MINUTES OF 325th MEETING OF REGISTRATION COMMITTEE HELD ON 04.01.2012  AT 10.30 A.M.   IN COMMITTEE ROOM NO-1, I.C.A.R., KRISHI BHAVAN, NEW DELHI.

The 325th meeting of Registration Committee (RC) was held under the Chairmanship of Dr. Gurbachan Singh, Agriculture Commissioner on 04.01.2012 in Committee Room No. 1, I.C.A.R., Krishi Bhavan, New Delhi.  Dr. V.K. Yadava, Plant Protection Adviser, Dr.K. Bangamrajan, Deputy Drugs Controller (India), Dr. B.S. Phogat, Addl. Plant Protection Adviser (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) Mr. Hari Om Miglani, Law Officer

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

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

(xi) Dr. (Mrs.) Vandana Seth, Assistant Director (Chem.)
(xii) Mr. K.V. Singh, PPO(Chem.)
(xiii) Mr. Sher Singh, Section Officer 
(xiv) 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 324th meeting of the Registration Committee.    

	
	The minutes of the 324th meeting of the Registration Committee were confirmed except slight modification in the decision of  Agenda Item No. 5.15 of the Additional Agenda which is a 9(3B) case instead of extension of registration. The committee accepted the modification as under:-

“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.”      

	2.0
	Follow up action on the decision taken by the Registration Committee in its 323rd   meeting.

	
	The committee noted with satisfaction the follow-up-action taken by the Sectt.

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

	
	The committee appreciated the efforts made by the Sectt. in further bringing down the pendency. 

	3.0
	Government Business  

	3.1
	Report of Expert Committee for Review of Certain Pesticides.

	
	Deferred.

	3.2
	Consideration of a request on the Association of Pesticides Industries for endorsement of additional manufacturing site for logistic purpose.

	
	The committee deliberated the report of the Expert Committee and accepted its recommendations, which may be seen at Annexure-I.

	3.3
	Intimation of Stocks of Emamectin Benzoate 5% SG by M/s Syngenta India Ltd., as the follow up action of decision of the RC in the 324th meeting.



	
	The committee deliberated the Agenda in detail and approved the following:
i) Cancelled the Certificate of Registration of Emamectin Benzoate 5% SG, submitted by M/s  Syngenta India Ltd.;

ii) Approved liquidation of the proposed quantity (35,385.88 Kg)  in stock as on 21.12.2011 within its shelf-life period subject to the permission of DAC; and

iii) Did not acceed to the request for repacking of the quantity likely to be returned by the distributors/dealers after the pulses/vegetable season is over. 

	3.4
	Consideration of period of validity for Certificates of Registration for Export in specific cases.

	
	The committee deliberated the Agenda in detail and agreed to stipulation of the condition “if such insecticide is subsequently registered for use in the country, the Certificate of Registration  for import for export shall become invalid after expiry of a period of 30 days of displaying the Minutes of the meeting of Registration Committee approving its regular registration on the website of the Sectt.” in the Certificates of Registration for import for export category only. During the period of these 30 days, the applicant  may comply with the supply order(s) pending with him and thereafter shall not be entitled to make any export.  

	3.5
	Harmonization of data requirement as per OECD and EU guidelines as recommended by Kanungo Committee Report.

	
	The Committee deliberated the Protocols brought on Acute Oral and Acute Dermal Toxicity studies and decided that the same may be put up on the website for comments of all stake holders within a period of 30 days and placed before the Registration Committee for deliberation.  (Annexure –II)

	4.0
	Export Cases

	4.1
	List under section 9(3) Export of applications 

	
	The Committee approved the applications as per Annexure-4.1.1 except Sl. No. 19 and 20. The Committee also approved the change in the name of the applicant in respect of Sl. No. 21. The Committee also approved the list and Annexure-4.1.2 in respect of cases pertaining to Star Export Houses.

	4.2
	Consideration of an application of M/s Meghmani Organics Limited, Ahmedabad for grant of registration for indigenous manufacture of Trichlopyr Butoxy ethyl Ester Technical u/s 9(3) for Export only.



	
	Approved.

	5.0
	9(3B) Cases

	5.1
	Consideration of application of M/s Gayatri Insecticides Ltd., Indore (MP) for grant of registration of indigenous manufacture of Trichoderma viride 1.0% WP u/s 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.

	5.2
	Consideration of application of M/s Ganesh Bio-control Systems, Shapar (Veraval) (Gujarat) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP u/s 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.

	5.3
	Consideration of application of M/s Jaipur Bio Fertilizers, Jaipur (Rajasthan) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP u/s 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.

	5.4
	Consideration of application of M/s Biosynthetics, Jalgaon (MS) for grant of registration for indigenous manufacture of Trichoderma viride 1.0% WP u/s 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.

	5.5
	Consideration of application of M/s Abhinav Bio-tech, Akola, Maharashtra for 3nd extension of provisional registration of Verticillium lecanii 1.15% WP for controlling Mealy bug and scales insect on Citrus crops.  

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

	5.6
	Consideration of application of M/s Gujarat Eco Microbial Technologies Pvt. Ltd. Vadodara, Gujarat for 1st extension of provisional registration of Verticillium 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 from the date of issue of extension letter.

	5.7
	Consideration of application of M/s Green Plus Bio-tech, Nasik for 1st extension of provisional registration of Verticillium lecanii 1.15% WP u/s 9(3B) for controlling Mealy bugs and Scales insect on Citrus crops. 



	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.8
	Consideration of application of M/s Gujarat Eco Microbial Technologies Pvt. Ltd. Vadodara, Gujarat for 1st extension of provisional registration of Bacillus thuringiensis Var Kurstaki 0.5% WP u/s 9(3B) for controlling of Castor Semilooper of Castor crop.   



	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.9
	Consideration of application of M/s Krishna Industrial Corporation Ltd, West Godawari  for 3rd extension of validity period of provisional registration of Trichoderma viride 1% WP for one year with commercialization. 

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

	5.10
	Consideration of application of M/s Pandian biosol, Mathura for 2nd extension of validity period of  provisional registration of Trichoderma viride 1% WP for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.11
	Consideration of application of M/s Modi Agro Products, Bhopal,  for 1st  extension of validity period of provisional registration of Trichoderma viride 1% WP for one year with commercialization

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.12
	Consideration of application of M/s Neo Gene Agri Inputs (P) Ltd., Secunderabad 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 extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.13
	Consideration of application of M/s Yash Krishi Takniki Evam Vigyan Kendra, Allahabad, UP for 1st extension of provisional registration of Beauveria bassiana 1.15% WP u/s 9(3B) for controlling Pod borer in chick pea crop. 

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.14
	Consideration of application of M/s Gujarat Eco Microbial Technologies Pvt. Ltd, Vadodara, Gujarat 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 extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.15
	Consideration of application of M/s Care Pro Bioscience Pvt. Ltd, New Delhi 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 extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.16
	Consideration of application of M/s Srikar Biotech (P) Ltd., Hyderabad 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 extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.17
	Consideration of application of M/s Pratibha Biotech, Hyderabad for 1st extension of provisional registration of Bacilllus thuringiensis Var Kurstaki 0.5% WP u/s 9(3B) for controlling of Castor Semilooper of Castor crop.

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.18
	Consideration of application of M/s Nova Agri Tech Pvt. Ltd, Secunderabad, 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 extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.19
	Consideration of application of M/s Varsha Bioscience & Technology, Hyderabad for 2nd extension of provisional registration of Trichoderma viride 1.0% WP  for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.20


	Consideration of application of M/s Pruthvi Fertilizers (P) Ltd, Bhopal for 3rd  extension of provisional registration of Trichoderma viride 1.0% WP  for one year with commercialization.

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

	5.21


	Consideration of application of M/s Gram Plus Biotech, Nasik for 2nd   extension of provisional registration of Trichoderma viride 1.0% WP  for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.22


	Consideration of application of M/s Probitek Biotech, Jalna for 1st    extension of provisional registration of Trichoderma viride 1.0% WP  for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.23
	Consideration of application of M/s Nathkrupa Bio Control Laboratories, Nagpur  for 1st    extension of provisional registration of Trichoderma viride 1.0% WP  for one year with commercialization.

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.24


	Consideration of application of M/s Biotech International Ltd, New Delhi  for 2nd    extension of provisional registration of Bacillus subtilis 1.5% AS for one year with commercialization

	
	Approved extension for a period of one year with commercialisation from the date of issue of extension letter.

	5.25


	Consideration of application of M/s Varsha Bioscience & Technology, Hyderabad  for 2nd    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 from the date of issue of extension letter.

	5.26
	Consideration of application of M/s Tropical Agrosystems (India) Pvt. Ltd., Chennai for grant of registration for indigenous manufacture of Paecilomyces lilacinus 1.0% WP u/s 9(3B).

	
	Approved with commercialisation for a period of two years.
 

	5.27
	Consideration of application of M/s Prathibha Biotech, Hyderabad (A) for grant of registration for indigenous manufacture of Bacillus subtilis 2.0%  WP u/s 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 Secretariat.

	5.28
	Consideration of application of M/s Biosynthetics, Jalgaon (MS) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP u/s 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 Secretariat.

	5.29
	Consideration of application of M/s Kaveri Seed Company Ltd., Secunderabad (AP) for grant of registration for indigenous manufacture of Trichoderma viride 2.0% SC u/s 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 Secretariat.

	5.30
	Consideration of application of M/s Kaveri Seed Company Ltd, Secunderabad (AP) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 2.0% AS u/s 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 Secretariat.

	5.31
	Request for extension of validity period (2nd extension) of provisional registration of Long Lasting Nets Impregnated with Alpha Cypermethrin 0.667% w/w u/s 9(3B) of M/s BASF India Ltd., Mumbai for controlling mosquito adults under public health programme. 

	
	Approved for a period of one year subject to the permission for commercialisation by the DAC.

	5.32
	Request for extension of validity period (2nd extension) of provisional Registration of HDPE Long Lasting Nets incorporated with Permethrin 2% w/w (Olyset Net) u/s 9(3B) of M/s Sumitomo Chemicals Pvt. Ltd, Mumbai for controlling mosquito adults indoor and outdoor under public health programme.

	
	Approved for a period of one year subject to the permission for commercialisation by the DAC.

	5.33
	Consideration of application of M/s Tropical Agrosystems (India) Pvt. Ltd., Chennai for grant of registration for indigenous manufacture of Pseudomonas fluorescens o.5% WP u/s 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 Secretariat.

	5.34
	Consideration of application of M/s Tropical Agrosystem (India) Pvt. Ltd, Chennai for grant of registration for indigenous manufacture of Trichoderma viride 1.0% WP u/s 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 Secretariat.

	5.35
	Consideration of application of M/s T. Stanes & Company Ltd, Coimbatore (TN) for grant of registration for indigenous manufacture of Ampelomyces quisqualis 2.0% WP u/s 9(3).

	
	As the case is to be considered under section 9(3), this Agenda Item has been withdrawn from 5.35 and shifted to Agenda Item No. 6.4 and its decision may be seen accordingly.

	5.36
	Consideration of application of M/s T. Stanes & Company Ltd., Coimbatore (T.N.) for grant of registration for indigenous manufacture of Pseudomonas fluorescens 1.5% liquid formulation u/s 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 Secretariat.

	5.37


	Consideration of application of M/s Romvijay Biotech Pvt. Ltd, Pondicherry  for 4th     extension of provisional registration of Trichoderma viride 1.15%  WP  for one year with commercialization

	
	The Committee deliberated the Agenda in detail and took a serious view as to why did the applicant not make concerted efforts to complete the data generation and seek registration under section 9(3). The Committee  approved the extension for a period of six months only during which the applicant should complete the data requirements for grant of registration under section 9(3). 

	
	9 (3) Cases 

	6.1
	Consideration of an application of M/s Godrej Hicare Ltd., Mumbai for grant of  registration of Cyphenothrin 7.2% VP for import under section 9(3) of the Insecticides Act, 1968

	
	Approved for use by Pest Control Operators only.

	6.2
	Consideration of an application of M/s P.I. Industries Ltd., Gurgaon for grant of registration for import of Chromafenozide Tech. u/s 9(3).

	
	Approved.

	6.3
	Consideration of an application of M/s P.I.Industries Ltd., Gurgaon for grant of registration for indigenous manufacture of Chromafenozide 80% WP u/s 9(3).

	
	Approved subject to fixation of MRL. 

	6.4
	Consideration of application of M/s T. Stanes & Company Ltd, Coimbatore (TN) for grant of registration for indigenous manufacture of Ampelomyces quisqualis 2.0% WP u/s 9(3).

	
	Approved, 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 Secretariat. (Refer to Agenda Item No. 5.35).

	7.0
	9(4) Cases 

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

	
	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 261 to 262 of the Agenda). The committee also noted the corrections carried out at Secretariat level while issuing Certificate of Registration. (Refer page 263 &264).

	7.2
	Consideration of application of M/s Hemani International Pvt. Ankleshwar for grant of registration for indigenous manufacture of Permethrin Technical u/s 9(4).



	
	Approved.

	7.3
	Consideration of application of M/s Hemani International Pvt. Ltd, Ankleshwar for grant of registration for indigenous manufacture of Alphacypermethrin Technical u/s 9(4).



	
	Approved.

	7.4
	Consideration of application of M/s Hemani International Pvt. Ltd, Ankleshwar for grant of registration for indigenous manufacture of Cypermethrin Technical u/s 9(4).



	
	Approved.

	7.5
	Consideration of application of M/s P.I. Industries Ltd., Gurgaon for grant of  registration for indigenous manufacture of Iprobenfos (Kitazin) Technical u/s 9(4)

.

	
	Approved.

	7.6
	Consideration of application of M/s Mega Innovative Crops Pvt. Ltd., Ankleshwar for grant of registration for indigenous manufacture of Hexaconazole Technical u/s 9(4).



	
	Approved.

	7.7
	Consideration of application of M/s Bharat Rasayan Ltd., New Delhi for grant of registration for indigenous manufacture of Fipronil Technical under section 9(4).



	
	Approved.

	7.8
	Consideration of application of M/s Siris Crop Science Ltd., New Delhi for grant of registration for indigenous manufacture of Glyphosate Technical u/s 9(4).



	
	Approved, the committee further decided that in view of Delhi High Court decision regarding amulgation of this firm with M/s. Bharat Rasayan Ltd., the Certificate of Registration may be issued in favour of M/s. Bharat Rasayan Ltd after duly scrutiny of the relevant documents at Secretariat level. 

	7.9
	Consideration of application of M/s Jai Shree Rasayan Udyog Ltd, Nathupur, Sonepat (Haryana)  for grant of registration for indigenous manufacture of Glyphosate Technical u/s 9(4).



	
	Approved.

	7.10
	Consideration of application of M/s Heranba Industries Ltd, Mumbai for grant of registration for indigenous manufacture of Glyphosate Technical u/s 9(4).



	
	Approved.

	7.11
	Consideration of application of M/s Hindustan Insecticides Ltd, New Delhi for grant of registration for indigenous manufacture of Imidacloprid Technical u/s 9(4).



	
	Approved.

	7.12
	Consideration of application of M/s Hyderabad Chemicals Products Ltd., Hyderabad for grant of registration for indigenous manufacture of Fipronil technical u/s 9(4).



	
	Approved.

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



	
	Approved.

	8.0
	Endorsement Cases 

	8.1
	Request from M/s United Phosphorus Ltd., Vapi for the endorsement of alternate packaging of Alphacypermethrin 10% EC  in 100ml, 250ml, 500ml and 1 liter PET bottle.



	
	Approved.

	8.2
	Request from M/s. Sumitomo Chemical India Pvt. Ltd., New Delhi for additional pack of Bacillus thirungiensis var. isreaelensis strain/sereotype-H-14 AS. 



	
	Approved.

	8.3
	Request from M/s. Bayer Crop Science Ltd., Mumbai for the endorsement of new additional packaging of Fenoxaprop-p-ethyl 6.7% EC in 350 ml capacity of co-extruted (PE/PA) container.



	
	Approved.

	8.4
	Endorsement of Change Company Name/Style and Factory address – request made by M/s Kalyani Industries Pvt. Ltd., Mumbai.



	
	Approved.

	8.5
	Consideration of application of M/s Indofil Industries Limited, Mumbai for grant of label expansion of Mancozeb 75% WP as seed treatment of ground nut crop u/s 9(3).



	
	Approved.

	8.6
	Consideration of application of M/s Bayer Crop Science Ltd., Mumbai for grant of label expansion of Fenoxaprop-p-ethyl 9.3% EC on the crop of cotton u/s 9(3) of the Insecticides Act, 1968.



	
	Approved, subject to fixation of MRL.

	9.0
	Miscellaneous Items

	9.1
	Request of M/s E.I. Dupont India Pvt. Ltd, Gurgaon for Import of sample quantity of DPX-Q8U80 40% w/w SC for data generation. 

	
	Approved for import of 22 litres. 

	9.2
	Request of M/s E.I.Dupont India Pvt. Ltd, Gurgaon for Import of sample quantity of DPX-Q8U80 Technical for data generation.   

	
	Approved for import of 6 Kg.

	9.3
	Consideration of application for import permits for Boric Acid And other substances for non-insecticidal use.

	
	Approved as per list at Annexure-III (Parts-I, II & III).

	9.4
	Consideration of request of M/s Super Pesticides and Agro (India) Pvt. Ltd., Kolkata for enhancement of shelf life of Trichoderma viride 1% WP u/s 9(3B).

	
	Approved, subject to validity of Certificate of Registration. 

	9.5
	Consideration of request of M/s Chirayu Biotech, Pune (MS) for enhancement of shelf life of Pseudomonas fluorescens 0.5% WP u/s 9(3B).

	
	Approved, subject to validity of Certificate of Registration.

	9.6
	Consideration of request of M/s Chirayu Biotech, Pune (MS) for enhancement of shelf life of Trichoderma viride 1% WP u/s 9(3B).

	
	Approved, subject to validity of Certificate of Registration.

	9.7
	Consideration of  request of M/s Pruthvi Fertilizers Pvt. Ltd., Anand (Gujarat) for enhancement of shelf life of Trichoderma viride 1% WP u/s 9(3B).

	
	Approved, subject to validity of Certificate of Registration.

	9.8
	Consideration of  request of M/s Vidarbha Biotech Lab, Yavatmal (Maharashtra) for enhancement of shelf life of Beauveria bassiana 1.15% WP u/s 9(3B).

	
	Approved, subject to validity of Certificate of Registration.

	9.9
	Consideration of request of M/s Avishkar Biofarm (P) Ltd., Ahmednagar (Maharashtra) for enhancement of shelf life of Trichoderma viride 1% WP u/s 9(3B).

	
	Approved, subject to validity of Certificate of Registration.

	9.10
	Revalidation of Registration Certificate issued under section 9(4) of the Act – Request from M/s S.C. Enviro Agro India Pvt. Ltd, Maharashtra.

	
	Agenda Item withdrawn. It is to be brought afresh with complete details.

	9.11
	Consideration of application of M/s Monsanto India Ltd., Mumbai for Import permit of sample quantity of Potassium salt of Glyphosate 46% SL (MON 76366) from USA for test & trial purpose.

	
	Approved for import of 760 litre.

	9.12
	Consideration of application of M/s Dow Agro Science India Pvt. Ltd., Mumbai for Import Permit of sample quantity (20 kg) of XDE – 729 Methyl Ester Tech.

	
	Approved for import of 20 Kg.

	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 287 to 304 of the Agenda).

	11.0
	Any other item with the Permission of Chair.                         

	11.1
	Consideration of applications for extension of validity of Certificates of Registration of Biopesticides under section 9(3B).

	
	The Committee decided that only the applications which have been received at least three months before the expiry of Certificate of Registration may be considered for scrutiny for consideration of further extension. This decision shall be applicable with effect from 01.04.2012. The Certificate of Registration in respect of which the validity is already over, shall not be considered for further extension. The Committee also decided that no Fourth extension shall be considered henceforth. 

	11.2
	Status of applications pending under various categories for more than three years.

	
	The Committee desired to have the status of applications for grant of registration under various categories which are pending for three years or more. The list of such applications may be presented during the next meeting.

	11.3
	Status of the complaint received from Sh. Surinder Sahoo regarding submission of copied report by the importers of Bti 12 AS (Vectobac 12 AS) to Central Insecticides Board and Registration Committee.

	
	The Committee noted that as per its decision in 324th meeting, the comments of Director General of Health Services, MoH&FW and Director General, ICMR have been received. Both the organizations have indicated that the report submitted by NIMR, Field Unit, Rourkela was not complete as the testing has not been done as per the approved protocol. Therefore, fresh testing is required as per the approved protocol at least for a period of one year. Further, the matter is sub-judice. Therefore, it may not be prudent to deliberate the issue further. The matter may be brought to the notice of DAC accordingly. 

	11.4
	Status of the application of M/s PNP & Associates for grant of registration for Paclobutrazole 23% SC under section 9(3).

	
	The Committee desired that the status of the application of M/s PNP & Associates for the product may be brought in the next meeting after completing its scrutiny.  


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

Annexure-I

Recommendations of the Expert Committee 

on Endorsement of Additional manufacturing Site
1.
The Committee decided that Toll Manufacturing and Additional Manufacturing Site are two different issues. The Committee recommends that as far Toll manufacturing is concerned, it should be regulated by the decision taken by the RC in its 296th meeting. However, endorsement of Additional manufacturing Site may be considered;

2. The Committee preliminarily recommends the following criteria/guidelines for accepting the requests for Additional Manufacturing Sites:-
(i) 
The site, proposed to be additional manufacturing site, should belong to the same registrant (it is not allowed on anyone else’s premises, whatsoever);

(ii) 
the registrant should have registration for manufacture of the same insecticide/product in the country where the additional site is located;

(iii)
Letter of consent from already approved source and from new manufacturing site duly certified by the Designated National Authority (DNA), which shall be verifiable by the DNA of India;

(iv) 
Additional declaration from already approved source/principals as well as from new manufacturing site with respect to the formulation being made by using technical same raw material & process from the source which is already approved by the RC in India;

(v)
all operations involved in the manufacturing of the insecticide for which the additional site is being considered should be fully operated by the same registrant and have the proof of manufacturing there by submitting an undertaking to this effect, duly certified by the DNA of that country; 

(vi) 
the registrant shall be responsible for manufacturing the product having identical chemical composition and specifications as that of the original registered source of the product;

(vii) 
five batch analytical test report shall be submitted along with the application for the five batches manufactured at the source originally registered and the five batches manufactured at the proposed additional source; 

(viii) 
samples of all the five batch manufactured at the source originally registered and all the five batches manufactured at the proposed additional source shall be submitted along with the respective reference standards to the Sectt of CIB & RC for testing at CIL for verification;

(ix)
the samples and the reference standards should be valid at least for a period of six month from the date of delivery to the Sectt of CIB & RC;

(x)
documents supporting the claim of the registrant about the additional manufacturing site, duly certified by the Designated National Authority (like, ICAMA for China), shall be submitted along with the application, which shall in turn be verified by the DNA of India before considering the endorsement;

(xi)
intimation about the import of every consignment, proposed to be imported from the additional manufacturing site, shall be given to the Sectt of CIB along with the name of the port of entry into India and expected date of arrival as soon as the consignment is dispatched from the additional manufacturing site for arranging the testing of sample(s), if so considered necessary; 

(xii) 
Justification for approval of additional manufacturing site; and

(xiii)
failure to meeting any of the above mentioned criteria shall unconditionally empower the Registration Committee to reject application for such endorsement; or endorsement, if already granted.

*****

Annexure II

PROTOCOLS FOR ACUTE TOXICITY STUDIES
The following information should be made available in any report of studies on the acute toxicity of a chemical agent:

1.
Each report must accompany:

i) Quality Assurance Statement. 

ii) Status of compliance of study as per GLP Principles.

iii) Test Substance characterization: its identification, CAS No. if available, Physico-chemical properties, Analytical Test Report / Certificate of Analysis. 

2. Test System details: The species and strain(s) of test animals, source, sex, age, weight range, diet, quarantine, acclimatization and housing before and during the time of test. 

3. The method of selection and method of division of animals into test groups.

4. All doses used, method of dose preparation,  rationale for their selection, vehicle used if any, number of animals per dose level, the route(s) of administration together with the methods of administration and nutritional conditions such as fasting and period of fasting before test.  
5. The observation period, observational methods utilized and description of pre-mortem and non-lethal effects, their appearance, time course and reversibility.

6.  The number of animals died or killed for humane reasons, time of death and reasons for humane killing. 

7. A detailed methodology/procedure  and individual animal data should be given. 

8. When indicated, as in delayed deaths or symptomatology, the inclusion of gross pathology and possibly histopathology.

9. The LD50/ LD50 Cut Off Value/ GHS Category/ Category as per the Insecticides Rules, 1971 should be given in consonance with the methodology adopted. Statistical methodology, if employed, also need to be given. 

10. Statement regarding the time period of retention of raw data/test article to be given. 

Acute  Oral Toxicity Study Protocols
Objectives / Purpose 
In the assessment and evaluation of the toxic characteristics of agricultural chemicals, determination of acute oral toxicity is usually a first step. It provides information on toxic effects from single / short-term exposure by the oral route. Data from an acute study are also of use to form a basis for classification and labeling and a step in establishing a dosage regimen for repeated dose and other toxicity studies  
I.      Acute Toxic Class Method 

1.
Principle of the test

A stepwise procedure is adopted with the use of 3 animals of a single sex per step. Absence or presence of compound-related mortality of the animals dosed at one step will determine the next step, i.e.;

· no further testing is needed,

· dosing of three additional animals, with the same dose,
· dosing of three additional animals at the next higher or the next lower dose level.

2.
Test animals
Selection of animal species: Rat is the preferred rodent species, although other rodent species like mice could  be used as per regulatory requirements.  Normally females (nulliparous and non-pregnant) generally being slightly more sensitive than males, are used. However, if  males have been shown to be more sensitive with structurally related substances then this sex should be used and adequate justification is to be  provided.  

3.
Age
Healthy young adult animals should be of age between 8 and 12 weeks at the time of dosing. 

4.
Weight
The weight should fall in an interval within + 20 % of the mean weight of any previously dosed animals. 
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.

7.
Administration method
Administer   the   test   substance   in   a   single   dose by gavage. However, if it is not possible to administer the compound in a single dose, it may be given in smaller fractions over a period not exceeding 24 hours and justification for the deviation should be given. 

When necessary during dose preparation, the use of an aqueous solution (water based) is recommended, followed in order of preference by use of a solution/suspension/emulsion in oil (like corn oil)   and then possibly solution with  other vehicles. The toxicological characteristics of the vehicle should be known if  other than water is used.

Animals should be fasted prior to dosing. The feed should be withheld for overnight in case of rats and for 3-4 hours in case of mice. However, water may be provided ad-libitum. Following the period of fasting, the animals should be weighed and the test substance administered. The fasted body weight of each animal is determined and the dose is calculated according to the body weight. After the substance has been administered, food may be withheld for  further 3–4 hours in rats or 1–2 hours in mice. 

Where a dose is administered in fractions over a period of time, the animals may be provided with food and water depending on the length of the period.

8.
Number of animals  
Three animals are used for each step. 

9.
Dose levels and Administration of Doses 
Select the starting dose from one of four fixed levels, 5, 50, 300 and 2000 mg/kg body weight and conduct tests in accordance with Annex 1. 

The initial dose level selected should be the one which is most likely to produce mortality in some of the dosed animals. However, in case no information is available on acute toxicity of the test substance then it is recommended  to start with a dose of 300 mg/kg body weight.

Determine the interval between dosing at each step according to the duration and severity of toxic symptoms. One should not proceed to the next dosing until survival or death is confirmed for the previously dosed animals.
Limit Test

If the available information indicates that the mortality is not likely at the highest dose level (2000 mg/kg body weight), then a limit test should be conducted. 
A limit test at one dose level of 2000 mg/kg body weight may be carried out with six animals (three animals per step). If there is 0-1 death at a dose level of 2000 mg/kg administered to 3 animals during first step, 2000 mg/kg should be administered to an additional 3 animals. If the test substance causes again 0-1 death after the second administration too, there is no need to administer doses exceeding 2000 mg/kg. 
Testing with dose level of 5000 mg/kg may be considered only if results of such tests have direct relevance in relation to protection of animal or human health or environment.
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)
Observations should be  made on individual animals at least once during the first 30 minutes after dosing, periodically during the first 24 hours (with special attention given during the first 4 hours),  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 behavioural pattern. Specific observations should be made for tremors, convulsions, salivation, diarrhoea, lethargy, sleep and coma.

(iii)
Test animals should be weighed individually, shortly prior to the administration of test substance and at least weekly thereafter. If a test animal dies, weigh it at the time of death. All surviving animals are to be weighed before they are humanely killed.

(iv)   All test animals should be subjected to gross necropsy to record gross pathological findings.  Histopathology may be considered in the organs showing significant adverse effects. 

12. Result assessment

The method  enables a judgment with respect to classifying the test substance to one of a series of toxicity classes defined by fixed LD50 cut-off values. . 

13.
Toxicity endpoint
It is  basically LD50,  however, the  method is not with intention  to calculate a precise LD50, but  allow for the determination of defined exposure ranges where lethality is expected since death of a proportion of the animals is  the major endpoint of this test.  Animals humanely killed due to compound related distress and pain should be recorded as compound related deaths. Details of the test procedure are described in Annex 1. 
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Note (TESTING AT DOSES ABOVE 2000 mg/kg):-

When testing is required at the dose of 5000mg/kg, only one step (i.e. three animals) is required. If the first animal dosed dies, then dosing precedes at 2000mg/kg in accordance with the flow chart given above. If the first animal survives, two further animals are dosed. If only one of the three animals dies, the LD50 value is expected to exceed 5000mg/kg. If both animals die, then dosing proceeds at 2000mg/kg.

II.             Up-And-Down Procedure  

1. Principle of the test

Estimation of LD50 with a confidence interval (CI). Stepwise approach is adopted with one animal per step. If the first dosed animal survives, the second animal receives a higher dose. If the first animal dies or appears moribund, the second animal receives a lower dose. Same dosing pattern follows for each subsequent animal. The LD50 and Confidence Intervals are calculated by employing appropriate statistical methodology. 
2. Test animals

Selection of animal species: The  preferred  rodent  species  is  the  rat,    although  other  rodent  species  like  mice  could   be  used as per regulatory requirement. Normally  females  (nulliparous and  non-pregnant)  are  used. However,  if  males have been shown to be more sensitive with structurally related substances then this sex should be used and adequate justification should to be  provided. 
3. Age 
Healthy young adult animals should be of age between 8 and 12 weeks at the time of dosing. 
4. Weight 
Body weights of the animals to fall in an interval within + 20% of the mean weight of any previously dosed animals in the study one animal per step 

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.

7. Administration method
The test substance is administered in a single dose by gavage. However, if it is not possible to administer the compound in a single dose, it may be given in smaller fractions over a period not exceeding 24 hours and justification for the deviation should be given.  

When necessary during dose preparation, the use of an aqueous solution (water based) is recommended, followed in order of preference by use of oil (like corn oil)   and then possibly solution with  other vehicles. The toxicological characteristics of the vehicle should be known if  other than water is used.
Animals should be fasted prior to dosing. The feed should be withheld for overnight in case of rats and for 3-4 hours in case of mice. However, water may be provided ad-libitum. Following the period of fasting, the animals should be weighed and the test substance administered. The fasted body weight of each animal is determined and the dose is calculated according to the body weight. After the substance has been administered, food may be withheld for  further 3–4 hours in rats or 1–2 hours in mice. 
Where a dose is administered in fractions over a period of time, the animals may be provided with food and water depending on the length of the period.

8. Number of animals 

One animal per step is used.

9. Dose Levels and Administration of Doses
Limit Test

The limit test at 2000 mg/kg is primarily conducted in situations where sufficient information is available indicating that the test material is likely to be nontoxic. Information about the toxicity of the test material can be gained from knowledge about similar tested compounds or similar tested mixtures or products. In case of little or no information about its toxicity, or in which the test material is expected to be toxic, the main test should be performed. 
For limit test, dose one animal at 2000mg/kg dose. If animal dies, then main test is to be conducted. If animal survives, then dose additional four animals sequentially. However, if three animals die, the limit test is terminated and main test is performed. If minimum three animals are survived then LD50 is > 2000 mg/kg. 

Main Test 
For the main test, single animals are dosed in sequence at minimum 48 h intervals. However, the time intervals between dosing is determined by the onset, duration, and severity of toxic signs. Treatment of an animal at the next dose should be delayed until one is confident of survival of the previously dosed animal. For selecting the starting dose, all available information, including information on structurally related substances and results of any other toxicity tests on the test material, should be used to approximate the LD50 as well as the slope of the dose-response curve.

The   first   animal   is   dosed   a   step   below   the   best   preliminary   estimate   of   the   LD50.   If  the  animal  survives,  the  second  animal   receives   a   higher   dose.  If   the   first animal  dies or appears moribund, the second animal receives a lower dose. The dose progression factor should be   chosen  to  be   the  antilog  of 1/(the estimated slope of the dose-response curve) and  should  remain   constant  throughout  testing  (a progression of 3.2 corresponds to a slope of 2). When there is no information on the slope of the substance to be tested, a dose progression factor of 3.2 is used. Using the default progression factor, doses would be selected from the sequence 1.75, 5.5, 17.5, 55, 175, 550, 2000 (or 1.75, 5.5, 17.5, 55, 175, 550, 1750, 5000 for specific cases). 

If  no estimate of the substance’s lethality is available, dosing should be initiated at 175 mg/kg. If animal tolerance to the chemical is expected to be highly variable (i.e., slopes are expected to be less than 2.0), consideration should be given to increasing the dose progression factor beyond the default 0.5 on a log dose scale (i.e., 3.2 progression factor) prior to starting the test. Similarly, for test substances known to have very steep slopes, dose progression factors smaller than the default should be chosen (Annex 2 includes a table of dose progressions for whole number multiples of slope ranging from 1 to 8 with starting dose 175 mg/kg).

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)
Observations should be  made on individual animals at least once during the first 30 minutes after dosing, periodically during the first 24 hours (with special attention  given during the first 4 hours),  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 behavioural pattern. Specific observations should be made for tremors, convulsions, salivation, diarrhoea, lethargy, sleep and coma.

(iii)
Test animals should be weighed individually, shortly prior to the administration of test substance and at least weekly thereafter. If a test animal dies, weigh it at the time of death. All surviving animals are to be weighed before they are humanely killed.

(iv)      All test animals should be subjected to gross necropsy to record gross pathological findings. 
12. Result assessment
The test procedure, in addition to estimation of LD50 and Confidence Intervals allows the observation of signs of toxicity.
13. Toxicity endpoint 

The testing is ended when one of the following is observed:

A) 3 consecutive animals survive at the upper bound.
B) 5 reversals occur in any 6 consecutive animals tested.
C) At least 4 animals have followed the first reversal and the specified likelihood-ratio exceed the critical value.
The LD50 and Confidence Intervals are calculated by employing appropriate statistical methodology.
Annexure 2

Table on Dose Progressions

Choose a Slope and Read Down the Column

All doses in mg/kg bw

	Slope = 
	1
	2
	3
	4
	5
	6
	7
	8

	
	0.175*
	0.175*
	0.175*
	0.175*
	0.175*
	0.175*
	0.175*
	0.175*

	
	
	
	
	
	
	
	0.24
	0.23

	
	
	
	
	
	0.275
	0.26
	
	

	
	
	
	
	0.31
	
	
	0.34
	0.31

	
	
	
	0.375
	
	
	0.375
	
	

	
	
	
	
	
	
	
	
	0.41

	
	
	
	
	
	0.44
	
	0.47
	

	
	
	0.55
	
	0.55
	
	0.55
	
	0.55

	
	
	
	
	
	0.69
	
	0.65
	

	
	
	
	
	
	
	
	
	0.73

	
	
	
	0.81
	
	
	0.82
	
	

	
	
	
	
	0.99
	
	
	0.91
	0.97

	
	
	
	
	
	1.09
	1.2
	
	

	
	
	
	
	
	
	
	1.26
	1.29

	
	1.75
	1.75
	1.75
	1.75
	1.75
	1.75
	1.75
	1.75

	
	
	
	
	
	
	
	2.4
	2.3

	
	
	
	
	
	2.75
	2.6
	
	

	
	
	
	
	3.1
	
	
	3.4
	3.1

	
	
	
	3.75
	
	
	3.75
	
	

	
	
	
	
	
	4.4
	
	
	4.1

	
	
	
	
	
	
	
	4.7
	

	
	
	5.5
	
	5.5
	
	5.5
	
	5.5

	
	
	
	
	
	6.9
	
	6.5
	

	
	
	
	
	
	
	
	
	7.3

	
	
	
	8.1
	
	
	8.2
	
	

	
	
	
	
	9.9
	
	
	9.1
	9.7

	
	
	
	
	
	10.9
	12
	
	

	
	
	
	
	
	
	
	12.6
	12.9

	
	17.5
	17.5
	17.5
	17.5
	17.5
	17.5
	17.5
	17.5

	
	
	
	
	
	
	
	24
	23

	
	
	
	
	
	27.5
	26
	
	

	
	
	
	
	31
	
	
	34
	31


Table 1 Conti…

	Slope =
	1
	2
	3
	4
	5
	6
	7
	8

	
	
	
	37.5
	
	
	37.5
	
	

	
	
	
	
	
	44
	
	
	41

	
	
	
	
	
	
	
	47
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	55
	
	55
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	65
	

	
	
	
	
	
	69
	
	
	73

	
	
	
	81
	
	
	82
	
	

	
	
	
	
	99
	
	
	91
	97
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	129

	
	175
	175
	175
	175
	175
	175
	175
	175

	
	
	
	
	
	
	
	240
	230

	
	
	
	
	
	275
	260
	
	

	
	
	
	
	310
	
	
	340
	310

	
	
	
	375
	
	
	375
	
	

	
	
	
	
	
	440
	
	
	410

	
	
	
	
	
	
	
	470
	

	
	
	550
	
	550
	
	550
	
	550

	
	
	
	
	
	
	
	650
	

	
	
	
	
	
	690
	
	
	730

	
	
	
	810
	
	
	820
	
	

	
	
	
	
	990
	
	
	910
	970
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	1200
	
	

	
	
	
	
	
	
	
	1260
	1290

	
	1750
	1750
	1750
	1750
	1750
	1750
	1750
	1750

	
	
	
	
	
	
	
	2400
	2300

	
	
	
	
	
	2750
	2600
	
	

	
	
	
	
	3100
	
	
	
	3100

	
	
	
	
	
	
	3750
	3400
	

	
	
	
	
	
	
	
	
	4100

	
	5000
	5000
	5000
	5000
	5000
	5000
	5000
	5000


* If lower doses are needed, continue progressions to a lower dose.

III.          Fixed dose Method 

1. Principle of the test

Groups of animals of a single sex are dosed in a stepwise procedure using the fixed doses of 5, 50, 300 and 2000 mg/kg (and 5000 mg/kg in exceptional cases when justified). The initial dose level, as selected on the basis of a sighting study, is the dose expected to produce some signs of toxicity without causing severe toxic effects or mortality. Further groups of animals may be dosed at higher or lower fixed doses, depending on the presence or absence of signs of toxicity or mortality until the dose causing evident toxicity or no more than one death is identified, or if no effects are seen at the highest dose or if deaths occur at the lowest dose is determined.

2. Test animals
Selection of animal species: Rat is the preferred rodent   species, although other rodent species like mice could  be used. Normally females (nulliparous and non-pregnant) generally being slightly more sensitive than males, are used. However, if  males have been shown to be more sensitive with structurally related substances then this sex should be used and adequate justification should to be  provided.  

3.         Age 
Healthy young adult animals should be of age between 8 and 12 weeks at the time of dosing. 

4. Weight

The weight should fall in an interval within + 20 % of the mean weight of any previously dosed animals. 

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 their cages prior to dosing.

7. Administration method

Administer   the   test   substance   in   a   single   dose by gavage. However, if it is not possible to administer the compound in a single dose, it may be given in smaller fractions over a period not exceeding 24 hours. 
When necessary during dose preparation, the use of an aqueous solution (water based) is recommended, followed in order of preference by use of a solution/suspension/emulsion in oil (like corn oil)   and then possibly solution with  other vehicles. The toxicological characteristics of the vehicle should be known if  other than water is used.

Animals should be fasted prior to dosing. The feed should be withheld for overnight in case of rats and for 3-4 hours in case of mice. However, water may be provided ad-libitum. Following the period of fasting, the animals should be weighed and the test substance administered. The fasted body weight of each animal is determined and the dose is calculated according to the body weight. After the substance has been administered, food may be withheld for  further 3–4 hours in rats or 1–2 hours in mice. 

Where a dose is administered in fractions over a period of time, the animals may be provided with food and water depending on the length of the period.

8. Number of animals  
(a)  Sighting study

             Use 1 animal for each dose level.
(b)   Main study

Use 5 animals for each dose level. However, for dose levels that have been implemented in the sighting study, 4 animals are added to the 1 animal used in the sighting study.
9. Dose Levels and Administration of Doses
(a) Sighting study

    The sighting study is conducted to determine the appropriate starting dose for the main study. For this, conduct the study in accordance with Annex “3-a” using the doses of 5, 50, 300, and 2000 mg/kg of body weight. As the initial dose level, select a dose at which evident toxicity is expected to be manifested (cognizance can be taken from  in vivo and in vitro data from the same chemical and from structurally related chemicals). When no information is available regarding the acute toxicity of the test substance, it is desirable to start with a dose of 300 mg/kg. A period of at least 24 hours will be allowed between the dosing of each animal. 

Testing  with Dose level of 5000 mg/kg may be considered only if results of such tests have direct relevance in relation to protection of animal or human health or environment.

In cases where an animal tested at the lowest fixed dose level (5 mg/kg) in the sighting study dies, the normal procedure is to terminate the study and regard LD50 as 5 mg/kg of body weight and assign the substance to GHS Category 1. There is no need to conduct the main test. However, if further confirmation of LD50 is needed, an optional additional procedure may be conducted.. 
(b) Main study

In principle only moderately toxic doses are administered and the doses that are expected to be lethal are avoided.

The starting dose is selected based on the sighting study. Depending on the outcome of the  starting dose level, one of three actions will be required: 

i) either stop testing and assign the appropriate hazard classification class;

ii)  test at a higher fixed dose; or
iii)  test at a lower fixed dose. However, to protect animals, a dose level that caused death in the sighting study will not be revisited in the main study (see Annex 3b).
A total of 5 animals of one sex will normally be used for each dose level tested. The five animals will be made up of one animal from the sighting study dosed at the selected dose level together with an additional four animals (except, unusually, if a dose level used on the main study was not included in the sighting study).

The time interval between dosing at each level is determined by the onset, duration, and severity of toxic signs. Treatment of animals at the next dose should be delayed until one is confident of survival of the previously dosed animals. A period of three or four days between dosing at each dose level is recommended, if needed, to allow for the observation of delayed toxicity. The time interval may be adjusted as appropriate, e.g. in case of  inconclusive response.

 Limit test

The limit test may be conducted  if  the knowledge from other similar compounds         tested indicates that the test substance is unlikely to be toxic.

A sighting study with 1 animal, starting dose of 2 000 mg/kg  (or exceptionally 
5 000 mg/kg) followed by dosing of further four animals at this level in main test serves as a limit test.
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)
Observations should be  made on individual animals at least once during the first 30 minutes after dosing, periodically during the first 24 hours, (with special attention given during the first 4 hours),  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 behavioural pattern. Specific observations should be made for tremors, convulsions, salivation, diarrhea, lethargy, sleep and coma.

(iii)
Test animals should be weighed individually, shortly prior to the administration of test substance and at least weekly thereafter. If a test animal dies, weigh it at the time of death. All surviving animals are to be weighed before they are humanely killed.

(iv)   All test animals should be subjected to gross necropsy to record gross pathological findings. Histopathology may be considered in the organs showing significant adverse effects.

12. Result assessment
The method enables a judgement with respect to classifying the test substance to one of a series of toxicity classes.
13. Toxicity endpoint

The approach avoids using death of animals as an endpoint and rely instead on the observation of clear signs of toxicity at one of the series of fixed dose levels.
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Acute Dermal Toxicity Study

Objective/Purpose 


The objective of this study is to obtain scientific information regarding health hazards that may result from a single dermal exposure to the agricultural chemical and calculate LD50 for providing the basis of laying down the measure of safety protection  in pesticide production and application.
1. Principle of the test

            The test substance is applied to the skin of the test animals in different doses and the animals are observed for effects and mortality. Animals showing severe signs of toxicity/distress are humanely killed. At the end of the test all surviving animals are to be sacrificed. Necropsy is performed on all dead, killed and sacrificed animals.

2. Test animals
Selection of animal species: Rat or Rabbit. Use of other species would require    justification.
3. Age


Healthy young adult animals should be of age between 6-9 weeks.

4. Weight  

Rats: 200–300 g; Rabbits: 2.0–3.0 kg.
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.

7. Administration method 
Animals are prepared approximately 24 hrs before the test by clipping or shaving the fur on the dorsal area of skin. Care must be taken to avoid abrading the skin, which would alter its permeability. The test substance should be applied uniformly over the shaved or clipped area  which is approximately 10 percent of the body surface area. There may be cases in which test substances of high toxicity may be applied to a smaller area, but as much of the area should be covered with as thin and uniform a film as possible.
Liquid test substances are generally used undiluted. When testing solids, which may be pulverized if appropriate, the test substance should be moistened sufficiently with water or, where necessary, a suitable vehicle to ensure good contact with the skin. When a vehicle is used, the influence of the vehicle on penetration of skin by the test substance should be taken into account.

8. Number of animals
Five animals to be used at each dose level. They should all be of the same sex. If females are used, they should be nulliparous and non-pregnant. After completion of the study as described above, at least one group of five animals of the other sex are dosed (preferably at intermediate / higher dose) to establish that animals of this sex are not markedly more sensitive to the test substance. However, if information already exist that one particular sex is more sensitive than other, animals of only that sex should be tested.

9. Dose levels and Administration of Doses 

At least three dose levels should be taken, spaced appropriately to produce test groups with a range of toxic effects and mortality rates. The data should be sufficient to produce a dose-response curve and where possible, permit an acceptable determination of the LD50.
Exposure period of test material 

The test substance applied is to be held in contact with skin for a period of 24 hours. For this the application site may be covered with porous gauze, and secure it with non-irritating tape so as to preserve contact  with the skin and the test animals are not able to ingest the test substance. 

At the end of the exposure period, residual test substance should be removed, where practicable using water or an appropriate solvent.

Limit Test

A limit test at one dose level of at least 2 000 mg/kg bodyweight may be carried out in a group of five male and five female animals. If compound related  mortality does not occur in limit test, main study need not be conducted.
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. 
Observations and examination

i) Carefully observe the general condition of animals, frequently during the day on which the test substance is administered, and thereafter at least once daily. 

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

      
salivation, diarrhea, lethargy, sleep and coma.

iii)  Test animals should be weighed individually, shortly prior to the administration of test substance and at least weekly thereafter. If a test animal dies, weigh it at the time of death. All surviving animals are to be weighed before they are humanely killed.

iv)  All test animals should be subjected to gross necropsy to record gross pathological findings. 

12. Result assessment
LD50 to be calculated by any accepted / recognized method and reference should be provided.
13. Toxicity end point

Death or severe toxicity in animals.  Animals humanely killed due to compound  related distress and pain should be recorded as compound related deaths.
Annexure III
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 Sentini Cermica (P) Ltd. Hyderabad – 500 034  

Lr. No. Nil dated 26.11.2011
	Approved 160 MT of Boric Acid for import in view of the recommendation of the nodal agency and consumption pattern (for one year).

 

	2.


	M/s Nahar Colours & Coating Ltd., Udaipur – 313 004. Lr. No. Nil dated 25.11.2011
	Approved 1500 MT of Boric Acid for import in view of the recommendation of the nodal agency and consumption pattern (for one year).



	3.
	M/s SMS India Pvt. Ltd., Bhubneshwar – 751 011

Lr. No. Nil dated 17.11.2011
	Approved 4 MT of Boric Acid for import in view of the recommendation of the nodal agency and consumption pattern.




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 Kudos Chemie Ltd., Derabassi – 140 507.

Ref. KCL/CIB/IM/1395 /2011  

dated  22.11.2011
	Approved 1395 MT of Sodium Cyanide for import in view of the recommendation of the nodal agency and consumption pattern (for one year).

 


Part-III

Representation regarding issuance of import permit for dual use of insecticides 

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

	1.


	M/s Sanjay Chemicals (India) Pvt. Ltd., 507, ‘Matru Chhaya’, 378/380, Narshi Natha Street, Mumbai – 400 009.  Lr. No. Nil dated 17.09.2011
	Approved the extension further by one year from the date of issuance of import permit to import the balance quantity of 174 MT of Sodium Cyanide.


