MINUTES OF 326th MEETING OF REGISTRATION COMMITTEE HELD ON 15.02.2012 AT 10.30 A.M. IN COMMITTEE ROOM NO-1, I.C.A.R., KRISHI BHAVAN, NEW DELHI.

The 326th meeting of Registration Committee (RC) was held under the Chairmanship of Dr. Gurbachan Singh, Chairman, ASRB and RC on 15.02.2012 at 10.30 AM in Committee Room No. 1, I.C.A.R., Krishi Bhawan, New Delhi.  Dr. V.K. Yadava, Plant Protection Adviser, Dr. T.P. Rajendaran, ADG (PP), ICAR, Dr. (Mrs.) Uma Tekur, Director, Professor & Head Department of Pharmacology, S. Manivannan, Deputy Drugs Controller General, Representative of Drug Controller General of India & Dr. B.S. Phogat, Addl. Plant Protection Adviser & Secretary (CIB&RC) attended the meeting. Following Officers from the Secretariat of CIB&RC were also present:- 

(i) Dr. Sushil K. Khurana, Consultant (Path.)

(ii) Dr. (Mrs.) Sandhya Kulshreshtha, Consultant (Pharma.)

(iii) Dr. (Mrs.) Sarita Bhalla, Spl. Grade-I

(iv) Dr. R.M. Shukla, Joint Director (Ento.)

(v) Mr. Vipin Bhatnagar, Joint Director (Chem.)

(vi) Dr. A.N. Singh, Deputy Director (WS).

(vii) Dr. Arnab Das Gupta, DD (PP)

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

(ix) Mr. Dipankar Bhattacharya, Assistant Director (Chem.)

(x) Dr. (Mrs.) Vandana Seth, Assistant Director (Chem.)
(xi) Mr. K.V. Singh, PPO(Chem.)
(xii) Mr. Sher Singh, Section Officer 
(xiii) Mr. Niraj Kulshrestha, Assistant (Legal)


At the outset, the Chairman welcomed the members and experts of Registration Committee and requested APPA & Secretary (CIB&RC) to take up the agenda, item-wise for discussions and the following decisions were taken by the RC:-

	Agenda item No.
	Particulars of Agenda                         

	1.0
	Confirmation of minutes of the 325th meeting of the Registration Committee. 

	
	The minutes of the 325th meeting of the Registration Committee were confirmed. 

	2.0
	Follow up action on the decision taken by the Registration Committee in its 325th   meeting.

	
	The committee noted with satisfaction the follow-up-action taken by the Secretariat of CIB&RC.

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

	
	The committee appreciated the efforts made by the Secretariat of CIB&RC in further bringing down the pendency. Secretary (CIB&RC) informed about the large number of applications received for registration of pesticide formulation u/s 9(4) due to the decision of Hon’ble High Court of Punjab & Haryana at Chandigarh.  The Committee desired that these applications may also be reflected in the list of pending applications.  

	2.2
	Presentation of M/s Tagros Chemicals India Ltd., Chennai for the new “Paint additive” formulation – regarding.

	
	As the Deltamethrin is already registered for use in the country the label expansion for additional use or new formulation may be allowed as per existing guidelines. 

	2.3
	Presentation of M/s LANXESS India Pvt. Ltd., New Delhi for wavier of bioefficacy data for import/trade of over biocides for non agricultural purpose- regarding. 

	
	The Committee decided that no objection certificate cannot be issued for the pesticides which are in the schedule and /or registered for use in the country. 

	3.0
	Government Business  

	3.1
	Violation of guidelines relating to registration of combination pesticides (Chlorplyriphos 50% + Cypermethrin 5% EC) – fixing responsibility regarding.

	
	The Committee deliberated the agenda in detail and decided to constitute a sub-committee comprising 
i. Dr. V.K. Yadava, PPA                                   Chairman; 

ii. Dr. K.R. Kranti, Director, CCRI, Nagpur        Member;      

iii. Dr. R.M. Shukla, JD (E)                                 Member; and 

iv. Dr. (Mrs.) Sarita Bhalla, Spl. Gr. I                   Member – Secretary

to investigate as to whether the guidelines of the Registration Committee were ignored in registering the combination product. 

	3.2
	Guidelines for registration of petroleum derived products like spray oil – natural mineral oil products.

	
	Approved the guidelines with minor modifications as per Annexure – I. The comments on the guidelines, if any, may be communicated to the Registration Committee within a period of 30 days, after which the guidelines shall come into force.

	3.3
	Bioefficacy protocol – Expert Committee under the Chairmanship of Dr. T.P. Rajendran, ADG (PP).

	
	In view of the broader issues involved, the Committee decided that the subject matter may be discussed in a workshop, which may be organized by major Associations of Pesticide Industry, viz, CropLife India, Crop Care Federation of India and Pesticide Manufacturers and Formulators Association of India involving all stakeholders viz, ICAR Institutes, State Agricultural Universities, etc. 

	3.4
	Alleged illegal import of Fipronil Technical by M/s GSP Crop Science Pvt. Ltd, Ahmadabad.

	
	The Committee deliberated the agenda in detail and desired that the analysis test report of the sample taken by the Inspection Team for analysis at CIL may be brought before the RC in its next meeting.

	3.5
	Illegal marketing of pesticides by some companies – regarding.

	
	The Committee deliberated the agenda in detail and desired that the supporting documents may be obtained from respective registrants, issues be analyzed appropriately and presented before the RC in its next meeting.

	3.6
	Harmonization of data requirement as per OECD and EU guidelines as recommended by Kanungo Committee Report.

	       (iii)

    
	The Committee deliberated the agenda and decided: (i) The guidelines as recommended in report may be implemented in a phased manner. (ii) Four protocols, which were finalized during 325th meeting and displayed on the website for a period of 30 days for comments, may be implemented w.e.f. 01.06.2012 as no comments have been received. 
The protocols of acute inhalation toxicity, primary skin irritation studies, skin sensitization study and acute eye irritation study (Annexure-II) as proposed in agenda have been approved. The same may also be displayed for comments for a period of 30 days on the website of the Secretariat of CIB&RC.

	4.0
	Export Cases



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

	
	Approved, except cases at Sr. No.7 & 67 of agenda wherein scrutiny from toxicity angle is also required to be completed. The Committee also rejected the cases at Sr. No.92 & 93 of agenda as the Lindane has already been banned.

	4.2
	Consideration of an application of M/s Meghmani Organics Limited, Ahmadabad for grant of registration for indigenous manufacture of Triclopyr Butoxyl Ethyl Ester 48% EC under section 9(3) for Export only.

	
	Approved.

	4.3
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Thifensulfuron Methyl 680g + Metsulfuron Methyl 70g/kg WG under section 9(3) for Export only.

	
	Approved.

	4.4
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Thifensulfuron Methyl 750g/kg  WG under section 9(3) for Export only.

	
	Approved.

	4.5
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Thifensulfuron Methyl 400 + Tribenuron Methyl 100 g/kg   WG under section 9(3) for Export only.

	
	Approved.

	4.6
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Thifensulfuron Methyl 250 + Tribenuron Methyl 250 g/kg   WG under section 9(3) for Export only.

	
	Approved.

	4.7
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Thifensulfuron Methyl 500 + Tribenuron Methyl 250 g/kg   WG under section 9(3) for Export only.

	
	Approved.

	4.8
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Tribenuron Methyl 750 g/kg   WG under section 9(3) for Export only.

	
	Approved.

	4.9
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Thifensulfuron Methyl Technical    under section 9(3) for Export only.

	
	Approved.

	4.10
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Tribenuron Methyl Technical under section 9(3) for Export only.

	
	Approved.

	4.11
	Consideration of an application of M/s Cheminova (I) Limited, Mumbai for grant of registration for indigenous manufacture of Rimsulfuron Technical under section 9(3) for Export only.

	
	Approved.

	5.0
	9(3B) Cases


	5.1
	Consideration of application of M/s Jyothiraditya bio Solutions Ltd., Mysore for grant of registration for indigenous manufacture of Verticillium chlomydosporium 1.0% WP u/s 9(3B).

	
	Approved with commercialisation for a period of two years.

	5.2
	Consideration of application of M/s Hindustan Bioenergy Ltd., Lucknow for grant of registration for indigenous manufacture of Trichoderma harzionum 1.0% WP u/s 9(3B).

	
	Approved with commercialisation for a period of two years.

	5.3
	Consideration of application of M/s E.I.D. Parry (I) Ltd., Chennai (TN) for 3rd extension of validity period of provisional registration of Neem based granular formulation 0.15% Azadirachtin for controlling Rice leaf folder in rice crop u/s 9(3B) of IA, 1968.

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.4
	Consideration of application of M/s Pratibha bio-tech, Hyderabad for 1st extension of provisional registration of Verticillum lecanii 1.15% WP u/s 9(3B) for controlling Mealy bug on Citrus crops.

	
	Approved for a period of one year with commercialization on the same conditions.

	5.5
	Consideration of application of M/s Pravara Agro Bio-tech, Ahmednagar for 3rd extension of provisional registration of Verticillum lecanii 1.15% WP u/s 9(3B) for controlling Mealy bug and Scales insect on Citrus crops.  

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.6
	Consideration of application of M/s Romvijay, Pondicherry, for 2nd extension of provisional registration of Verticillum lecanii 1.15% WP u/s 9(3B) for controlling While fly in cotton crop. 

	
	Approved for a period of one year with commercialization on the same conditions.

	5.7
	Consideration of application of M/s Pratibha Bio-tech, Hyderabad (AP) for 1st extension of provisional registration of Beauveria bassiana 1.15% WP u/s 9(3B) for controlling Rice leaf folder in rice crop. 

	
	Approved for a period of one year with commercialization on the same conditions.

	5.8
	Consideration of application of M/s Pravara Agro Bio-tech, Ahmednagar (MS) for 3rd extension of provisional registration of Beauveria bassiana 1.15% WP u/s 9(3B) for controlling Rice leaf folder in rice crop.

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.9
	Consideration of application of M/s T. Stanes & Company Limited, Coimbatore (TN) for grant of registration for indigenous manufacture of Metarhizium anisoplliae 1.15% WP formulation u/s 9(3).

	
	The case, being u/s 9(3), has been shifted to agenda Item No.6.9.

	5.10
	Consideration of application of M/s Biocontrol Laboratory, Kanpur for grant of registration for indigenous manufacture of Beauveria bassiana 1.0% WP under section 9(3B).

	
	Not approved as the ATR received from CIL do not confirming to the specifications. 

	5.11
	Consideration of application of M/s Sugway Agribiotech & Research Foundation, Yavatmal (MS) for grant of registration for indigenous manufacture of Verticillium lecanii 1.15% WP under section 9(3B).

	
	Approved with commercialisation for a period of two years
subject to submission of Registration Code No. with respect to deposition of microbial strain in the National Repository as per decision of 314th meeting of the Committee. The process of generation of Certificate of Registration shall be initiated only after receipt of Code No. in the Sectt. of CIB&RC.

	5.12
	Consideration of application of M/s Krishi Vigyan Kendra, Pravara Institute of Research and Education in Natural and Social Sciences (PIRENS) for grant of registration for indigenous manufacture of Trichoderma viride 1.0% WP under section 9(3B). 

	
	Approved with commercialisation for a period of two years
subject to submission of Registration Code No. with respect to deposition of microbial strain in the National Repository as per decision of 314th meeting of the Committee. The process of generation of Certificate of Registration shall be initiated only after receipt of Code No. in the Sectt. of CIB&RC.

	5.13
	Consideration of request of M/s Multiplex Biotech Pvt. Ltd., Bangalore for grant of registration for indigenous manufacture of Trichoderma viride 30% liquid formulation under section 9(3B).

	
	Approved with commercialisation for a period of two years
subject to submission of Registration Code No. with respect to deposition of microbial strain in the National Repository as per decision of 314th meeting of the Committee. The process of generation of Certificate of Registration shall be initiated only after receipt of Code No. in the Sectt. of CIB&RC.

	5.14
	Consideration of application of M/s Jyotiraditya bio solutions Ltd., Mysore for grant of registration for indigenous manufacture of Trichoderma viride 1.0% WP under section 9(3B).

	
	Approved with commercialisation for a period of two years.

	5.15
	Consideration of application of M/s Bio-control Laboratory, Kanpur for grant of registration for indigenous manufacture of Trichoderma harzianum 1.0% WP under section 9(3B).

	
	Approved with commercialisation for a period of two years.

	5.16
	Consideration of application of M/s Bharat Biocon Pvt. Ltd, New Delhi for grant of registration for indigenous manufacture of Trichoderma harzianum 1.0% WP under section 9(3B).

	
	Approved with commercialisation for a period of two years.

	5.17
	Consideration of application of M/s Sri Haritha Agro Products, Martur (A.P.) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP under section 9(3B).

	
	Not approved as the ATR received from CIL do not confirming to the specifications. 

	5.18
	Consideration of application of M/s Agri Gold Organics (P) Ltd, Vijaywada for 3rd extension of provisional registration of Pseudomonas fluorescens 0.5% WP for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.19
	Consideration of application of M/s Pruthvi fertilizers (P) Ltd., Bhopal for 3rd extension of provisional registration of Pseudomonas fluorescens 0.5% WP for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.20
	Consideration of application of M/s Nirmal Seeds Pvt. Ltd, Pachora, Jalgaon for 3rd extension of provisional registration of Pseudomonas fluorescens 0.5% WP for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.21
	Consideration of application of M/s Agri Gold Organics (P) Ltd., vijaywada for 3rd extension of provisional registration of Trichoderma viride 1% WP for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation. As this is the 3rd extension, no further extension shall be considered.

	5.22
	Consideration of application of M/s Prabhat Fertilizer & Chemical Works, Karnal for grant of registration for indigenous manufacture of Pseudomonas fluorescens 1.0% under section 9(3B).

	
	Approved with commercialisation for a period of two years
subject to submission of Registration Code No. with respect to deposition of microbial strain in the National Repository as per decision of 314th meeting of the Committee. The process of generation of Certificate of Registration shall be initiated only after receipt of Code No. in the Sectt. of CIB&RC.

	
	9(3) CASES

	6.1
	Consideration of an application of M/s EI DuPont India Pvt. Limited, Gurgaon for grant of registration for Import of Azimsulfuron 50% DF, without registering its Technical, under section 9(3).

	
	The Committee deliberated the agenda in detail and decided that a clarification regarding the variation in purity of the technical grade material submitted to Chemistry and Toxicology disciplines may be obtained.

	6.2
	Consideration of an application of M/s Excel Crop Care Ltd, Mumbui for grant of registration for indigenous manufacture of Aluminium Phosphide 6% Tablet under section 9(3).

	
	Approved.

	6.3
	Consideration of an application of M/s P.I. Industries Limited, Gurgaon for grant of registration for Import of Dinotefuran 20% SG, without registering its Technical under section 9(3).

	
	Approved subject to fixation of MRL.

	6.4
	Consideration of an application of M/s United Phosphorus Ltd., Mumbai for grant of registration of Flonicamid 50% WG, without registering its Technical for Indigenous Manufacture under section 9(3).

	
	Approved subject to fixation of MRL.

	6.5
	Consideration of application of M/s PNP & Associates Pvt. Ltd, Faridabad for the registration of Paclobutrazol 23% SC (PGR) for import and repacking under section 9(3) of Insecticides Act, 1968.

	
	The Committee deliberated the agenda in detail and approved the grant of registration u/s 9(3) as under:

i.       As the product is already in use in India for more than a decade as also in view of its method of application, RC decided to waive off the requirement of the data on toxicity on Honey-bees.
ii.       Stipulate condition that the applicant shall submit the data on technical for sub-acute oral toxicity in dog and toxicity to live stock within a period of one year from the date of issue of certificate of registration, failing which the registration shall be deemed invalid.

	6.6
	Consideration of the application of M/s Reckitt Benckiser (India) Ltd., New Delhi for registration of Bifenthrin 0.05% Mosquito coil (11 hours min.) under section 9(3) of the Insecticides Act,1968.

	
	Approved.

	6.7
	Consideration of an application of M/s Makhteshim Agan India Pvt. Limited, Hyderabad for grant of registration for import of Novaluron Technical – a case for deemed registration subsequent to registering of its formulation for import without registering its Technical – under section 9(3).

	
	Approved with the condition that a sample of technical material shall be taken from the first consignment, as & when imported, and tested in CIL. 

	6.8
	Consideration of application of M/s Sumitomo Chemicals Pvt. Ltd, Mumbai for grant of registration of technical import of Metafluthrin Technical along with indigenous manufacture of Metafluthrin 5% EC, Metafluthrin 0.005% Mos. Coil under section 9(3).

	
	The Committee deliberated the agenda in detail and constituted a sub-committee comprising
i. Dr (Mrs.) Rajni, ICMR                                          Chairperson;

ii. Sh. S. Manivannan, DCGI                                       Member;
iii. Dr. (Mrs.) Uma Tekur, Director Prof.                       Member; and

      Deptt. of Pharmacology, MAMC

iv. Dr. Sushil K. Khurana, Consultant (Path)                Member-Secretary

to look into the requirement of data on inhalation toxicity as recommended by toxicology review panel of the council in the meeting held on 17.6.2011. The sub-committee shall also look into the minimum duration of the inhalation toxicity study and submit its recommendation to the Registration Committee.

	6.9
	Consideration of application of M/s T. Stanes & Company Limited, Coimbatore (TN) for grant of registration for indigenous manufacture of Metarhizium anisoplliae 1.15% WP formulation u/s 9(3).

	
	Approved.

	7.0
	9(4) Cases 


	7.1
	List of applications for regn. u/s 9(4) 

	
	Approved. The committee also noted the corrections carried out while issuing the certificates of registration.

	7.2
	Consideration of application of M/s Sundew Life Sciences Pvt. Ltd., Coimbatore for grant of registration for indigenous manufacture of Clodinafop Propargyl technical under section 9(4).

	
	Approved.

	7.3
	Consideration of application of M/s Meghmani Organics Limited, Ahmedabad for grant of registration for indigenous manufacture of Thiodicarb Technical under section 9(4).

	
	Approved.

	7.4
	Consideration of application of M/s Meghmani Organics Limited, Ahmedabad for grant of registration for indigenous manufacture of Monocrotophos Technical under section 9(4).

	
	Approved.

	7.5
	Consideration of application of M/s Bharat Rasayan Limited, New Delhi for grant of registration for indigenous manufacture of Temephos Technical under section 9(4).

	
	Approved.

	7.6
	Consideration of application of M/s Shriya Chemicals Pvt. Ltd, Mumbai for grant of registration for indigenous manufacture of Hexaconazole Technical under section 9(4).

	
	Approved.

	7.7
	Consideration of application of M/s Indofil Chemicals Company, Mumbai for grant of registration for indigenous manufacture of Hexaconazole Technical under section 9(4).

	
	Approved.

	7.8
	Consideration of application of M/s Bharat Chemical Industries, Hassan, Karnataka for grant of registration for indigenous manufacture of Copper Sulphate technical under section 9(4).

	
	Approved subject to fixation of MRL. The Committee also decided that ICAR may be requested to generate residue data, on all the copper compounds, necessary to fix MRL on all the crops. 

	7.9
	Consideration of application of M/s Agrico Organics Ltd, New Delhi for grant of registration for indigenous manufacture of Isoproturon Technical under section 9(4).

	
	Approved.

	7.10
	Consideration of application of M/s Shivalik Rasayan Ltd., New Delhi for grant of registration for indigenous manufacture of Glyphosate Technical under section 9(4).

	
	Approved.

	7.11
	Consideration of application of M/s Shivalik Rasayan Ltd, New Delhi for grant of registration of indigenous manufacture of Acephate Technical under section 9(4).

	
	Approved.

	7.12
	Consideration of application of M/s Crystal Phosphates Ltd., Delhi for grant of registration for indigenous manufacture of Metalaxyl Technical under section 9(4).

	
	Approved.

	7.13
	Consideration of application of M/s Shivalik Rasayan Ltd., New Delhi for grant of registration for indigenous manufacture of Hexaconazole Technical under section 9(4).

	
	Approved.

	7.14
	Consideration of application of M/s Mega Innovative Crops Pvt. Ltd., Ankleshwar, Bharuch (Gujarat) for grant of registration for indigenous manufacture of Metalaxyl Technical under section 9(4).

	
	Approved.

	7.15
	Consideration of application of M/s Crop Life Science Ltd, Ankleshwar for grant of registration for indigenous manufacture of Hexaconazole Technical under section 9(4).

	
	Approved.

	8.0
	Endorsement Cases 

	8.1
	Consideration of request of M/s Bayer Crop Science Limited, Mumbai for expansion of bio-efficacy claim of Flubendiamide 39.35% SC w/w in Brinjal and Bengal gram u/s 9(3) of the Insecticides Act, 1968.

	
	Approved.

	8.2
	Consideration of application of M/s Bayer Crop Science Ltd., Mumbai for expansion of label for Glufosinate ammonium 13.5% SL u/s 9(3). 

	
	Approved for use in cotton subject to fixation of MRL.

	8.3
	Consideration of application of M/s Chemtura Chemical India (P) Ltd, Mumbai for expension of bio-efficacy claim for Diflubenzuron 25% WP, control of house fly maggots in Garbage, filth and dumping areas u/s 9(3) of Insecticides Act, 1968.

	
	Approved.

	8.4
	Consideration of application of M/s Dhanuka Agritech Limited for expansion of lab el claim for Quizalofop Ethyl 5% EC under section 9(3) of the Insecticides Act, 1968.

	
	Approved for use in black gram and onion subject to fixation of MRL.

	9.0
	Miscellaneous Items

	9.1
	Consideration of application of Enhancement of Shelf life under section 9(4) of the Insecticides Act, 1968.

	
	Approved (Annexure-III).


	9.2
	MRL fixation of Imidacloprid 17.8% SL on chillies and revision of PHI.

	
	Approved.

	9.3
	Consideration of request of M/s Ajay Biotech (India) Ltd., Pune, for enhancement of Shelf life of Trichoderma viride 1.0% WP u/s 9(3B).

	
	Approved.

	9.4
	Request of M/s E.I. Dupont India Pvt. Ltd., Gurgaon for Import of sample quantity of DPX-Q8U80 5% GR for data generation. 

	
	Approved a quantity of 41.0 kg.

	9.5
	Request of M/s E.I. Dupont India Pvt. Ltd, Gurgaon for Import of sample quantity of DPX-RAB 55 Tech for data generation.

	
	Approved a quantity of 11.0 kg.

	9.6
	Request of E.I. Dupont India PLvt. Ltd., Gurgaon for Import of sample quantity of DPX-RAB 55 10 SC for data generation.

	
	Approved a quantity of 13.0 ltrs.

	9.7
	Consideration of application of M/s P I Industries Ltd., Gurgaon, Haryana for Import permit of sample quantity (27 kg) of KIH 485 – 85% WG.

	
	Approved a quantity of 27.0 kg.

	9.8
	Consideration of application for import permits for Boric Acid and other substances for non-insecticidal use.

	
	The committee decided that the annual requirement of Insecticides for non-insecticidal use shall be considered on the basis of calendar year and the quantities shall be approved for the whole year at one go. Thereafter the committee deliberated the individual cases and approved as per Annexure – IV (part-I, part-II and part-III).

	10.0 
	 Online filing of application for registration under different categories:-      

	10.1
	Summary of disposal of cases including cases being taken up for the approval of Registration Committee.

	
	The Committee deliberated the Agenda in detail and approved the applications which are complete and for which MRLs have been fixed, partially fixed or not required (Reference: page number 359 to 371 of the Agenda). The clarification in respect of applications appearing at Sr. No.22, 29, 156, 260, 275, 281 & 306  may be obtained from the record for further scrutiny. The application placed at Sr..No. 1 and Sr..No. 180 are deleted from the list.  

	11.1
	Any other item with the Permission of Chair.                   

	
	


ANNEXURE -I

Guidelines for Registration of Petroleum derived products like spray oil -  natural mineral oil products

	S.
No.
	Parameter
	Provisional Registration U/s  9 (3B) 
	Regular Registration U/s 9 (3)

	1
	2
	3
	4

	A.
	Chemistry
	

	1.
	Source of  Supply
	R
	R

	2.
	Chemical Composition
	R
	R

	3.
	Chemical Identity
	R
	R

	4.
	Physico - Chemical Properties
	R
	R
	

	5.
	Technical Bulletin
	R
	R

	6.
	Specification
	R
	R

	7.
	Method of Analysis
	R
	R

	8.
	Analytical Test Report
	R
	R

	9.
	Identification& Quantification of identifiable Impurities
	R
	R

	10.
	Shelf-life
	R
	R

	10a. 
	Shelf-life Data
	NR
	R

	11.
	Process of Manufacture
	R
	R

	a.
	Information about Raw Materials Used
	R
	R

	b.
	Source of Supply of  the  raw  materials
	R
	R

	c.
	Stepwise Manufacturing Process
	R
	R

	d.
	Formula of the product
	R
	R

	e.
	Flow sheet diagram of process of manufacture
	R
	R

	12. 
	Documents such as registration certificate / manufacturing license or any other approval under any Government regulation will be acceptable to support that manufacturer is actual producer
	R
	R

	13.
	Certificate from manufacturer that the dealer/ trader is an authorized dealer/ trader of the manufacturer
	R
	R

	14.
	A test report about the quality of the product from a laboratory as per GLP scheme or from a company with ISO-9000 certification. This requirement will be provided along with first consignment. Thereafter, each consignment should have proper analytical test report of the manufacturer
	R
	R

	15.
	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 standard impurities are also to be provided for chemical verification. In process sample is to be provided with appropriate undertaking 
	R
	R

	16.
	Methodology for residue estimation as per BIS format
	R
	R

	B.
	Bio-efficacy & residue
	

	17. 
	Bio-effectiveness *
	R
	R

	18.
	Phytotoxicity*
	R
	R

	19.
	Effect on parasite & predators*
	R
	R

	20.
	Compatibility with other chemicals if claimed
	R
	R

	21.
	Residues in plant
	R
	R

	22.
	Residues in soil
	R
	R

	23
	Residue tolerance limits fixed by foreign countries
	R
	R

	24
	Registration status in foreign countries
	R
	R

	C.
	Toxicity
	

	25.
	Acute oral in rat & mice
	R
	R

	26.
	Acute dermal
	R
	R

	27.
	Acute inhalation
	R
	R

	28.
	Primary skin irritation
	R
	R

	29.
	Irritation to mucous membrane
	R
	R

	30.
	Neurotoxicity
	NR
	R

	31.
	Teratogenicity
	NR
	R

	32.
	Effect on reproduction
	NR
	R

	33.
	Carcinogenicity
	NR
	R

	34.
	Metabolism
	NR
	R

	35.
	Mutagenicity
	NR
	R

	36.
	Toxicity to birds
	R
	R

	37.
	Toxicity to fish
	R
	R

	38.
	Toxicity to honeybees
	R
	R

	39.
	Medical data
	R
	R

	40.
	Human  toxicity  information from foreign countries
	R
	R

	D.
	Packaging & labeling
	

	41
	Labels and leaflets as per IR-1971 existing norms (i) for size 250 ml & below (ii) for 500 & above
	R
	R

	42
	Labels to contents
	R
	R

	a.
	Detailed Chemical composition
	R
	R

	b.
	Purpose for import / manufacture
	R
	R

	c.
	Antidote
	R
	R

	d.
	Toxicity triangle
	R
	R

	e.
	Cautionary statement
	R
	R

	f.
	Brief direction concerning usages
	R
	R

	g.
	Restriction,  if any
	R
	R

	43.
	Leaflets to contain
	R
	R

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

	b.
	Introductory paragraph about the pesticide 
	R
	R

	c.
	Detailed directions concerning usages
	R
	R

	d.
	Time of application 
	R
	R

	e.
	Application equipment
	R
	R

	f.
	Waiting Period
	R
	R

	g.
	Symptoms of poisoning
	R
	R

	h.
	First-aid measures
	R
	R

	i.
	Antidote & treatment
	R
	R

	j.
	Restriction, if any
	R
	R

	k.
	Instruction for storage
	R
	R

	l.
	Information regarding disposal of used packages.
	R
	R

	44.
	Type of packaging (packaging  material + compatibility with content)
	R
	R

	45.
	Manner of packaging
	R
	R

	46.
	Specification for primary package
	R
	R

	47.
	Specification for secondary packaging
	R
	R

	48.
	Specification for transport packaging
	R
	R

	49. 
	Manner of labeling
	R
	R

	50.
	Performance of container during storage stability test
	NR
	R


* Bio-efficacy data on target pests (diseases, insects, nematodes etc.) be generated by ICAR/CSIR Institutes/SAUs based on multilocation (minimum three locations for 9(3) & two locations for 9 (3b) for two season is required. 
Annexure II

Acute Eye Irritation
Objective/Purpose

To assess the eye irritation / corrosion potential of pesticide. 

Animal welfare Approach for Eye Irritation test 
In view of animal welfare concerns, prior to the test for acute eye irritation/corrosion, a weight-of-the-evidence analysis should be performed on the existing relevant data. Where insufficient data are available, it is recommended that they be developed through application of sequential testing. 
In addition, the findings of dermal irritation/corrosion test is to be considered to predict eye corrosion prior to undertaking detail eye irritation test. Materials which have demonstrated definite corrosion or severe irritation in a dermal study, need not be further tested for eye irritation. 


1. Principle of  the Test 
The test article is instilled in a single dose to one eye of the test animal; untreated eye serves as a control. The eyes are examined at regular intervals for irritation/corrosion; and their reversibility.  Other effects in the eye and adverse systemic effects are also observed for complete evaluation  of effects. Moribund or severely distressed animals are humanely killed.  

2. Test Animals
Selection of Animal Species: The albino rabbit is the preferred animal species.


3. Age

Healthy young adult animals (not older than 2 years and having no ocular abnormality in ophthalmological examination of eye) are to be included in the study. 

4. Housing & Feeding Conditions 

Temperature - 22±3ºC

Relative Humidity – 50-60% (However, humidity should not be below 30% or exceed                                 70%  at any given point of time).

Lighting  –  12 hours light and dark cycle

Diet and water – Standard laboratory diet specific to the species and  filtered water, free                             
from contamination

5. Acclimatization 
The animals should be acclimatized to the laboratory conditions for at least 5 days by keeping in individual cages prior to dosing. 
6. Application Method

Before inducting the animals in the experiment, both the eyes of all test animals are to be examined within 24 hrs. before the start of test. The substance to be tested should be placed in a single dose in the conjunctival sac to one of the eyes of the experimental animal; the untreated eye serves as the control. 

7. Number  of animals

Maximum 3 animals. Initial test is to be performed on one animal followed by confirmatory test in 1-2 additional animals. If a corrosive or severe irritant effect is observed in the initial test, no further testing to be undertaken.  If a corrosive effect is not observed then irritant or negative response is to be confirmed by testing in sequential manner in one animal at a time, rather than exposing the two additional animals simultaneously. If the second animal reveals corrosive or severe irritant effects, the test is not continued. In case of weak or moderate irritant responses on 2nd animal  it can be confirmed on 3rd rabbit.

8.  Dose Levels 
Liquids:  A dose of 0.1 ml ; 
Solids, pastes :  a volume of 0.1 ml or a weight of not more than 100 mg.
Note: If the test substance is solid or granular, grind it to a fine dust.  Local anesthetics may be used on a case-by-case basis. If the weight-of-the-evidence analysis indicates that the substance has the potential to cause pain, or initial testing shows that a painful reaction will occur, a local anesthetic may be used prior to instillation of the test substance. The type, concentration, and dose of the local anesthetic should be carefully selected to ensure that differences in reaction to the test substance will not result from its use. The control eye should be similarly anaesthetized. 

9. Exposure duration

The eyes of the test animals should not be washed for at least 24 hours following instillation of the test substance, except for solids and in case of immediate corrosive or irritating effects where it should be washed after 1 hour. 

If   required, for   some   substances   shown   to   be   irritating   by   this   test,   additional testing may be indicated using animals where eyes are washed soon after instillation of the substance. 
Half a minute after instillation, the eyes of the animals are washed with water for 30 sec, using a volume and velocity of flow which should not cause injury. However, this is optional.
10. Observations and Examination 

The eyes should be examined at 1, 24, 48, and 72 hours as per the prescribed scale  given below w.r.t grading of ocular lesions  (0-4) on Cornea, Iris, Conjunctivae.  
If animals do not develop ocular lesions during first 3 days after instillation   then study can be terminated.  Any other effect/lesion in the eye (e.g. Staining, pannus etc.) or adverse systemic effect should be recorded. 
Animals with mild to moderate lesions should be observed until the lesions clear or for 21 days in order to determine their reversibility or irreversibility. 
Animals with severe pain or distress due to severe eye lesions known to be irreversible, should be humanely killed without delay and the substance assessed accordingly.

11. Result Assessment 

GRADING OF OCULAR LESIONS

Cornea

Opacity: degree of density (readings should be taken from most dense area)*

No ulceration or opacity...................................................................................................................0

Scattered or diffuse areas of opacity (other than slight dulling of normal lustre);

details of iris clearly visible ............................................................................................................ 1

Easily discernible translucent area; details of iris slightly obscured ...............................................2

Nacrous area; no details of iris visible; size of pupil barely discernible .........................................3

Opaque cornea; iris not discernible through the opacity .................................................................4

Maximum possible: 4

* The area of corneal opacity should be noted

Iris

Normal ...............................................................................................................................................0

Markedly deepened rugae, congestion, swelling, moderate circumcorneal hyperaemia;

or injection; iris reactive to light (a sluggish reaction is considered to be an effect ..........................1

Hemorrhage, gross destruction, or no reaction to light ......................................................................2

Maximum possible: 2

Conjunctivae

Redness (refers to palpebral and bulbar conjunctivae; excluding cornea and iris)

Normal ................................................................................................................................................0

Some blood vessels hyperaemic (injected) .........................................................................................1

Diffuse, crimson colour; individual vessels not easily discernible .....................................................2

Diffuse beefy red.................................................................................................................................3

Maximum possible: 3

Chemosis

Swelling (refers to lids and/or nictating membranes)

Normal ..................................................................................................................................................0

Some swelling above norma .................................................................................................................1

Obvious swelling, with partial eversion of lids.....................................................................................2

Swelling, with lids about half closed ....................................................................................................3

Swelling, with lids more than half closed .............................................................................................4

Maximum possible: 4
12. Toxicity  endpoint

Irritation or corrosion of eye

Annexure II

Acute Inhalation Toxicity

Objective/Purpose 
To obtain scientific information regarding health hazards that may result from a single exposure to the agricultural chemical via inhalation which possibly gets into body through respiratory tract.  
1. Principle of the Test 

To provide a concentration-response relationship ranging from non-lethal to lethal outcomes to derive a median lethal concentration ( 
LC50).  Groups of animals are exposed to a limit concentration (limit test) or a series of concentrations in a stepwise procedure for a duration of 4 hrs. The animals are observed for mortality. Moribund animals or animals in distress should be humanely killed and considered in the same way as animals that died due to exposure. 

2. Test animals 

Selection of  animal species : Rat is the preferred species and justification should be provided if other species  are used. Females should be nulliparous and non-pregnant.

3. Age 

On the exposure day, animals should be healthy young adults 8 to 12 weeks of age.  

4.   Weight 

On the exposure day, body weights should be within ±20% of the mean weight for each sex of any previously exposed animals of the same age.
5. Housing and Feeding Conditions 
Temperature - 22±3ºC

Relative Humidity – 50-60% (However, humidity should not be below 30% or exceed                                 70%  at any given point of time).

Lighting  –  12 hours light and dark cycle

Diet and water – Standard laboratory diet specific to the species and  filtered water, free                             
from contamination
6. Acclimatization 


The animals should be acclimatized to the laboratory conditions for at least 5 days by keeping in individual cages prior to dosing. Animals  should  also  be  acclimatized  to   the   test   apparatus   for   a   short   period  prior  to  testing,  as   this  will  reduce the stress caused by introduction to the new environment.

7. Exposure method 

Expose animals to test substance as a gas, vapour, aerosol or a mixture thereof, for 4 hours using Standard Inhalation Equipment.  The preferred mode of exposure is nose- only ( also include  head only, snout –only). If whole body mode of exposure is used, then the objective to select this mode be justified.  Water may be provided during whole body exposure.  Do not provide food. 

The flow of air through the chamber should be carefully controlled, continuously monitored, and recorded at least hourly during each exposure. Particle size should be performed for all aerosols and for vapours that may condense to form aerosols. The  particle size (aerodynamic mass median size) of 1-4 μm is recommended or use the minimum particle size with which it is possible to conduct the test. Temperature of 22± 3ºC and 30-70% humidity should be maintained in the chamber.

When a vehicle is used for maintaining the proper concentration and particle size of the test substance in the exposure environment, it is desirable   to use water or  a vehicle that is known to be non-toxic, or that will not affect the test results. When necessary, conduct studies with a vehicle control group. Particulate material may be mechanically processed to achieve the required particle size distribution. 

8. Number of animals  
Three animals per sex for each dose level in sighting study and limit test and 5 animals per sex for each dose level for main study.  

9. Dose Levels and Administration of doses  
i) Sighting study

3 male and 3 female animals are exposed to single or more concentrations to determine test article potency, identify test substance susceptibility to particular sex, if any. It will assist in selecting the dose for the main study, limit test.

ii) Limit Test

Limit test is undertaken when test substance is known or expected to be non-toxic. 

Single group of 3 males and 3 females is exposed to the test article at a limit concentration of 5 mg/L (aerosol with respirable particle size) and 20 mg/L for vapour and gases. If a test article’s physical or chemical properties make it impossible to attain a limit concentration, the maximum attainable concentration should be tested. It is important to maintain the  respirable particle size ( MMAD) of 1-4µm. For aerosols it is possible at the concentration of 2 mg/litre with most of the test substances. Therefore, aerosol testing for concentration more than 2mg/litre should only be done if respirable particle size can be achieved. If no lethality is demonstrated, no further detailed testing for acute inhalation toxicity is needed. If compound-related mortality or moribundity is produced, further study may need to be considered and the results of limit test may be used as sighting study for further testing at other concentrations.  

iii) Main Test (Number of animals, dose levels etc.)
5 male and 5 female animals (or 5 animals of the susceptible sex, if known) are exposed per concentration level. A minimum of three concentration levels should be used. Alternatively, assign 5 animals, all of the same sex, to each group (at least 3 dosage levels). In addition, administer the substance to at least 1 group of the other sex (preferably at middle or high concentration), to confirm that the other sex does not have a notably high susceptibility. 

10. Observation period 
Animals should be observed for at least 14 days. However, depending on toxic reactions and time of onset and length of recovery period, the period may be extended when considered necessary.

.

11. Observation  and Examination 
i) Animals should be observed frequently during the exposure period and  

           then at least twice after the exposure on that day. Thereafter, at least 

          once daily during the observation period. 

ii) Observations should include condition of skin and fur, eyes and mucus membrane, respiratory, circulatory, autonomic and central nervous system, somato-motor activity and behaviour pattern. Specific observations should be made for tremors, convulsions, salivation, diarrhoea, lethargy, sleep and coma.

iii) Individual animal weights should be recorded once during the acclimatization period, just prior to exposure (day 0), and at least on days 1, 3 and 7 (and weekly thereafter), and at the time of death. Surviving animals are weighed and humanely killed at the end of the post exposure 

iv) All gross pathological changes should be recorded for each animal with particular attention to any changes in the respiratory tract. Histopathology may be considered in the organs showing significant adverse effects.
12. Monitoring of Exposure Conditions

· Airflow should be hourly measured during each exposure.
· Monitoring of test atmosphere concentration: O2 and CO2 concentration in test atmosphere.
· Monitoring of nominal concentration and actual concentration of test article. 
· Particle size distribution of aerosols should be recorded at least twice during four hours exposure. 
· Relative humidity at least thrice during four hours duration. 
13. Result assessment

 

LC50 to be determined with any recognized statistical method.
14. Toxic endpoint:

Mortality or moribund animals. Animals humanely killed due to compound related distress and pain should be recorded as compound related deaths.

15. N.B.

i) The protocol is not suitable for testing of specialized materials such as poorly soluble isometric or fibrous materials or manufactured nanomaterials. 

ii) Testing of concentrations that are expected to cause severe pain or distress in case of test substances having corrosive or irritant properties, should be avoided.

iii) The granular formulation which is non-friable and specifically made to be un-inhalable need not be tested for acute inhalation toxicity. However, attrition test should be carried out with such formulation to show that respirable particles are not produced when granular material is handled.  If an attrition test produces respirable  particles then the inhalation toxicity test should be undertaken. 
Annexure II

Primary Skin Irritation / Corrosion

Objective
To assess the skin irritation/corrosion potential of pesticides in mammals and its reversibility.

Animal welfare Approach for skin irritation test: 
In view of animal welfare concerns, it is recommended that all existing information be analyzed for weight-of-the-evidence prior to undertaking the detailed test for corrosion/irritation of the substance.  When a substance is judged to be corrosive on the basis of a weight-of-the-evidence analysis (viz. - strong acid or strong alkali; evidence of corrosivity/irritation from structurally related substances; results of other in-vitro or ex-vivo test) no further animal testing is needed. Where insufficient data / information are available, application of sequential / simultaneous testing (three patches test) is recommended. If a determination of corrosiveness or irritation cannot be made from 3 patch testing strategy on single animal, then test containing maximum 3 animals to be considered.
1. Principle of in-vivo test:

The test substance is applied to a patch on the skin of test animal for certain duration. The degree of irritation /corrosion and its reversibility is assessed and scored. The untreated skin area serves as control. Severely distressed animals are to be humanely killed.
2. Test Animals
The albino rabbit is the preferred animal species.

3. Age

Healthy young adult rabbit (not older than 2 years).
4.  Housing & Feeding Conditions 

Temperature - 22±3ºC

Relative Humidity – 50-60% (However, humidity should not be below 30% or exceed                                 70%  at any given point of time)
Lighting  –  12 hours light and dark cycle

Diet and water – Standard laboratory diet specific to the species and  filtered water, free                             
from contamination

5. Acclimatization 
The animals should be acclimatized to the laboratory conditions for at least 5 days by keeping them in individual cages prior to dosing. 
6. Application method

The study should be conducted on animals with healthy, intact skin. Approximately 24 hours before the test, fur should be removed from the test area by clipping or shaving from the dorsal area of the trunk of the animals. Care should be taken to avoid abrading the skin.

The test substance should be applied to a small area (approximately 6 cm2) of skin and covered with a gauze patch, which is held in place with non-irritating tape. In cases in which direct application is not possible (e.g., liquids or some pastes), the test substance should first be applied to the gauze patch, which is then to be applied to the skin. Access to the patch and ingestion of the test substance by the animal should be prevented. Untreated skin areas of the test animal serve as the control.

Liquid test substances are generally used undiluted. When testing solids grind it, as appropriate, and moisten it with minimum water, if considered necessary, or, where necessary with another suitable vehicle. When vehicles other than water are used, the potential influence of the vehicle should be minimal on test substance irritation to the skin.
At the end of the exposure period, residual test substance may be removed where practicable, using water or an appropriate solvent without altering the existing response.
7. Number of Animals

Maximum of 3 animals are used. It is strongly recommended that firstly the test be performed initially using one animal.  If the results indicate corrosive property of the test substance then no further testing should be done.  If corrosive effect is not observed in one animal initially exposed to test substance then to confirm the test may be performed on two additional animals.  If an irritant effect is observed in the initial test, the confirmatory test may be done by exposing two additional animals simultaneously or in sequential manner.   

8. Dose level: 

Single dose of 0.5 ml of liquid or 0.5 g of solid or paste is to be applied on the test area. 

9. Exposure duration of Test Material

For products which are likely to be corrosive, up to three test patches to be applied sequentially to the animal. The first patch is removed after 3 minutes. If no serious skin reaction is observed, a second patch is applied at a different site and removed after 1 hour. Based on the results of these applications if it is indicated that exposure can humanely be allowed to extend to 4 hours, a third patch is applied for 4 hrs. 

In  cases when  test substance is not expected to produce corrosion but may be irritating, a single patch should be applied to one animal for four hours.
The irritant or negative response should be confirmed using up to two additional animals, each with one patch, for an exposure period of four hours.

10.  Observation Period

The duration of the observation period should be sufficient to evaluate fully the reversibility of the effects observed.  To determine the reversibility of effects, the animals should be observed up to 14 days after removal of the patches. If reversibility is seen before 14 days, the experiment should be terminated at that time. 
11. Observations and Examination 
Animals should be examined for signs of erythema and edema as per grading of skin reactions guideline table (0-4 Score, as given below), and the responses scored at 60 minutes, and then at 24, 48 and 72 hours after patch removal. 
Besides the observation   regarding   dermal   irritation,   other   toxic   effects   such   as defatting of the skin and any systemic adverse effects (e.g., effects on clinical signs of toxicity and body weight), should be fully described and recorded.  Histopathological examination should be done to clarify equivocal responses. 

12.  Result Assessment 
TABLE: GRADING OF SKIN REACTIONS

Erythema and Eschar Formation

No erythema ……………….……………….......................................................................0 

Very slight erythema (barely perceptible)…………………………………………………1

Well defined erythema..........................................................................................................2

Moderate to severe erythema …………...............................................................................3

Severe erythema (beef redness) to eschar formation preventing grading of erythema.........4

Maximum possible: 4

Oedema Formation

No oedema.............................................................................................................................0

Very slight oedema (barely perceptible) ...............................................................................1

Slight oedema (edges of area well defined by definite raising) ............................................2

Moderate oedema (raised approximately 1 mm) ..................................................................3

Severe oedema (raised more than 1 mm and extending beyond area of exposure) ..............4

Maximum possible: 4

13. Toxicity  endpoint
Presence of irritation/corrosion.
Annexure II

Skin Sensitization Studies

Objective/Purpose 
The objective of these studies is to assess skin sensitization potential of pesticides.  

Animal Welfare Approach  
The LLNA can be used as a first stage in the assessment of skin sensitization potential.  If a positive result is seen, a test substance may be designated as a potential sensitizer, and it may not be necessary to conduct a further guinea pig test.  However, if a negative result is seen in the LLNA, then GPMT (Guinea Pig Maximisa Test or Buehler Test) must be conducted.  The testing laboratory should consider all available information on the test substance prior to conducting the study.  This information should be considered in order to determine whether the LLNA s appropriate for the test substance (given the incompatibility of limited types of test substances with the LLNA) and to aid in dose selection.

The LLNA is an in vivo method and, as a consequence, will not eliminate the use of animals in the assessment of allergic contact sensitizing activity. It has, however, the potential to reduce the number of animals required for this purpose. Moreover, the LLNA offers a substantial refinement (less pain and distress) of the way in which animals are used for allergic contact sensitization testing. However, certain limitations  of LLNA are  false negative findings in the LLNA with certain metals, false positive findings with certain skin irritants [such as some surfactant type chemicals] , or solubility of the test substance. In addition, test substance classes or substances containing functional groups shown to act as potential confounders, may necessitate the use of guinea pig tests. 
I. Local Lymph Node Assay (LLNA)

5. Principle of the Test 

The LLNA studies the induction phase of skin sensitization and provides quantitative data suitable for dose-response assessment. 

The basic principle underlying the LLNA is that sensitizers induce proliferation of lymphocytes in the lymph nodes draining the site of test substance application.  This proliferation is proportional to the dose and to the potency of the applied allergen. Proliferation is measured by comparing the mean proliferation in each test group to the mean proliferation in the concurrent Vehicle Treated Control (VC) group. This is termed as the Stimulation Index (SI), which should be ≥ 3 before classifying the test substance as a potential skin sensitizer.  
6. Test animals 

Selection of animal species: Young Adult nulliparous and non-pregnant Female Mice (CBA/J or CBA/Ca strains)
7. Age 

On the exposure day, animals should be young adults, 8 to 12 weeks of age.  

8. Weight 

On the exposure day, body weights should be within ±20% of the mean weight of any previously exposed animals of the same age.

16. Housing and Feeding Conditions 

Temperature - 22±3ºC; Relative Humidity – 50-60% (However, humidity should not be below 30% or exceed 70%  at any given point of time).

Lighting –  12 hours light and dark cycle

Diet and water – Standard laboratory diet specific to the species and  filtered water, free                             from contamination
17. Acclimatization 
The animals are randomly selected, marked to permit individual identification by any method other than ear marking, and kept in their cages for at least five days prior to the start of dosing to allow for acclimatization to the laboratory conditions. Observe all animals and ensure that none have any skin lesions, before administering the test substance. 
18. Test Procedure:
a) Pre-Screen Test
In the absence of information to determine the highest dose to be tested, a pre-screen test should be performed in order to define the appropriate dose level to test in the LLNA. The purpose of the pre-screen test is to provide guidance for selecting the maximum dose level to use in the main LLNA study, where information on the concentration that induces systemic toxicity and/or excessive local skin irritation is not available. The maximum dose level tested should be 100% of the test substance for liquids or the maximum possible concentration for solids or suspensions.

The pre-screen test is conducted similarly as the main LLNA study, except that no assessment of lymph node proliferation is made and fewer animals per dose group are used. One or two animals per dose group are suggested. All mice will be observed daily for any clinical signs of systemic toxicity or local irritation at the application site. Body weights are recorded pre-test and prior to termination (Day 6). Both ears of each mouse are observed for erythema and scored using Table 1. Ear thickness measurements are taken using a thickness gauge (e.g. digital micrometer or Peacock Dial thickness gauge) on Day 1 (pre-dose), Day 3 (approximately 48 hours after the first dose), and Day 6. Additionally, on Day 6, ear thickness could be determined by ear punch weight determinations, which should be performed after the animals are humanely killed. Excessive local skin irritation is indicated by an erythema score ≥3 and/or an increase in ear thickness of ≥25% on any day of measurement. The highest dose selected for the main LLNA study will be the next lower dose in the pre-screen concentration series that does not induce systemic toxicity and/or excessive local skin irritation. 
          Table 1: Erythema Scores

	Observation
	Score 

	No erythema 
	0

	Very slight erythema (barely perceptible) 
	1

	Well-defined erythema 
	2

	Moderate to severe erythema 
	3

	Severe erythema (beet redness) to eschar formation preventing grading of erythema 
	4


In addition to a 25% increase in ear thickness, a statistically significant increase in ear thickness in the treated mice compared to control mice has also been used to identify irritants in the LLNA. However, while statistically significant increases can occur when ear thickness is less than 25% they have not been associated specifically with excessive irritation.

b) Main Test 
Number of animals and dose levels 
A minimum of four animals is used per dose group and a  minimum 5 groups are to be tested which include a minimum of three groups of the test substance concentration, a concurrent negative control group treated only with the vehicle for the test substance, and a  positive control group. 
Consecutive doses are normally selected from an appropriate concentration series such as 100%, 50%, 25%, 10%, 5%, 2.5%, 1%, 0.5%, etc. Adequate scientific rationale should accompany the selection of the concentration series used. All existing toxicological information (e.g. acute toxicity and dermal irritation) and structural and physicochemical information on the test substance of interest (and/or structurally related test substances) should be considered where available, in selecting the three consecutive concentrations so that the highest concentration maximizes exposure while avoiding systemic toxicity and/or excessive local skin irritation. In the absence of such information, an initial pre-screen test may be necessary.
19. Administration of  doses

Preparation of dosing solutions:  Solid test substances should be dissolved or suspended in solvents/vehicles and diluted, if appropriate, prior to application to an ear of the mice. Liquid test substances may be applied neat or diluted prior to dosing. Test substances should be prepared daily unless stability data demonstrate the acceptability of storage.
20. Main study experimental schedule: The experimental schedule of the assay is as follows: 

Day 1: Individually identify and record the weight of each animal and any clinical observation. Apply 25 μL of the appropriate dilution of the test substance, the vehicle alone, or the PC, to the dorsum of each ear. 

 Days 2 and 3: The application procedure carried out on Day 1 should be repeated. 

 Days 4 and 5: No treatment. 

Day 6: Record the weight of each animal. Inject 250 μL of sterile phosphate-buffered saline (PBS) containing 20 μCi (7.4×105 Bq) of tritiated (3H)-methyl thymidine into all test and control mice via the tail vein. Alternatively, inject 250 μL sterile PBS containing 2 μCi (7.4×104 Bq) of 125I-iododeoxyuridine and 10-5M fluorodeoxyuridine in all mice via the tail vein. Five hours (5 h) later, humanely kill the animals. Excise the draining auricular lymph nodes from each mouse ear and process together in PBS for each animal (individual animal approach); alternatively excise and pool the lymph nodes from each ear in PBS for each treatment group (pooled treatment group approach). Additional parameters such as scoring of ear erythema or ear thickness measurements (obtained either by using a thickness gauge, or ear punch weight determinations at necropsy) may be undertaken to further monitor the local skin response.

a) Preparation of cell suspensions 
A single-cell suspension of lymph node cells (LNC) excised bilaterally using the individual animal approach or alternatively, the pooled treatment group approach is prepared by gentle mechanical disaggregation through 200 micron-mesh stainless steel gauze or another acceptable technique for generating a single-cell suspension. The LNC are washed twice with an excess of PBS and the DNA is precipitated with 5% trichloroacetic acid (TCA) at 4ºC for 18h. Pellets are either re-suspended in 1 mL TCA and transferred to scintillation vials containing 10 mL of scintillation fluid for 3H-counting, or transferred directly to gamma counting tubes for 125I-counting. 

b)
Determination of cellular proliferation (incorporated radioactivity) 

Incorporation of 3H-methyl thymidine is measured by β-scintillation counting as disintegrations per minute (DPM). Incorporation of 125I-iododeoxyuridine is measured by 125I-counting and also is expressed as DPM. Depending on the approach used, the incorporation is expressed as DPM/mouse (individual animal approach) or DPM/treatment group (pooled treatment group approach). 

10.    Observations
a) Clinical Observations 

Each mouse should be carefully observed at least once daily for any clinical signs, either of local irritation at the application site or of systemic toxicity. All observations are systematically recorded with records being maintained for each mouse.  Animals with excessive skin irritation/corrosion or systemic toxicity are sacrificed. 
The following clinical observations may indicate systemic toxicity when used as part of an integrated assessment and therefore may indicate the maximum dose level to use in the main LLNA: changes in nervous system function (e.g. pilo-erection, ataxia, tremors, and convulsions); changes in behaviour (e.g. aggressiveness, change in grooming activity, marked change in activity level); changes in respiratory patterns (i.e. changes in frequency and intensity of breathing such as dyspnea, gasping, and rales), and changes in food and water consumption. In addition, signs of lethargy and/or unresponsiveness and any clinical signs of more than slight or momentary pain and distress, or a >5% reduction in body weight from Day 1 to Day 6, and mortality should be considered in the evaluation. Moribund animals or animals obviously in pain or showing signs of severe and enduring distress should be humanely killed.

b) Body weights 

Body weights of individual animals should be measured at the start of the test and at the scheduled   humane kill.

11.
Result Assessment/Calculation of Results 
Results for each treatment group are expressed as the SI. When using the individual animal approach, the SI is derived by dividing the mean DPM/mouse within each test substance group, and the PC group, by the mean DPM/mouse for the solvent/VC group. The average SI for the VCs is then one. When using the pooled treatment group approach, the SI is obtained by dividing the pooled radioactive incorporation for each treatment group by the incorporation of the pooled VC group; this yields a mean SI. 

The result is considered as positive when SI ≥ 3. However, the strength of the dose-response, the statistical significance and the consistency of the solvent/vehicle and PC responses may also be used when determining whether a borderline result is declared positive. 

Collecting radioactivity data at the level of the individual mouse will enable a statistical analysis for presence and degree of dose-response relationship in the data. Any statistical assessment could include an evaluation of the dose-response relationship as well as suitably adjusted comparisons of test groups (e.g. pair-wise dosed group versus concurrent VC comparisons). 

12. Toxicity endpoint 
The methods described here are based on the use of in vivo radioactive labeling to measure an increased number of proliferating cells in the draining auricular lymph nodes.  However, other end points for assessment of the number of proliferating cells may be employed provided the PS (?)  requirements are fully met. 
13. Reliability check:  Inclusion of a concurrent Positive Control (PC) is recommended and allows for an assessment. The PC should produce a positive LLNA response at an exposure level expected to give an increase in the SI > 3 over the negative control (NC) group. The PC dose should be chosen such that it does not cause excessive skin irritation or systemic toxicity and the induction is reproducible but not excessive (i.e. SI > 20). The test substances which are preferred for use as PC are  25% hexyl cinnamic aldehyde (Chemical Abstracts Service [CAS] No 101-86-0) in acetone: olive oil (4:1, v/v) and 5% mercaptobenzothiazole (CAS No 149-30-4) in N,N-dimethylformamide . 

Although the PC test substance should be tested in the vehicle that is known to elicit a consistent response (e.g. acetone: olive oil; 4:1, v/v), there may be certain regulatory situations in which testing in a non-standard vehicle (clinically/chemically relevant formulation) will also be necessary (24). If the concurrent PC test substance is tested in a different vehicle than the test substance, then a separate VC for the concurrent PC should be included. 
II. Guinea Pig Sensitization Test (GPMT)
1.  Principle of the Test 
The test animals are initially exposed to the test substance by intradermal injection and/or epidermal application (induction exposure). Following a rest period of 10 to 14 days (induction period), during which an immune response may develop, the animals are exposed to a challenge dose. The extent and degree of skin reaction to the challenge exposure in the test animals is compared with that demonstrated by control animals which undergo sham treatment during induction and receive the challenge exposure. 
2. Selection of animals 

Male and/or female healthy young adult Guinea pig is used. If females are used they should be nulliparous and non-pregnant. 

3. Housing and feeding conditions 
The temperature of the experimental animal room should be 20oC (+ 3oC) and the relative     humidity 30-70 per cent. Where the lighting is artificial, the sequence should be 12 hours light, 12 hours dark. For feeding, conventional laboratory diets may be used with an unlimited supply of drinking water. It is essential that guinea pigs receive an adequate amount of ascorbic acid. 
4. Acclimatization 

Animals are acclimatized to the laboratory conditions for at least 5 days prior to the test.
9. Preparation of the animals 

Before the test, animals are randomized and assigned to the treatment groups. Removal of hair is by clipping, shaving or possibly by chemical depilation. Care should be taken to avoid abrading the skin. The animals are weighed before the test commences and at the end of the test. 
10. Number of animals 
A minimum of 10 animals is used in the treatment group and at least 5 animals in the control group. In case it is not possible to conclude that the test substance is a sensitizer, testing in additional animals to give a total of at least 20 test and 10 control animals is recommended.

11. Dose levels 
The concentration of test substance used for each induction exposure should be well-tolerated systemically and should be the highest to cause mild-to-moderate skin irritation. The concentration used for the challenge exposure should be the highest non-irritant dose. The appropriate concentrations can be determined from a pilot study using two or three animals. 
12. Experimental Schedule 
a) INDUCTION: INTRADERMAL INJECTIONS 
Day 0 - treated group 
Three pairs of intradermal injections of 0.1 ml volume are given in the shoulder region which is cleared of hair so that one of each pair lies on each side of the midline. Injection 1: ; 1:1 mixture (v/v) FCA/water or physiological saline Injection 2: the test substance in an appropriate vehicle at the selected concentration Injection 3: the test substance at the selected concentration formulated in a 1:1 mixture (v/v) FCA/water or physiological saline. 
In injection 3, water soluble substances are dissolved in the aqueous phase prior to mixing with FCA. Liposoluble or insoluble substances are suspended in FCA prior to combining with the aqueous phase. The concentration of test substance shall be equal to that used in injection 2. 

Day 0 - control group 
Three pairs of intradermal injections of 0.1 ml volume are given in the same sites as in the treated animals. 
Injection 1: a 1:1 mixture (v/v) FCA/water or physiological saline 
Injection 2: the undiluted vehicle 

Injection 3: a 50% w/v formulation of the vehicle in a 1:1 mixture (v/v) FCA/water or physiological saline. 
b) INDUCTION: TOPICAL APPLICATION 
Day 5-7 -treated and control groups 
Approximately twenty-four hours before the topical induction application, if the substance is not a skin irritant, the test area, after close-clipping and/or shaving is painted with 0.5 ml of 10% sodium lauryl sulphate in vaseline, in order to create a local irritation. 

Day 6-8 - treated group 
The test area is again cleared of hair. A filter paper (2 x 4 cm) is fully-loaded with test substance in a suitable vehicle and applied to the test area and held in contact by an occlusive dressing for 48 hours. The choice of the vehicle should be justified. Solids are finely pulverized and incorporated in a suitable vehicle. Liquids can be applied undiluted, if appropriate. 

Day 6-8 - control group 
The test area is again cleared of hair. The vehicle only is applied in a similar manner to the test area and held in contact by an occlusive dressing for 48 hours. 

Challenge: Topical Application 
Day 20-22 -treated and control groups 
The flanks of treated and control animals are cleared of hair. A patch loaded with the test substance is applied to one flank of the animals and, when relevant, a patch loaded with the vehicle only may be applied to the other flank. The patches are held in place by an occlusive dressing which removed after 24 hours. 
13. Observations -treated and control groups 
It is recommended to undertake the blind reading of test and control animals. 

-approximately 21 hours after removal of the patch the challenge area is cleaned and closely clipped and/or shaved or depilated; 

-approximately 3 hours later (approximately 48 hours from the start of the challenge application) the skin reaction is observed and recorded according to the grades shown below; in the Table. 

-approximately 24 hours thereafter another observation (72 hours from the start of the challenge application) is made. 
TABLE: MAGNUSSON AND KLIGMAN GRADING SCALE FOR THE EVALUATION OF CHALLENGE PATCH TEST REACTIONS 
0 = no visible change 1 = discrete or patchy erythema 2 = moderate and confluent erythema 3 = intense erythema and swelling 
Rechallenge
If it is necessary to clarify the results obtained in the first challenge, a second challenge (i.e. a rechallenge), where appropriate with a new control group, should be considered approximately one week after the first one. A rechallenge may also be performed on the original control group. 
Clinical observations 
All skin reactions and any unusual findings, including systemic reactions, resulting from induction and challenge procedures should be observed and recorded. Other procedures, e.g. histopathological examination, the measurement of skin fold thickness, may be carried out to clarify doubtful reactions. 
14. Reliability check 
The sensitivity and reliability of the experimental technique used should be assessed every six months by use of substances which are known to have mild-to-moderate skin sensitization properties. 

In a properly conducted test, a response of at least 30% in an adjuvant test and at least 15% in non-adjuvant test should be expected for mild/moderate sensitizers. Preferred substances are hexyl cinnamic aldehyde (CAS No. 101-86-0), mercaptobenzothiazole (CAS No. 149-30-4) and benzocaine (CAS No. 94-09-7). There may be circumstances where, given adequate justification, other control substances meeting the above criteria may be used. 

III. BUEHLER TEST METHOD
1. Principle of Test 
The test animals are initially exposed to the test substance by intradermal injection and/or epidermal application (induction exposure). Following a rest period of 10 to 14 days (induction period), during which an immune response may develop, the animals are exposed to a challenge dose. The extent and degree of skin reaction to the challenge exposure in the test animals is compared with that demonstrated by control animals which undergo sham treatment during induction and receive the challenge exposure. 
2. Selection of animals
Male and/or female healthy young adult Guinea pig is used. If females are used they should be nulliparous and non-pregnant. 

3. Housing & Feeding conditions 
The temperature of the experimental animal room should be 20oC (+ 3oC) and the relative     humidity 30-70 per cent. Where the lighting is artificial, the sequence should be 12 hours light, 12 hours dark. For feeding, conventional laboratory diets may be used with an unlimited supply of drinking water. It is essential that guinea pigs receive an adequate amount of ascorbic acid. 

4. Acclimatization 

Animals are acclimatized to the laboratory conditions for at least 5 days prior to the test.
5. Number of Animals 
A minimum of 20 animals is used in the treatment group and at least 10 animals in the control group mals 
6. Dose levels
i) 
The concentration of test substance used for each induction exposure should be the highest to cause mild irritation. The concentration used for the challenge exposure should be the highest non-irritating dose. The appropriate concentration can be determined from a pilot study using two or three animals. 
ii) 
For water soluble test materials, it is appropriate to use water or a dilute non-irritating solution of surfactant as the vehicle. For other test materials 80% ethanol/water is preferred for induction and acetone for challenge. 

7. Experimental Schedule 
Induction: Topical application 
Day 0 - treated group 
One flank is cleared of hair (closely-clipped). The test patch system should be fully loaded with test substance in a suitable vehicle or liquid test substances can be applied undiluted, if appropriate. The test patch system is applied to the test area and held in contact with the skin by an occlusive patch for 6 hours. 

Day 0 - control group 
One flank is cleared of hair (closely-clipped). The vehicle only is applied in a similar manner to that used for the treated group. The test patch system is held in contact with the skin by an occlusive patch for 6 hours . 

Days 6-8 and 13-15 -treated and control groups 
The same application as on day 0 is carried out on the same test area (cleared of hair if necessary) of the same flank on day 6-8, and again on day 13-15. 

Challenge 
Day 27-29 -treated and control groups 
The untreated flank of treated and control animals is cleared of hair (closely-clipped). An occlusive patch containing the appropriate amount of test substance is applied, at the maximum non-irritant concentration, to the posterior untreated flank of treated and control animals.

When relevant, an occlusive patch or chamber with vehicle only is also applied to the anterior untreated flank of both treated and control animals. The patches are held in contact by a suitable dressing for 6 hours.

8. Observations -treated and control groups

 It is recommended to undertake blind reading of test and control animals.

	-
	approximately 21 hours after removing the patch the challenge area is cleared of hair; 

	-
	approximately nine  hours later (approximately 30 hours after application of the challenge patch) the skin reactions are observed and recorded according to the grades shown in the Guinea-Pig Maximisation Test

	
	approximately 24 hours after the 30 hour observation (approximately 54 hours after application of the challenge patch) skin reactions are again observed and recorded. 


Rechallenge
If it is necessary to clarify the results obtained in the first challenge, a second challenge (i.e. a rechallenge), where appropriate with a new control group, should be considered approximately one week after the first one. The rechallenge may also be performed on the original control group.

9. Clinical observations 
All skin reactions and any unusual findings, including systemic reactions, resulting from induction and challenge procedures should be observed and recorded. Other procedures, e.g. histopathological examination, measurement of skin fold thickness, may be carried out to clarify doubtful reactions.
10. Reliability check 
The sensitivity and reliability of the experimental technique used should be assessed every six months by use of substances which are known to have mild-to-moderate skin sensitization properties. 

In a properly conducted test, a response of at least 30% in an adjuvant test and at least 15% in non-adjuvant test should be expected for mild/moderate sensitizers. Preferred substances are hexyl cinnamic aldehyde (CAS No. 101-86-0), mercaptobenzothiazole (CAS No. 149-30-4) and benzocaine (CAS No. 94-09-7). There may be circumstances where, given adequate justification, other control substances meeting the above criteria may be used. 

Annexure-III

Decision of RC on the applications for Enhancement of Shelf-life 
under section 9(4) of the Insecticides Act, 1968
	S.

No.
	File No.
	Name of the applicant (M/s)
	Name of the Product
	Registration No.
	Shelf-life approved for enhancement

	1.
	23-48/2011-CIR-I
	M/s B.R. Agrotech Ltd., New Delhi, 1505 Vikram Tower, Rajendra Place, New Delhi – 110 008.
	Malathion 50% EC
	CIR-33,898/2000-MALATHION(EC)-2080
	From   1 year to 1 ½ years

	2.
	23-53/2011-CIR-I
	M/s Sulphur Mills Limited, 604/605, 349 Business Point, Western Express Highway, Andheri East, Mumbai – 400 069.
	Fipronil 5% SC
	CIR-43,379/2003-Fipronil (SC) (230)-86
	From 1 year to 2 years

	3.
	23-55/2011-CIR-I
	M/s Dhanuka Agritech Limited, Dhanuka House, 861-862, Joshi Road, Karol Bagh, New Delhi – 110 005.
	Carbendazim 12% + Mancozeb 63% WP
	CIR-33,114/2000/ Carbendazim+ Mancozeb (WP) - 660
	From 1 year to 2 years

	4.
	3-33/2011-CIR-I
	M/s Shreeji Pesticides Pvt. Ltd., 409, 4th Floor, Salcon Aurum, Plot No 4, Dist. Centre, Jasola, New Delhi – 110025.
	Dichlorovos 76% EC
	CIR-12,670/91/ Dichlorvos (EC) – 349
	From 1 year to 2 years

	5.
	23-50/2011-CIR-I
	M/s Unikil Pesticides Pvt. Ltd., 17/1, B&C, Industrial Estate, Vidisha, M.P.- 464 002.
	Dichlorovos 76% EC
	CIR-11858/90/ Dichlorvos (EC) –332
	From 1 year to 2 years

	6.
	3-31/2011-CIR-I
	M/s Shreeji Pesticides Pvt. Ltd., Block 69/P, Village – Manjusar – 391775 Tal. Savli, Dist. Vadodara.
	Triazophos 40% EC 
	CIR-33,093/2000/ Triazophos(EC) –101
	From 1 year to 2 years


- 2 -

	7.
	24-56/2011-CIR-I
	M/s Dhanuka Agritech Limited, Dhanuka House, 861-862, Joshi Road, Karol Bagh, New Delhi – 110 005.
	Flusilazole 40% EC
	CIR-54,573/2006/ Flusilazole(EC) (266)-2
	From 1 year to 2 years

	8.
	23-52/2011-CIR-I
	M/s Sulphur Mills Limited, 604/605, 349 Business Point, Western Express Highway, Andheri East, Mumbai – 400 069.
	Fipronil 0.3% Gr. 
	CIR-56,653/2007- Fipronil (GR) (274) -140
	From 1 year to 2 years

	9.
	17-195/2011-CIR-II
	M/s Paramount Pesticides Ltd., 35/3A/3, Old Delhi Octroi Post, Delhi Road, Meerut – 250 002.
	Mancozeb 75% WP
	CIR-11,296/90-Mancozeb(WP) 305
	From 1 year to 2 years

	10.
	3-45/2011-CIR-I
	M/s Tagros Chemicals India Ltd., “Jhaver Centre” Rajah Annamalai Building, IV Floor, 72, Marshalls Road, Egmore, Chennai – 600 008 (TN).
	Temephos 50% EC
	CIR-61,434/2008-Temephos(EC)-(294)-183
	From 1 year to 2 years

	11.
	23-46/2011-CIR-I
	M/s Sree Ramcides Chemicals Pvt. Ltd., Aishwarya Complex, I,II & III Floor, 7, Duraisamy Road, T.Nagar, Chennai-600 017.
	Dichlorvos 76% EC
	CIR-13853/92-Dichlorvos(EC) 381
	From 1 year to 2 years

	12.
	23-51/2011-CIR-I
	M/s Sumil Chemicals Industries, 604, 349 Business Point, Western Express Highway, Andheri (East), Mumbai – 400 069.
	Fipronil 5% SC
	CIR-47,423/2004-Fipronil (SC) (241)-122
	From 1 year to 2 years

	13.
	23-54/2011-CIR-I
	M/s Nagarjuna Agrichem Limited, Plot No. 61, 2nd Floor,Nagarjuna Hills, Punjagutta, Hyderabad – 500 082, A.P.
	Fipronil 5% SC
	CIR-60,174/2008-Fipronil (SC) (290)-215
	From 1 year to 2 years


*****

Annexure-IV

Decision of the Registration Committee on the applications
for import permits for dual use of  insecticides

Part-I

Applications for import of Boric Acid

	S. No.
	Applicant (M/s)
	Decision of the Registration Committee

	1.


	M/s Shreenath Ceramics Industries, C-309, Supath II, Near Vadaj Bus Stop, Old Vadaj, Ahmedabad – 380014. Lr. No. Boric/01/2012 dated 2.1.2012
	Approved 700 MT of Boric Acid for import in view of the recommendation of the nodal agency and consumption pattern (for one year).

 


Part-II

Applications for import of Dual Use insecticides except Boric Acid

	S. No.
	Applicant (M/s)
	Decision of the Registration Committee

	1.


	M/s NOSIL Ltd.,

Mafatlal House,Mumbai-400020

Lr. No. IMP:AS CS2 dated 19.7.2011
	Not Approved. The applicant may be asked to clarify whether they are authorized/granted permission to import Carbon-di-Sulphide in the previous years. On which ground they have imported the product. 

 

	2.
	M/s Gujarat Flurochemicals Limited, 12/A, GIDC, Dahej Industrial Estate, Tal. Vagra, Dist. Bharuch – 392 130. Lr. No. Nil dated Nil (17.12.2010).
	Not Approved. The applicant may be asked to clarify when Barium Carbonate is available in the local market and the applicant used that by purchasing from local market in the previous years, why the applicant wants to import it now. 

 

	3.
	M/s Hemani Intermediates Pvt. Ltd.

Plot No. CH/5, GIDC Industrial Estate, Dahej, Tal. Vagara Dist. Bharuch (Guj.)

Lr. No. Nil date 25.5.2011
	Approved 520 MT of Ethylene Dichloride for import in view of the recommendation of the nodal agency and consumption pattern (for one year).



	4.
	M/s Heranba  Industries  Ltd.

101/102, Kanchanganga, Factory Lane, Borivali (W), Mumbai – 400 092 Lr. No. Nil date 13.6.2011
	Approved 150 MT of Acrylonitrile for import in view of the recommendation of the nodal agency and consumption pattern (for one year).



	5.
	M/s GSP Crop Science Pvt. Ltd., 404, Lalita Complex, 352/3, Rasala Road, Navrangpura, Ahmedabad-380009.

Lr. No. Nil dated 23.6.2011.
	Not Approved. The applicant may be asked to clarify whether they are authorized/granted permission to import Ethylene Dichloride in the previous years. On which ground they have imported the product. 




	6.
	M/s GSP Crop Science Pvt. Ltd., 404, Lalita Complex, 352/3, Rasala Road, Navrangpura, Ahmedabad-380009.

Lr. No. Nil dated 23.6.2011.


	Not Approved. The applicant may be asked to clarify whether they are authorized/granted permission to import Acrylonitrile in the previous years. On which ground they have imported the product. 




Part-III

Representation regarding issuance of import permit for dual use of insecticides 

	S. No.
	Applicant (M/s)
	Decision of the Registration Committee

	1.


	Nil
	Nil


