities in respect of insecticides

	           The Committee deliberated the agenda in detail and decided that with reference to three Industries , viz. M/s Raja Sulphur Inds., M/s Safex Chemicals (I) Ltd, M/s. Sudarshan Consolidated Ltd., which have communicated that they have completed all infrastructural facilities, a letter be sent to State for seeking confirmation.  Further, six manufacturers who have not complied with the minimum infrastructural facilities for pesticides, the certificate of Registration may be withdrawn under intimation to State Department concerned.

	Agenda item No 3.7
	Clarification on issuance of Certificate of Registration for Technical grade insecticide in case of import of formulations of insecticides without registering technical

	          The Committee deliberated the agenda in detail and decided as follows:-

1. The Deemed Registered Status of “technical” in such cases shall come into force only after expiry of 3 years from the date of registration of its ”formulation” for import and that the norm shall be applicable to all the formulations” which  are already registered for import without registering  the “technical”; and in cases where registration granted for formulations under Section 9(3B) with commercialization, the period of three years for effecting the deemed registration of “technical” will be computed from the date of issuing registration for formulation under Section 9(3B) with commercialization.

2. No permission to import technical grade insecticide or the Certificate of Registration shall be issued, where Deemed Registered Status has been granted in cases where formulations have been registered for import without registering its technical unless the data on shelf life and packaging is submitted as per the guidelines of the Registration Committee and approved by it.   

3. The applications for grant of registration of technical grade insecticide for import from the same source under Section 9(4) in cases where formulations have been registered for import without registering its technical shall be considered only if data on shelf-life and packaging, as per the guidelines of the Registration Committee, is submitted by the applicant along with the application.

	Agenda item No 3.8
	Consideration of Performa for issuance of recommendation letters by District Industry Centers (DICs)

	The Agenda was deferred due to paucity of time.

	Agenda item No 3.9
	Appeal filed by M/s Arkin Specialties Pvt. Ltd. on Pyrethrum Extract 50% for import from alternate source – Decision of Appellate Authority

	The Agenda was deferred due to paucity of time.

	Agenda item No 4.0
	Export Cases

	Agenda item No 4.1
	List of applications u/s. 9(3)Export

	Approved except S.NO.20.

	Agenda item No 4.2
	Consideration of application of M/s T. Stanes & Co Ltd., Coimbatore for grant of registration for indigenous manufacture of Paecilomyces lilacinus 1.15% WP u/s 9(3) for export only

	 The Committee deliberated the agenda in detail and it was decided first to discuss the issue of export of bio-pesticide in view of non-availability of sufficient quantity of the same for use in the country.                                                                

	Agenda item No 5.0
	9(3b) Cases

	Agenda item No 5.1
	Consideration of application of M/s Agriland Biotech Limited, Gujarat for grant of registration for indigenous manufacture of Beauveria bassiana 5% WP  under section 9(3B)

	Approved for a period of   two years with commercialization.

	Agenda item No 5.2
	Consideration of application of M/s Varsha Bioscience & Technology, Hyderabadfor grant of registration for indigenous manufacture of Bacillus thuringiensis var. kurstaki ( Serotype-3a,3b 3c; Strain DOR bt-1)0.5%WP  under section 9(3B)

	Approved for a period of    two years with commercialization.

	Agenda item No 5.3
	Consideration of application of M/s Mac Hi-Tech, Kerala for grant of registration for indigenous manufacture of Trichoderma harzianum 1% WP  under section 9(3B)

	Approved for a period of   two  years with commercialization

	Agenda item No 5.4
	Consideration of application of M/s Pramukh Agri Clinic, Surat for grant of registration for indigenous manufacture of Verticillium Lecannii 1.15% WP  under section 9(3B)

	Approved for a period of   two years with commercialization.

	Agenda item No 5.5
	Consideration of application of M/s Vestergaard Frandson (India) Pvt. Ltd, New Delhi for extension of the validity period of provisional registration of Deltamethrin Impregnated Bednet 55 mg/m2  (0.0018% w/w) for import under section 9(3B)

	          The Committee deliberated the agenda in detail and in view of the request of Ministry of Health & Family Welfare for use of these LLINs in Public Health Programme decided to grant extension  for a period of one year.  Further, Committee also decided to permit commercialization for use of these LLINs in  Public Health  Programme of M/o. Health & Family Welfare, subject to approval of the competent authority in the Department of Agriculture & Cooperation.  The applicant should generate complete data for 9(3) registration during this period.

	Agenda item No 5.6
	Request of M/s. Maa Bhagwati Biotech & Chemicals, Wardha for extension of validity period of provisional certificate of registration of Trichoderma viride 1% WP for two year with commercialization

	             Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee for 9(3) registration within this period.

	Agenda item No 5.7
	Request of M/s. Sai National Rural Development and Research Institute, Allahabad for extension of validity period of provisional certificate of registration of Trichoderma viride 1% WP for one year with commercialization

	            Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee for 9(3) registration within this period.

	Agenda item No 5.8
	Request of M/s. Kan Biosys Pvt. Ltd., Pune for extension of validity period of provisional certificate of registration of Trichoderma viride 1% WP for one year with commercialization

	           Approved for a period of  one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee for 9(3) registration within this period.

	Agenda item No 5.9
	Request of M/s. Choudhari Agro-Tech(I), Nagpur for extension of validity period of provisional certificate of registration of Trichoderma viride 1% WP for one year with commercialization

	           Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee for 9(3) registration within this period.

	Agenda item No 5.10
	Request of M/s. Jai Biotech & Research Centre,           Jaipur for extension of validity period of provisional certificate of registration of Trichoderma viride 1% WP for one year with commercialization 

	                 Approved for a period of  one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee for 9(3) registration within this period



	Agenda item No 5.11
	Request of M/s. Cab-Tech Labs, Hyderabad for extension of validity period of provisional certificate of registration of Trichoderma viride 1% WP for one year with commercialization 

	           Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee for 9(3) registration within this period..

	Agenda item No 5.12
	Request of M/s. Cab Tech Labs, Hyderabad for extension of validity period of provisional certificate of registration of Pseudomonas Fluorescens 0.5% WP for one year with commercialization

	           Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee within this period for 9(3) registration within this period.   

	Agenda item No 5.13
	Consideration of application of M/s Biotech International Ltd., New Delhi for extension of validity period of provisional certificate of registration of Pseudomonus Fluorescens 1.5% WP with one year shelf life

	           Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee within this period for 9(3) registration within this period.   The Committee also approved extension of shelf life for a period of  one year.

	Agenda item No 5.14
	Consideration of a request of M/s International Panaacea Ltd., New Delhi for extension of validity period of provisional certificate of registration with one year shelflife of Pseudomonas Fluorescens 1.0% WP 

	           Approved for a period of one year with commercialization and the Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee within this period for 9(3) registration during this period.   The Committee also approved extension of shelf life for a period of  one year.

	Agenda item No 6.0
	9(3) Cases

	Agenda item No 6.1
	Deferred item No.6.4 of 292nd meeting

Consideration of application of M/s Reckitt Benckiser (India) Pvt. Ltd. for grant of registration for indigenous manufacture of Bifenthrin 0.05% Mosquito Coils under Section 9(3)

	               The Committee deliberated the agenda and decided to advice the Group  to submit the detail report for consideration of Registration Committee.

	Agenda item No 6.2
	Consideration of application of M/s E I  Du Pont India Pvt. Ltd., Gurgaon  for grant of registration for import of Famoxadone Technical under section  9(3)

	Approved subject to fixation of MRL (tolerance limit) by Ministry of Health & Family Welfare.

	Agenda item No 6.3
	Consideration of application of M/s E.I. Du Pont India Pvt. Ltd., Gurgaon for grant of registration for indigenous manufacture Famoxadone 16.6% + Cymoxanil 22.1% SC under section 9(3)

	Approved subject to fixation of MRL (tolerance limit) by Ministry of Health & Family Welfare.

	Agenda item No 6.4
	Consideration of application of M/s Bayer Crop Science Ltd., Mumbai for grant of registration for import of Fenamidone 4.44% + Fosetyl AI 66.66% WDG formulation under 9 (3)

	Approved.

	Agenda item No 6.5
	Consideration of application of M/s Jaishree Agro Industries Ltd., Delhi. for grant of registration for import of Emamectin Benzoate Technical 95% min. and indigenous manufacture of its formulation Emamectin Bezoate 5% SG under section 9(3)

	Approved.

	Agenda item No 6.6
	Consideration of application of M/s Pest Control (India) Pvt. Ltd. Bangalore for grant of registration for indigenous manufacture of Trichoderma Virde 0.5% WP under section 9(3) 

	Approved.

	Agenda item No 7.0
	9(4) Cases

	Agenda item No 7.1
	List of applications for registration u/s 9(4)

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

	Agenda item No 8.0
	ENDORSEMENT CASES

	Deferred due to paucity of time.

	Agenda item No 9.0
	MISCELLANEOUS ITEMS

	Agenda item No 9.1
	Approval of Protocols

	Deferred due to paucity of time.

	Agenda item No 10
	Any other item with the Permission of Chair

	Agenda item No 10.1
	Regulation of 9(4) formulations

	          The Committee observed that huge number of applications are being received for 9(4) formulation for indigenous manufacture seeking approval.  In view of monitoring w.r.t. utilization of these registrations for seeking licenses for manufacturing activities, the Committee decided that a proforma seeking information about the new companies added as member of the Associations and new pesticides endorsed by each member in their licenses, etc. be developed to obtain information from the Pesticide Industry Association.  Further, in view to regulate the inflow of 9(4) applications, the Committee decided that the number of applications received in a trimester be reduced from five to three per applicant.  

	The meeting ended with a vote of thanks to the Chair.


Annexure

Guidelines/ data requirement for registration of indigenous manufacture of Eucalyptus based products containing ‘Eucalyptol’.

	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)  

