MINUTES OF 336th MEETING OF REGISTRATION COMMITTEE HELD ON 01.03.2013 AT 1100 Hrs IN CONFERENCE HALL OF AGRICULTURAL SCIENTISTS RECRUITMENT BOARD, NEW DELHI -12     
The 336th Meeting of Registration Committee (RC) was held under the Chairmanship of Dr. Gurbachan Singh, Agriculture Commissioner on 01.03.2013 at 11.00 hrs. in Board Room of ASRB, Pusa, New Delhi. Dr. T.P. Rajendran, ADG (PP), Dr. A.K. Sinha, Plant Protection Adviser, Dr. B.S. Phogat, Addl. Plant Protection Adviser & Secretary (CIB&RC) and Dr. (Ms.) Shalini Chawla, Prof. MAMC (MOH & FW), New Delhi attended the meeting. Following Officers from the Secretariat of CIB&RC were also present:-      
(i) Dr. (Mrs.) Sarita Bhalla, Spl. Grade-I

(ii) Mr. Vipin Bhatnagar, JD (Chemistry)

(iii) Dr. Bhaskar Tripathi, JD (WS)

(iv) Dr. J.P. Singh,  JD (Entomology)

(v) Dr. A. N. Singh, DD (WS) 
(vi) Dr. S. K. Verma, DD  (PP)

(vii) Mr. Hari Om Miglani, LO

(viii) Mr. Dipankar Bhattacharya, DD (Chemistry)

(ix) Dr. Subhash Kumar, AD (WS)

(x) Shri D.K.Mittal, AD(Chemistry) 
(xi) Dr. V.K.Singh, AD (E)

(xii) Shri K.V. Singh, AD( C) P&P
(xiii) Mr. Niraj Kulshrestha, Assistant (Legal)

(xiv) Shri Sher Singh, Section Officer(CIR-II)

(xv) Mr. Devendera Kumar, LDC

The Chairman welcomed the members and experts of Registration Committee and requested Additional Plant Protection Advisor & Secretary (CIB&RC) to take up the agenda, item-wise for discussions. 

Each issue was deliberated in detail and following decisions were taken by the RC:-
	Agenda 
item No. 

	Particulars of Agenda                                 


	1.0 

	Confirmation of minutes of the 335th meeting of the Registration Committee.    

		Since no comments were received , minutes of 335th meeting were confirmed except Agenda item No 3.9 (i) the last sentence may read as ‘in order to cover the Certificate of Registration already issued a notification may be issued by Secretary, CIB & RC’ on the website of Sectt. of CIB&RC.

	2.0 

	Follow up action on the decisions taken by the Registration Committee in its  335th  meeting.  

		RC appreciated the follow up action taken by the Secretariat of CIB & RC.

	2.1 

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


		RC noted the status and appreciated the efforts made by the Secretariat in clearing more number of registration applications under different sections. 


	2.2 

	Presentation of M/s Bayer CropScience Ltd., Mumbai for grant of registration for import of Imidacloprid 0.5% w/w RB u/s 9(3). 


		The Committee deliberated the issues explained in the presentation by the applicant and approved the grant of registration of above formulation for use as a paste for outdoor purpose only. 


	3.0 

	Government Business      


	3.1 

	Harmonization of the data requirement as per OECD and EU guideline as recommended by Kanungo Committee Report.   


		The Committee decided as under : 

i) Approved the protocols for all (9) Genotoxicity studies and combined carcinogenicity/ chronic toxicity study (Annexure-1). 

ii) The remaining protocols may be brought to the next meeting of the Committee for  consideration.   

iii) All the protocols may be hosted on Sectt. website for comments,  if any. 


	3.2 

	Illegal marketing of pesticides by some companies. 


		   i. The agenda was deliberated in detail. The committee desired that a communication be sent to both the companies viz. M/s Crystal Phosphate Ltd. and M/s Insecticides India Ltd. Delhi, to submit explanation  for not maintaining health records of the workers in their manufacturing premises in compliance to the provisions of the Insecticides Act, 1968 and rules 1971.  
    ii. Both the companies may be asked to submit the health records of the workers in their     manufacturing premises for the last two years also. 


	3.3 

	Consideration of a request of Association of Bio-pesticides Manufacturers for permitting export of bio-pesticides. 

		The matter on the export of biopesticides by 9(3) and 9 (3B) registrants in the light of the clarification provided by DAC was discussed  elaborately and was approved. 


	3.4 

	Report of the Expert Committee under the Chairmanship of Dr. D. Kanungo, Consultant & former Addl. Director General, MOH&FW on Registration of combination of Pesticides having more than two active ingredients – follow-up of 335th RC. 

		The RC accepted the recommendations and guidelines proposed by the expert committee as per the modifications suggested in the agenda by the Secretariat of CIB&RC  and also decided to add the “data on persistence in water if used as larvicides”  in the guidelines for use in public health. Committee further decided that these guidelines will be applicable for registering the combination of three active ingredients only. (Annexure-II).   In view of order of Appellate Authority, the application of M/s.Reckitt Benckiser(I) Ltd. for registration of combination of three a.i. for household uses shall be expedited by the Sectt. Of CIB&RC.

	3.5 

	Re-consideration of registration status of Sirmate. 

		The Committee decided to withdraw uses of Sirmate as no claimant came forward for this product in response to the public notice issued by Secretary(CIB&RC) on the website of  Sectt. on November 14 , 2012. Accordingly, DAC may be requested for issuing  notification for deletion of crops accordingly.     


	3.6 

	Consideration of applications for approval of Testing Facilities. 


		Noted. The committee desired that the exercise may be expedited and completed by 30th April 2013. 


	3.7 

	Alleged illegal import of Imidacloprid Technical by M/s Crystal Crop Protection Pvt. Ltd., Delhi. 


		The Committee decided to issue show-cause to all the companies against whom the complaint has been received from DRI. Their request for regularization of sources be withheld till the final decision is taken on alleged illegal import by them.     


	4.0 

	Export Cases 


	4.1 

	List under section 9(3) Export of applications 

		Approved as per Annexure-4.1.1 of the agenda. 


	4.2 

	Consideration of a representation of M/s Astec Life Sciences Ltd., Mumbai for reconsideration of their application for grant of registration for import of 2,4-D Acid Technical for Export only. 


		The RC considered the representation and rejected the case as no source for its import is approved by the Committee.

	4.3 

	Consideration of an application of M/s Parijat Industries India Pvt. Ltd., Delhi for grant of registration for import of Flutriafol Tech. u/s 9(3) for Export only. 

		Approved 


	4.4 

	Consideration of an application of M/s E.I. DuPont India Pvt. Ltd., Gurgaon for grant of registration for import of Cyantraniliprole Tech. u/s 9(3) for Export only. 


		Approved 


	4.5 

	Consideration of an application of M/s E.I. DuPont India Pvt. Ltd., Gurgaon for grant of registration for indigenous manufacture of Cyantraniliprole 10.26% OD u/s 9(3) for Export only. 


		Approved 


	4.6 

	Consideration of an application of M/s Indofil Industries Ltd., Mumbai for grant of registration for indigenous manufacture of Mancozeb 65% + Benalaxyl 8% WP u/s 9(3) for Export only. 


		Approved 


	4.7 

	Consideration of an application of M/s Deccan Fine Chemicals (India) Pvt. Ltd., Hyderabad for grant of registration for indigenous manufacture of Clethodim 70% MUP u/s 9(3) for Export only. 


		Approved 


	5.0 

	9(3B) Cases   


	5.1 

	Consideration of an application of M/s Bacto Power India Pvt. Ltd., Coimbatore (TN) for grant of registration for indigenous manufacture of  Beauveria bassiana 1.15% WP u/s 9(3B)(Strain:BB-IARI-RJP) (Accession No.:MCC-1022). 


		Approved for a period of Two Years with commercialization. 


	5.2 

	Consideration of an application of M/s Bonageri Crop Science Pvt. Ltd., Dharwad, Karnataka  for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B) (Strain:AAI, Allahabad)  (Accession No.:NAIMCC-F03037). 


		Approved for a period of Two Years with commercialization. 


	5.3 

	Consideration of an application of M/s Ruchi Oyster Mushroom, Gondia (MS) for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B) (Strain:AAI, Allahabad) (Accession No.: NAIMCC-F03037). 


		Approved for a period of Two Years with commercialization. 


	5.4 

	Consideration of an application of M/s Bharat Biocon Pvt. Ltd., New Delhi for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B)  (Strain:AAI, Allahabad) (Accession No.: NAIMCC-F03037). 


		Approved for a period of Two Years with commercialization. 


	5.5 

	Consideration of an application of M/s Bisco Bio Sciences (P) Ltd., Secundrabad (AP) for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B) (Strain:AAI, Allahabad) (Accession No.: NAIMCC-F03037). 


		Approved for a period of Two Years with commercialization. 


	5.6 

	Consideration of an application of M/s Bharti Minerals Ltd., New Delhi for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B) (Strain:AAI, Allahabad) (Accession No.: NAIMCC-F03037). 


		Approved for a period of Two Years with commercialization. 


	5.7 

	Consideration of an application of M/s Sugway Agri biotech & Research Foundation, Yavatmal, Maharashtra for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B). 


		Deferred for seeking clarification regarding strain. 


	5.8 

	Consideration of an application of M/s Advance Cropcare (India) Pvt. Ltd., Indore (MP) for grant of registration for indigenous manufacture of  Metarhizium anisopliae 1.15% WP u/s 9(3B) (Strain: AAI, Allahabad) (Accession No.: NAIMCC-F03037). 

		Approved for a period of Two Years with commercialization. 


	5.9 

	Consideration of an application of M/s Krishi Bio-Products & Research Pvt. Ltd., Indore for grant of registration for indigenous manufacture of  Verticillium lecanii 1.15% WP u/s 9(3B)  (Strain:ICAR Research Complex Umiam) (Accession No.: MCC-1028). 


		Approved for a period of Two Years with commercialization. 


	5.10 

	Consideration of an application of M/s Avadhut Agro Bio-Tech, Osmanabad  for grant of registration for indigenous manufacture of  Verticillium lecanii 1.15% WP u/s 9(3B) (Strain:ICAR Research Complex Umiam) (Accession No.: MCC-1028). 


		Approved for a period of Two Years with commercialization. 


	5.11 

	Consideration of an application of M/s Bacto Power India Pvt. Ltd., Coimbatore (TN)  for grant of registration for indigenous manufacture of  Verticillium lecanii 1.15% WP u/s 9(3B)  (Strain:ICAR Research Complex Umiam) (Accession No.: MCC-1028). 


		Approved for a period of Two Years with commercialization. 

	5.12 

	Consideration of an application of M/s International Panaacea Ltd., New Delhi  for grant of registration for indigenous manufacture of  Bacillus thuringiensis var. kurstaki 0.5% WP u/s 9(3B) (Strain:DOR-Bt-1) (Accession No.: NAIMCC-B-01118). 


		Approved for a period of Two Years with commercialization. 


	5.13 

	Consideration of an application of M/s Kilpest India Ltd., Bhopal for grant of registration for indigenous manufacture of  Bacillus thuringiensis var. Israelensis 5.0% AS u/s 9(3B) (Strain:VCRC,B-17)  (Accession No.: MTCC- 5596). 


		   i.  Approved for a period of Two Years with commercialization.   

 ii. The committee further decided that the issue regarding spore count % and delta endotoxin % in the composition of this product is under consideration of expert group constituted by RC  for the purpose. The final outcome will be applicable to the present applicant and other resistant for the similar strain. This condition may be incorporated in their Certificate of Registration.      


	5.14 

	Consideration of an application of M/s Ajay Bio-Tech (India) Ltd., Pune (MS)  for grant of registration for indigenous manufacture of  Bacillus thuringiensis var. kurstaki 0.5% WP u/s 9(3B) (Strain:DOR-Bt-1)  (Accession No.: NAIMCC- B-01118). 


		Approved for a period of Two Years with commercialization. 


	5.15 

	Consideration of an application of M/s Sunbio Tech Pvt. Ltd., Delhi for grant of registration for indigenous manufacture of  Beauveria bassiana 1.15% WP u/s 9(3B)  (Strain: AAI, Allahabad) (Accession No.: NAIMCC- F-3048). 


		Approved for a period of Two Years with commercialization. 


	5.16 

	Consideration of an application of M/s Advance Crop Care (I) Pvt. Ltd., Indore  for  second  time extension of validity period of provisional registration of Paecilomyces lilacinus 1.0% WP (CFU count 2x106 /gm. min.)  u/s 9(3B) 

		Extension approved for a period of One Year with commercialization. 


	5.17 

	Consideration of an application of M/s Gujarat Life Science (P) Ltd., Baroda for  first  time extension of validity period of provisional registration of Paecilomyces lilacinus 1.0% WP (CFU count 2x106 /gm. min.)  u/s 9(3B) 

		Extension approved for a period of One Year with commercialization. 


	5.18 

	Consideration of an application of M/s International Panaacea Ltd., New Delhi  for  second  time extension of validity period of provisional registration of Paecilomyces lilacinus 1.0% WP (CFU count 2x106 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.19 

	Consideration of an application of M/s Varsha Bioscience and Technology India Pvt. Ltd., Hyderabad for  first  time extension of validity period of provisional registration of Paecilomyces lilacinus 1.0% WP (CFU count 2x106 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.20 

	Consideration of an application of M/s Esvin Advanced Technologies Ltd., Chennai for  first time extension of validity period of provisional registration of Beauveria bassiana 1.15% WP (CFU count 1x108 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.21 

	Consideration of an application of M/s Govinda Agro Tech. Ltd., Nagpur for  third time extension of validity period of provisional registration of Beauveria bassiana 1.15% WP (CFU count 1x108/gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. No further extensions shall be granted. 


	5.22 

	Consideration of an application of M/s Prathibha Biotech, Hyderabad for  second time extension of validity period of provisional registration of Beauveria bassiana 1.15% WP (CFU count 1x108 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.23 

	Consideration of an application of M/s Biotech International Ltd., New Delhi for  third  time extension of validity period of provisional registration of Beauveria bassiana 1.15% WP (CFU count 1x108 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. No further extensions shall be granted. 


	5.24 

	Consideration of an application of M/s Poshak Fertilizers, Kheda (Guj.) for  third  time extension of validity period of provisional registration of Beauveria bassiana 1.15% WP (CFU count 1x108/gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. No further extensions shall be granted. 


	5.25 

	Consideration of an application of M/s Gujarat Life Science(P) Ltd., Baroda for  first time extension of validity period of provisional registration of Verticillium lecanii 1.15% WP (CFU count 1x108 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.26 

	Consideration of an application of M/s Prathibha Biotech, Hyderabad for  second time extension of validity period of provisional registration of Verticillium lecanii 1.15% WP (CFU count 1x108 /gm. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 

No further extensions shall be granted. 


	5.27 

	Consideration of an application of M/s Biotech International Ltd., New Delhi for  third time extension of validity period of provisional registration of Helicoverpa armigera  NPV 2.0% AS (POB count 1x109/ml. min.)  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. No further extensions shall be granted. 


	5.28 

	Consideration of an application of M/s Biotech International Ltd., New Delhi for  third time extension of validity period of provisional registration of Bacillus subtilis 1.5% AS  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. No  further extensions shall be granted. 


	5.29 

	Consideration of an application of M/s Bonageri Cropscience Pvt. Ltd., Dharwad for  first time extension of validity period of provisional registration of Pseudomonas Fluorescens 0.5% WP  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.30 

	Consideration of an application of M/s Krishi Vigyan Kendra, Amravati (MS) for  Second time extension of validity period of provisional registration of Trichoderma viride 1%  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.31 

	Consideration of an application of M/s Bonageri Cropscience Pvt. Ltd., Dharwad, Karnatka for  first time extension of validity period of provisional registration of Trichoderma viride 1%  u/s 9(3B). 


		Extension approved for a period of One Year with commercialization. 


	5.32 

	Consideration of an application of M/s Fertilisers India, Kerala for grant of registration for indigenous manufacture of  Trichoderma viride 1.0% WP u/s 9(3B) (Strain: KAU) (Accession No.: MTCC- 5694). 


		Approved for a period of Two Years with commercialization. 


	5.33 

	Consideration of an application of M/s Bacto Power India Pvt. Ltd., Coimbatore (TN) for grant of registration for indigenous manufacture of  Pseudomonas fluorescens 0.5% WP u/s 9(3B) (Strain: TNAU PF1) (Accession No.: ITCC- BE0005). 


		Approved for a period of Two Years with commercialization. 


	5.34 

	Consideration of an application of M/s Green Max Agotech, Coimbatore (TN) for grant of registration for indigenous manufacture of  Trichoderma hazianum 1.0% WP u/s 9(3B) (Strain: IIHR-TH-2) (Accession No.: ITCC- 6888). 

		Approved for a period of Two Years with commercialization 


	6.0 

	9(3) CASES 


	6.1 

(additional agenda) 

	Consideration of an application of M/s Krishi Rasayan Exports Pvt Ltd, New Delhi for grant of registration for import of Emamectin Benzoate Technical from a New source under Section 9 (3). 

		Approved subject to verification of the source of import from DNA , China. 


	7.0 

	9(4) CASES 

	7.1 

	List of application for registration u/s 9(4).

		Approved as per list at Annexure 7.1.1 of Agenda.

	7.2 

	Consideration of application of M/s Insecticides India Ltd., Delhi for grant of registration for indigenous manufacture of  Buprofezin Technical  under section 9(4). 


		Approved 


	7.3 

	Consideration of application of M/s Jai Shree Rasayan Udyog Ltd., Delhi for grant of registration for indigenous manufacture of  Imidacloprid Technical  under section 9(4). 


		Approved 


	7.4 

	Consideration of application of M/s Meghmani Organics Ltd., Ahmedabad for grant of registration for indigenous manufacture of 2,4-D Ethyl Ester Technical  under section 9(4). 


		Approved 


	7.5 

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


		Approved 


	7.6 

	Consideration of application of M/s Hindustan Pulverising Mills, Delhi for grant of registration for indigenous manufacture of  Acetamiprid  Technical  under section 9(4). 


		Approved 


	7.7 

	Consideration of application of M/s Hindustan Pulverising Mills, Delhi for grant of registration for indigenous manufacture of  Glyphosate  Technical  under section 9(4). 


		Approved 


	7.8 

	Consideration of application of M/s Pasupathy Chemicals Pvt. Ltd., Chennai for grant of registration for indigenous manufacture of  Mancozeb Technical  under section 9(4). 


		Approved 


	7.9 

	Consideration of application of M/s Hindustan Pulverising Mills, Delhi for grant of registration for indigenous manufacture of  Tricyclazole Technical  under section 9(4). 

		Approved 


	8.0 

	ENDORSEMENT CASES 


	8.1 

	Consideration of a Request of M/s Atul Ltd., Atul for issuing a new Certificate of Registration of 2, 4-D Sodium Salt Technical in lieu of old one. 


		i.  Committee deliberated the agenda in detail and decided that certificate of registration in colored stationary as for  9(3) certificates may be issued to the applicant containing  the details/conditions mentioned in the Certificate of Registration issued to the company earlier during 1974. The committee also decided the sentence “registration certificate will be issued separately” shall (being redundant)  be omitted in the new certificate. 

ii.  Committee further decided that Secretary (CIB&RC) may issue certificate in similar manner for the same purpose to other applicants also without bringing the matter to RC, if they made a request for it.     


	8.2 

	Consideration of a Request of M/s Godrej Consumer Products, Mumbai for the endorsement of alternate packaging of d-trans Allethrin 0.25% Aerosol in 625ml capacity. 

		Approved 


	8.3 

	Consideration of a Request of M/s SC Jonson Product Pvt. Ltd., New Delhi for the endorsement of alternate packaging of Prallethrin 2.4% w/w Liquid Vaporizer in secondary packaging of the starter pack where the liquid refilled is packed together with the heater. 


		Approved 

	8.4 

	Consideration of a Request of change of name and office address of the company in respect of M/s Indofil Industries Ltd., Mumbai. 


		Approved 


	8.5 

	Consideration of a Request of change of name of the company in respect of M/s Vimkar Contract Works LLP., Chennai. 


		Approved 


	8.6 

	Consideration of a Request of change in name of the company from M/s Godrej Hicare Ltd. to  M/s ISS Hicare Pvt. Ltd. 


		Approved 


	8.7 

	Change in name of the company request from M/s Hindustan Pulverising Mills (Prop. HPM Chemical & Fertilizers Ltd.), Delhi – incorporation of the name of proprietor company. 

		Approved 


	9.0 

	MISCELLANEOUS ITEMS

	9.1 

	Consideration of request of M/s Shri Dutta Gro-Tech & Equipment, Wardha for enhancement of shelf life of Trichoderma viride 1.0% WP u/s 9(3B). 

		Approved 


	9.2 

	Consideration of request of M/s Tropical Agrosystem (India) Pvt. Ltd., Chennai for enhancement of shelf life of Trichoderma viride 1.0% WP u/s 9(3B). 

		Approved 


	9.3 

	Consideration of request of M/s Antecedent Pabulum Inc., Bathinda, Punjab for enhancement of shelf life of Trichoderma viride 1.0% WP u/s 9(3B). 

		Approved 


	9.4 

	Consideration of request of M/s Western Organics, Indore for enhancement of shelf life of Trichoderma harzianum 1.0% WP u/s 9(3B). 

		Approved 


	9.5 

	Consideration of request of M/s Western Organics, Indore for enhancement of shelf life of Verticillium chlamydosporium 1.0% WP u/s 9(3B). 


		Approved 


	9.6 

	Consideration of request of M/s Excel Crop Care Ltd., Mumbai for enhancement of shelf life of Verticillium chlamydosporium 1.0% WP u/s 9(3B). 


		Approved 


	9.7 

	Consideration of request of M/s Tropical Agrosystem (India) Pvt. Ltd., Chennai for enhancement of shelf life of Beauveria bassiana 1.15% WP u/s 9(3B). 


		Approved 


	9.8 

	Consideration of request of M/s Western Organics, Indore for enhancement of shelf life of Pseudomonas fluorescens 1.0% WP u/s 9(3B). 


		Approved 


	9.9 

	Consideration of request of M/s Antecedent Pabulum Inc., Bathinda, Punjab for enhancement of shelf life of Pseudomonas fluorescens 1.0% WP u/s 9(3B). 

		Approved 


	9.10 

	Consideration of request of M/s Tropical Agrosystem (India) Pvt. Ltd., Chennai for enhancement of shelf life of Pseudomonas fluorescens 0.5% WP u/s 9(3B). 


		Approved 


	9.11 

	Consideration of request of M/s Devi Biotech Pvt. Ltd., Madurai for enhancement of shelf life of Paecilomyces lilacinus 1.0% WP u/s 9(3B). 


		Approved 


	9.12 

	Consideration of request of M/s Tropical Agrosystem (India) Pvt. Ltd., Chennai for enhancement of shelf life of Paecilomyces lilacinus 1.0% WP u/s 9(3B). 


		Approved 


	9.13 

	Consideration of request of M/s Indore Biotech Inputs & Research (P) Ltd., Indore for enhancement of shelf life of Paecilomyces lilacinus 1.0% WP u/s 9(3B). 


		Approved 


	9.14 

	Removal of conditions from the certificate of registration for Paclobutrazole 23% w/w SC for Import u/s 9(3) in respect of PNP & Associates Pvt. Ltd., Faridabad. 


		The committee deliberated the agenda in detail and decided to waive off the data for sub acute oral toxicity study in dog on technical , however applicant is required to submit the toxicity data on livestock for further consideration by the committee. The committee further decided that the Certificate of Registration may be extended  for a period of One Year. During this period the registrant is required to submit data on livestock study , failing which the registration shall be deemed invalid.   


	9.15 

	Cases of RTT Permits issued during January, 2013 to February, 2013 for Ex-post facto approval in 336th R.C.  

		Approved 


	9.16 

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


		Approved as per Annexure……… (Pt. I, II & III) 


	9.17 

	Status of application for Enhancement of Shelf Life under section 9(4) of the Insecticides Act, 1968.. 


		Approved as per Annexure 9.17.1 of the agenda. 


	9.18 

	Request by M/s Syngenta Crop Protection Pvt. Ltd., New Delhi for withdrawing Pirimiphos-methyl formulations registered u/s 9(3) of Insecticide Act, 1968 as formulation Indigenous Manufacture.     


		Deferred. 


	10.0 

	Online filing of application for registration under different categories.       


	10.1 

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


		The Committee deliberated the agenda in detail and approved the applications for grant of registration u/s 9(4) FIM/FI/TI , which are complete, satisfactory as per guidelines and for which MRL has been fixed/partially fixed/and not required as per Annexure 10.1.1 of agenda.

	11

	Any other item with the Permission of Chair.                             


	11.1

	Representation for restoration of registration for import of emamectin benzoate tech. 95%  cleared under RC meeting no. 329 on 08.06.2012. 

		Committee was  apprised of the decision in letter Patents Appeal No. 95/2013 filed  by M/s Meghmani Organics Ltd. against the order dated 10.01.2013 passed in WP (C) 3790 of 2012 in the Hon’ble High Court New Delhi, directing to consider their representation independently. After due deliberations it was decided that the comments on the representations be prepared by the Sectt. of  CIB & RC and placed before the Committee for appropriate decision. It was also decided that a special meeting may also be convened within a period of four weeks to decide the issue as ordered by the Hon’ble High Court.   


	11.2

	Verification of Source of Import before registration   


		The Registration Committee deliberated the issue of complaints regarding authenticity of  source, purity of insecticide just before discussion on the Agenda.  The Committee decided that these issues be verified by Sectt.  of CIB&RC through DNA, India simultaneously with the  scrutiny of files to avoid such a complication at such a late stage.  This decision shall also be applicable to all the applications in the pipeline.  Accordingly, suitable communication may be sent to concerned DNA, through DNA, India.

	11.3

	Open house with Pesticides Industry Associations  


		The Chairman desired that an Open house with Pesticides Industry Associations shall be convened on 25th March, 2013 at 11.30 AM.



	


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

	

	


Annexure 3.1.1  
1. Bacterial Reverse Mutation Test (AMES TEST)
Objective

The bacterial reverse mutation test is commonly employed as an initial screen for genotoxic activity and, in particular, for point mutation-inducing activity.

Principle
The principle of this bacterial reverse mutation test is that it detects mutations which revert mutations present in the test strains and restore the functional capability of the bacteria to synthesize an essential amino acid. The revertant bacteria are detected by their ability to grow in the absence of the amino acid required by the parent test strain. 

Methodology 

Preparations

Bacteria

Fresh cultures of bacteria should be grown up to the late exponential or early stationary phase of growth (approximately 109 cells per ml). Cultures in late stationary phase should not be used. It is essential that the cultures used in the experiment contain a high titre of viable bacteria. The titre may be demonstrated either from historical control data on growth curves, or in each assay through the determination of viable cell numbers by a plating experiment.The recommended culture temperature is 37°C. At least five strains of bacteria should be used. These should include four strains of S. typhimurium (TA1535; TA1537 or TA97a or TA97; TA98; and TA100) that have been shown to be reliable and reproducibly responsive between laboratories. These four S. typhimurium strains have GC base pairs at the primary reversion site and it is known that they may not detect certain oxidizing mutagens, cross-linking agents and hydrazines. Such substances may be detected by E.coli WP2 strains or S. typhimurium TA102 (19) which have an AT base pair at the primary reversion site. Therefore the recommended combination of strains is:

1. S. typhimurium TA1535, and

2. S. typhimurium TA1537 or TA97 or TA97a, and

3. S. typhimurium TA98, and

4. S. typhimurium TA100, and

5. E. coli WP2 uvrA, or E. coli WP2 uvrA (pKM101), or S. typhimurium TA102.

Medium

An appropriate minimal agar (e.g. containing Vogel-Bonner minimal medium E and glucose) and an overlay agar containing histidine and biotin or tryptophan, to allow for a few cell divisions, is used.

Metabolic activation
Bacteria should be exposed to the test substance both in the presence and absence of an appropriate metabolic activation system. The most commonly used system is a cofactor                    supplemented post-mitochondrial fraction (S9) prepared from the livers of rodents treated       with enzyme-inducing agents or a combination of phenobarbitone and ß naphthoflavone. The post-mitochondrial fraction is usually used at concentrations in the range from 5 to 30% v/v in the S9-mix. The choice and condition of a metabolic activation system may depend upon the class of chemical being tested. In some cases it may be appropriate to utilize more than one concentration of post-mitochondrial fraction.
Test substance/Preparation

Solid test substances should be dissolved or suspended in appropriate solvents or vehicles and diluted if appropriate prior to treatment of the bacteria. Liquid test substances may be added directly to the test systems and/or diluted prior to treatment. Fresh preparations should be employed unless stability data demonstrate the acceptability of storage.

Test conditions

Solvent/vehicle

 The solvent/vehicle should not be suspected of chemical reaction with the test substance and should be compatible with the survival of the bacteria and the S9 activity. If other than well-known solvent/vehicles are used, their inclusion should be supported by data indicating their compatibility. It is recommended that wherever possible, the use of an aqueous solvent/vehicle be considered first. When testing water-unstable substances, the organic solvents used should be free of water.

Exposure concentrations

The recommended maximum test  concentration for soluble non-cytotoxic substances is 5 mg/plate or 5 microlitre/plate. For non-cytotoxic substances that are not soluble at 5 mg/plate or 5 microlitre/plate, one or more concentrations tested should be insoluble in the final treatment mixture. Test substances that are cytotoxic already below 5 mg/plate or 5 microlitre/plate should be tested up to a cytotoxic concentration.

The precipitate should not interfere with the scoring.

No. of concentrations

At least five different concentrations should be tested with adequate intervals between test points.

Controls

Concurrent strain specific , positive and negative(solvent or vehicle) controls.

Chemical and CAS No.

9,10-Dimethylanthracene [CAS no. 781-43-1]

7,12-Dimethylbenzanthracene [CAS no. 57-97-6]

Congo Red [CAS no. 573-58-0] (for the reductive metabolic activation method)

Benzo(a)pyrene [CAS no. 50-32-8]

Cyclophosphamide (monohydrate) [CAS no. 50-18-0 (CAS no. 6055-19-2)]

2-Aminoanthracene [CAS no. 613-13-8]

2-Aminoanthracene should not be used as the sole indicator of the efficacy of the S9-mix. If 2-aminoanthracene is used, each batch of S9 should also be characterised with a mutagen that requires metabolic activation by microsomal enzymes, e.g., benzo(a)pyrene, dimethylbenzanthracene. 

For assays performed without metabolic activation system, examples of strain-specific positive controls are:

Chemical and CAS No. Strain

(a) Sodium azide [CAS no. 26628-22-8] TA1535 and TA100

(b) 2-Nitrofluorene [CAS no. 607-57-8] TA98

(c) 9-Aminoacridine [CAS no. 90-45-9] or ICR191 [CAS no. 17070-45-0] TA1537, TA97 and TA97a

(d) Cumene hydroperoxide [CAS no. 80-15-9] TA102

(e) Mitomycin C [CAS no. 50-07-7] WP2 uvrA and TA102

(f) N-Ethyl-N-nitro-N-nitrosoguanidine [CAS no. 70-25-7] or 4-nitroquinoline 1-oxide [CAS no. 56-57-5]WP2, WP2 uvrA and WP2 uvrA (pKM101)

(g) Furylfuramide (AF-2) [CAS no. 3688-53-7] plasmid-containing strains

Other appropriate positive control reference substances may be used. The use of chemical class-related positive control chemicals may be considered, when available.  Negative controls, consisting of solvent or vehicle alone, without test substance, and otherwise treated in the same way as the treatment groups, should be included. In addition, untreated controls should also be used unless there are historical control data demonstrating that no deleterious or mutagenic effects are induced by the chosen solvent.

PROCEDURE

Treatment with test substance

For the plate incorporation method, without metabolic activation, usually 0.05ml or 0.1 ml of the test solutions, 0.1 ml of fresh bacterial culture (containing approximately 108 viable cells) and 0.5 ml of sterile buffer are mixed with 2.0 ml of overlay agar. For the assay with metabolic activation, usually 0.5 ml of metabolic activation mixture containing an adequate amount of post-mitochondrial fraction (in the range from 5 to 30% v/v in the metabolic activation mixture) are mixed with the overlay agar (2.0 ml), together with the bacteria and test substance/test solution. The contents of each tube are mixed and poured over the surface of a minimal agar plate. The overlay agar is allowed to solidify before incubation. 28. For the pre incubation method  the test substance/test solution is pre   incubated with the test strain (containing approximately 108 viable cells) and sterile buffer or the metabolic activation system (0.5 ml) usually for 20 min. or more at 30°-37°C prior to mixing with the overlay agar and pouring onto the surface of a minimal agar plate. Usually, 0.05 or 0.1 ml of test substance/test solution, 0.1 ml of bacteria, and 0.5 ml of S9-mix or sterile buffer, are mixed with 2.0 ml of overlay agar. Tubes should be aerated during pre-incubation by using a shaker. For an adequate estimate of variation, triplicate plating should be used at each dose level. The use of duplicate plating is acceptable when scientifically justified. The occasional loss of a plate does not necessarily invalidate the assay.  Gaseous or volatile substances should be tested by appropriate methods, such as in sealed vessels.

Incubation

All plates in a given assay should be incubated at 37°C for 48-72 hours. After the incubation period, the number of revertant colonies per plate is counted.

DATA AND REPORTING

Treatment of results

Data should be presented as the number of revertant colonies per plate. The number of revertant colonies on both negative (solvent control, and untreated control if used) and positive control plates should also be given.

Individual plate counts, the mean number of revertant colonies per plate and the standard deviation should be presented for the test substance and positive and negative (untreated and/or solvent) controls.

There is no requirement for verification of a clear positive response. Equivocal results should be clarified by further testing preferably using a modification of experimental conditions. Negative results need to be confirmed on a case-by-case basis. In those cases where confirmation of negative results is not considered necessary, justification should be provided. Modification of study parameters to extend the range of conditions assessed should be considered in follow-up experiments. Study parameters that might be modified include the concentration spacing, the method of treatment (plate incorporation or liquid preincubation), and metabolic activation conditions.

Result Assessment

 There are several criteria for determining a positive result, such as a concentration-related increase over the range tested and/or a reproducible increase at one or more concentrations in the number of revertant colonies per plate in at least one strain with or without metabolic activation system. Biological relevance of the results should be considered first. Statistical methods may be used as an aid in evaluating the test results. However, statistical significance should not be the only determining factor for a positive response.

A test substance for which the results do not meet the above criteria is considered non mutagenic in this test

Although most experiments will give clearly positive or negative results, in rare cases the data set will preclude making a definite judgement about the activity of the test substance. Results may remain equivocal or questionable regardless of the number of times the experiment is repeated. Positive results from the bacterial reverse mutation test indicate that a substance induces point mutations by base substitutions or frameshifts in the genome of either Salmonella typhimurium and/or Escherichia coli. Negative results indicate that under the test conditions, the test substance is not mutagenic in the tested species.
2. Genetic Toxicology: Rodent Dominant Lethal Test
Objective
Dominant lethal (DL) effects cause embryonic or foetal death. Induction of a dominant lethal event after exposure to a test substance indicates that the substance has affected germinal tissue of the test species.
Principle

Dominant lethals are generally accepted to be the result of chromosomal aberrations (structural and numerical anomalies), but gene mutations and toxic effects cannot be excluded. A dominant lethal mutation is one occurring in a germ cell which does not cause disfunction of the gamete but which is lethal to the fertilised egg or developing embryo.

Methodology 
Description of the Test Procedure

Several treatment schedules are available. The most widely used requires single administration of the test substance. Other treatment schedules, such as treatment on five consecutive days, may be used if justified by the investigator.

Individual males are mated sequentially to virgin females at appropriate intervals. The number of matings following treatment is governed by the treatment schedule and should ensure that germ cell maturation is adequately covered. Females are sacrificed in the second half of pregnancy, and the uterine contents are examined to determine the total number of implants and the number of live and dead embryos.

Preparations

Test substances

Where appropriate, test substances should be dissolved or suspended in water or isotonic saline. Chemicals insoluble in water may be dissolved or suspended in appropriate vehicles. Normally, freshly prepared solutions or suspensions of the test substance should be employed.
Reference substances

The following are examples of the type of substance which might be used as a positive control 

– triethylenemelamine

– cyclophosphamide

– ethyl methanesulphonate

Experimental animals

Selection of animal species and age

Rats or mice are recommended as the test species. Healthy, sexually mature animals are randomized and assigned to treatment and control groups. Strains with low background dominant lethality, high pregnancy frequency and high implant numbers.

Number of Animal

An adequate number of animals should be used, taking into account the spontaneous variation of the biological characteristics being evaluated. The number chosen should be based on the predetermined sensitivity of detection and power of significance.  For example, in a typical experiment, the number of males in each group should be sufficient to provide between 30 and 50 pregnant females per mating interval.

Housing and feeding conditions 

The environmental conditions should meet the needs of the test species in accordance with good animal husbandry.

Test Conditions

Route of administration

The usual routes of administration are oral or by intra-peritoneal injection. Other routes may be appropriate

Dose level:  

Normally, three dose levels should be used. The highest dose should produce signs of toxicity (e.g. slightly reduced fertility). However, in an initial assessment of dominant lethality a single high dose may be sufficient. Non-toxic substances should be tested up to 5 g/kg or, if this is not practicable, then at the highest dose attainable.   

Control

Positive and negative (vehicle) controls should be included in each experiment. When acceptable positive control results are available from experiments conducted recently (within the last 12 months) in the same laboratory these results can be used instead of a concurrent positive control. Positive control substances should be used at a dose which demonstrates the test sensitivity.                                                      

Test performance

Individual males are mated sequentially at appropriate predetermined intervals to one or two virgin females. Females should be left with the males for at least the duration of one estrus cycle or alternatively until mating has occurred as determined by the presence of sperm in the vagina or by the presence of a vaginal plug.

The number of matings following treatment is governed by the treatment schedule and should ensure that germ cell maturation is adequately covered.

Females are sacrificed in the second half of pregnancy and uterine contents are examined to determine the number of implants and live and dead embryos. The ovaries may be examined to determine the number of corpora lutea

Data and Reporting

Treatment of Results

Data should be tabulated to show the number of males, the number of pregnant females, and the number of non-pregnant females. Results of each mating, including the identity of each male and female, should be reported individually. The mating interval, dose level for males, and the numbers of live implants and dead implants should be enumerated for each female. The post-implantation loss is calculated by determining the ratio of dead to total implants from the treated group compared to the ratio of dead to total implants from a control group. Pre-implantation loss can be calculated as the difference between the number of corpora lutea and the number of implants or as a reduction in the average number of implants per female in comparison with control matings. Where pre-implantation loss is estimated, it should be reported.  Data are evaluated by appropriate statistical methods. Differences among animals within the control and treatment groups should be considered before making comparisons between treated and control groups.

Results Assessment 
There are several criteria for determining a positive result, one of which is a statistically significant dose-related increase in the number of dominant lethals. A test substance which does not produce a statistically significant dose-related increase in the number of dominant lethals is considered non-mutagenic in this system. Both biological and statistical significance should be considered together in the evaluation.

Interpretation of results

A positive dominant lethal assay suggests the possible genotoxicity of a test substance in the germ cells of the treated sex of the test species.

A negative result suggests that, under the conditions of the test, the test substance may not be genotoxic in the germ cells of the treated sex of the test species.

3. Genetic Toxicology: DNA Damage and Repair/ Unscheduled DNA Synthesis in Mammalian Cells in vitro

Objective 
The UDS test measures the DNA repair synthesis after excision and removal of a stretch of DNA containing the region of damage induced by chemical or physical agents.

Principle

The test is based commonly on the incorporation of tritium-labelled thymidine (3H-TdR) into the DNA of mammalian cells which are not in the S-phase of the cell cycle. The uptake of 3H-TdR may be determined by autoradiography or by LSC of DNA from the treated cells. Mammalian cells in culture, unless primary rat hepatocytes are used, are treated with the test substance with and without exogenous mammalian metabolic activation
Methodology 
Test substance Preparations

The test substance and control substances should be prepared in growth medium, or dissolved in an appropriate vehicle and then further diluted in growth medium, for use in the assay. The final concentration of the vehicle should not affect cell viability.

Cells and culture conditions

Primary cultures (e.g. rat hepatocytes), human lymphocytes or established cell lines (e.g. human diploid fibroblasts) may be used in the assay. Appropriate growth media, CO2 concentration, temperature and humidity should be used in maintaining cultures. Established cell lines should be periodically checked for mycoplasma contamination.

Testconditions

Number of cultures

At least two cell cultures for autoradiography are necessary for each experimental point. For UDS determination using LSC, six cell cultures, or less if scientifically justified, are needed for each experimental point.

Controls

Concurrent positive and negative (vehicle) controls with and without metabolic activation should be included in each experiment. Examples of positive controls for the rat hepatocyte assay include 7, 12- dimethylbenzanthracene (7, 12-DMBA) and 2-acetylaminofluorene (2-AAF). In the case of established cell lines, 4-nitroquinoline-N-oxide (4-NQO) is an example of a positive control for both the autoradiographic and LSC assays performed without metabolic activation. Ndimethylnitrosamine is an example of a positive control compound when metabolic activation systems are used.

Exposure concentrations

Multiple concentrations of the test substance over a range adequate to define the response should be used. The highest concentration should elicit some cytotoxic effects. Relatively water-insoluble compounds should be tested up to their limit of solubility. For freely water-soluble non-toxic chemicals, the highest concentration should be determined on a case-by case basis.

Metabolic Activation

Except for primary cells with intrinsic metabolic activity, cells should be exposed to the test substance both in the presence and absence of an appropriate mammalian metabolic activation system.

Performance of the test

Preparation of cultures

Established cell lines are generated from stock cultures (e.g. by trypsinization or byshaking off), seeded in culture vessels at appropriate density, and incubated at 37° C. Short term cultures of mammalian hepatocytes are established by allowing freshly dissociated hepatocytes to attach themselves to the growing surface. Human lymphocyte cultures are set up using appropriate techniques.

Treatment of the cultures with the test substance

Primary mammalian hepatocytes

Freshly isolated mammalian hepatocytes are treated with the test substance in a medium containing 3H-TdR for an appropriate length of time. At the end of the treatment period, medium should be removed from the cells, which are then rinsed, fixed and dried. Slides should be dipped in autoradiographic emulsion (alternatively, stripping film may be used), exposed, developed, stained and counted. Another technique uses parallel BrdU-incorporation and subsequent density gradient centrifugation, in addition to radiolabelling, by which replicating DNA and UDS-DNA can be separated before the liquid scintillation counting.

Established cell lines and lymphocytes, using an autoradiographic technique

Cell cultures are exposed to the test substance for appropriate durations. These times will be governed by the nature of the substance, the activity of the metabolic activation system and the type of cells. To detect the peak of UDS, 3H-TdR should be added either simultaneously with the test substance or within a few minutes after exposure to the test substance. The choice between these two procedures will be influenced by possible interactions between test substance and 3H-TdR. In order to discriminate between UDS and normal semi-conservative DNA replication, the latter may be reduced or inhibited, for example, by the use of an arginine-deficient medium, low serum content, or by hydroxyurea in the culture medium. 

Established cell lines and lymphocytes, using LSC measurement of UDS

Prior to treatment with test substance, entry of cells into S-phase should be blocked as described above; cells should then be exposed to test chemical as described for autoradiography. At the end of the incubation period, DNA should be extracted from the cells and the total DNA content, and the extent of incorporated radiolabel, determined.

It should be noted that, where human lymphocytes are used in both the above techniques, the suppression of normal semi-conservative DNA replication is unnecessary in unstimulated cultures.

Analysis

Autoradiographic determinations

In determining UDS in cells in culture, S-phase nuclei are not counted. Slides should be coded before counting. At least 50 cells per culture should be counted. Several widely separated random fields should be counted on each slide. The amount of 3H-TdR incorporation in the cytoplasm should be determined by suitable methods.

The result should be confirmed in an independent experiment.

LSC determinations

Six cultures (or fewer, if scientifically justified) should be used at each concentration and in the controls.

The result should be confirmed in an independent experiment.

Data Reporting 

Treatment of results

Data should be presented in tabular form.

Autoradiographic determinations

The extent of 3H-TdR incorporation in the cytoplasm and the number of grains found over the cell nucleus should be recorded separately. Mean, median and mode may be used to describe the distribution of the extent of 3HTdR incorporation in the cytoplasm and the number of grains per nucleus. The percentage of cells showing UDS may provide useful information.

Data should be evaluated using appropriate statistical methods.

LSC determinations

For LSC determinations, incorporation of radiolabel should be reported as dpm/μg DNA. The mean dpm/μg DNA with standard deviation may be used to describe the distribution of incorporation.

Data should be evaluated using appropriate statistical methods.

Result Assessment 
There are several criteria for determining a positive result, one of which is a statistically significant dose-related increase in radiolabel incorporation (expressed either as grains per nucleus or as dpm/μg DNA). Another criterion may be the detection of a reproducible and statistically significant positive response for at least one of the test points. A test substance producing neither a statistically significant dose-related increase in radiolabel incorporation (expressed either in grains per nucleus or as dpm/μg DNA) nor is a statistically significant and reproducible positive response at any one of the test points considered not active in this system.

4. Unscheduled DNA Synthesis (UDS) Test with Mammalian Liver Cells In Vivo
Objective 

Introduction

The purpose of the unscheduled DNA synthesis (UDS) test with mammalian liver cells in vivo is to identify substances that induce DNA repair in liver cells of treated animals.

Principle 

The test is based on the incorporation of 3H-TdR into the DNA of liver cells which have a low frequency of cells in the S-phase of the cell cycle. The uptake of 3H TdR is usually determined by autoradiography, since this technique is not as susceptible to interference from S-phase cells as, for example, liquid scintillation counting.

Methodology
Selection of animal species

Rats are commonly used, although any appropriate mammalian species may be used. Commonly used laboratory strains of young healthy adult animals should be employed. At the commencement of the study, the weight variation of animals should be minimal and not exceed + 20% of the mean weight for each sex.

Housing and feeding conditions

The temperature in the experimental animal room should be 22oC (±3oC). Although the relative humidity should be at least 30% and preferably not exceed 70% other than during room cleaning the aim should be 50-60%. Lighting should be artificial, the sequence being 12 hours light, 12 hours dark. For feeding, conventional laboratory diets may be used with an unlimited supply of drinking water. The choice of diet may be influenced by the need to ensure a suitable admixture of a test substance when administered by this method. Animals may be housed individually, or be caged in small groups of the same sex.
Preparation of the animals

Healthy young adult animals are randomly assigned to the control and treatment groups. Cages should be arranged in such a way that possible effects due to cage placement are minimised. The animals are identified uniquely and kept in their cages for at least five days prior to the start of the study to allow for acclimatization to the laboratory conditions.

Test substance/Preparation

Solid test substances should be dissolved or suspended in appropriate solvents or vehicles and diluted, if appropriate, prior to dosing of the animals. Liquid test substances may be dosed directly or diluted prior to dosing. Fresh preparations of the test substance should be employed unless stability data demonstrate the acceptability of storage.

Test conditions

Solvent/vehicle

 The solvent/vehicle should not produce toxic effects at the dose levels used, and should not be suspected of chemical reaction with the test substance. If other than well known solvents/vehicles are used, their inclusion should be supported with data indicating their compatibility. It is recommended that wherever possible, the use of an aqueous solvent/vehicle should be considered first.

Controls

 Concurrent positive and negative controls (solvent/vehicle) should be included in each independently performed part of the experiment. Except for treatment with the test substance, animals in the control group should be handled in an identical manner to the animals in the treated groups.

 Positive controls should be substances known to produce UDS when administered at exposure levels expected to give a detectable increase over background. Positive controls needing metabolic activation should be used at doses eliciting a moderate response. The doses may be chosen so that the effects are clear but do not immediately reveal the identity of the coded slides to the reader. Examples of positive control substances include:

N-Nitrosodimethylamine [CAS no. 62-75-9]

N-2-Fluorenylacetamide (2-AAF) [CAS no. 53-96-3]

Other appropriate positive control substances may be used. It is acceptable that the positive control may be administered by a route different from the test substance.

PROCEDURE

Number and sex of animals

 An adequate number of animals should be used, to take account of natural biological variation in test response. The number of animals should be at least 3 analysable animals per group. Where a significant historical database has been accumulated, only 1 or 2 animals are required for the concurrent negative and positive control groups. 

If at the time of the study there are data available from studies in the same species and using the same route of exposure that demonstrate that there are no substantial differences in toxicity between sexes, then testing in a single sex, preferably males, will be sufficient. Where human exposure to chemicals may be sex-specific, as for example with some pharmaceutical agents, the test should be performed with animals of the appropriate sex.

Treatment schedule

Test substances are generally administered as a single treatment.

Dose levels

Normally, at least two dose levels are used. The highest dose is defined as the dose producing signs of toxicity such that higher dose levels, based on the same dosing regimen, would be expected to produce lethality. In general, the lower dose should be 50% to 25% of the high dose. Substances with specific biological activities at low non-toxic doses (such as hormones and mitogens) may be exceptions to the dose-setting criteria and should be evaluated on a case-by-case basis. If a range finding study is performed because there are no suitable data available, it should be performed in the same laboratory, using the same species, strain, sex, and treatment regimen to be used in the main study.

 The highest dose may also be defined as a dose that produces some indication of toxicity in the liver (e.g. pyknotic nuclei).

Limit test.

 If a test at one dose level of at least 2000 mg/kg body weight, applied in a single treatment or in two treatments on the same day, produces no observable toxic effects, and if genotoxicity would not be expected, based upon data from structurally related substances, then a full study may not be necessary. Expected human exposure may indicate the need for a higher dose level to be used in the limit test.

Administration of doses

The test substance is usually administered by gavage using a stomach tube or a suitable intubation cannula. Other routes of exposure may be acceptable where they can be justified. However, the intraperitoneal route is not recommended as it could expose the liver directly to the test substance rather than via the circulatory system. The maximum volume of liquid that can be administered by gavage or injection at one time depends on the size of the test animal. The volume should not exceed 2ml/100g body weight. The use of volumes higher than these must be justified. Except for irritating or corrosive substances which will normally reveal exacerbated effects with higher concentrations, variability in test volume should be minimised by adjusting the concentration to ensure a constant volume at all dose levels.

Preparation of liver cells

 Liver cells are prepared from treated animals normally 12-16 hours after dosing. An additional earlier sampling time (normally 2-4 hours post-treatment) is generally necessary unless there is a clear positive response at 12-16 hours. However, alternative sampling times may be used when justified on the basis of toxicokinetic data. 

 Short-term cultures of mammalian liver cells are usually established by perfusing the liver in situ with collagenase and allowing freshly dissociated liver cells to attach themselves to a suitable surface. Liver cells from negative control animals should have a viability (5) of at least 50 percent.

Determination of UDS

Freshly isolated mammalian liver cells are incubated usually with medium containing 3HTdR for an appropriate length of time, e.g. 3 - 8 hours. At the end of the incubation period, medium should be removed from the cells, which may then be incubated with medium containing excess unlabelled thymidine to diminish unincorporated radioactivity ("cold chase"). For more prolonged incubation times, cold chase may not be necessary. The cells are then rinsed, fixed and dried. Slides are dipped in autoradiographic emulsion, exposed in the dark (e.g. refrigerated for 7-14 days), developed, stained, and exposed silver grains are counted. Two to three slides are prepared from each animal.

Result Assessment 
Examples of criteria for positive/negative responses include: 

                 positive   (i) NNG value(s) above a pre-set threshold which is justified on the  

                                     basis of laboratory  historical data; 

           or     (ii) NNG value(s) significantly greater than concurrent control.

      negative  (i)  NNG value(s) within/below historical control threshold;

            or    (ii) NNG value(s) not significantly greater than concurrent control.

The biological relevance of data should be considered; i.e., parameters such as inter-animal variation, dose-response relationship and cytotoxicity should be taken into account. Statistical methods may be used as an aid in evaluating the test results. However, statistical significance should not be the only determining factor for a positive response.

5. In Vitro Mammalian Cell Micronucleus Test

Objective

The assay detects the activity of clastogenic and aneugenic chemicals in cells that have undergone cell division during or after exposure to the test substance.
Principle

The in vitro micronucleus (MNvit) assay is a genotoxicity test for the detection of micronuclei (MN) in the cytoplasm of interphase cells.
Cell cultures of human or mammalian origin are exposed to the test substance both with and without an exogenous source of metabolic activation unless cells with an adequate metabolizing capability are used. Concurrent solvent/vehicle and positive controls are included in all tests.
Methodology  
Preparations 
 Cultured primary human peripheral blood lymphocytes  and a number of rodent cell lines such as CHO, V79, CHL/IU, and L5178Y cells may be used. The use of other cell lines and types should be justified based on their demonstrated performance in the assay, as described in the Acceptability Criteria section. Because the background frequency of micronuclei will influence the sensitivity of the assay, it is recommended that cell types with a low, stable background frequency of micronucleus formation be used. 

 Human peripheral blood lymphocytes should be obtained from young (approximately 18-35 years of age), healthy, non-smoking individuals with no known recent exposures to genotoxic chemicals or radiation. If cells from more than one donor are pooled for use, the number of donors should be specified. The micronucleus frequency increases with age and this trend is more marked in females than in males  and this should be taken into account in the selection of donor cells for pooling. 

Media and culture conditions 
 Appropriate culture medium and incubation conditions (culture vessels, CO2 concentration, temperature, and humidity) should be used for maintaining cultures. Established cell lines and strains should be checked routinely for the stability of the modal chromosome number and the absence of mycoplasma contamination, and should not be used if contaminated or if the modal chromosome number has changed. The normal cell cycle time for the culture conditions used in the testing laboratory should be known. If the cytokinesis-block method is used then the concentration of the cytokinesis inhibitor should be optimised for the particular cell type and should be shown to produce a good yield of binucleate cells for scoring. 

Preparation of cultures 
Established cell lines and strains: Cells are propagated from stock cultures, seeded in culture medium at a density such that the cultures will not reach confluency in monolayers, and suspension cultures will not reach excessive density before the time of harvest, and incubated at 37°C. 
Lymphocytes: Whole blood treated with an anti-coagulant (e.g. heparin), or separated lymphocytes, are cultured in the presence of a mitogen e.g. phytohaemagglutinin (PHA) prior to exposure to the test substance and cytoB. 

Metabolic activation 
 Exogenous metabolising systems should be used when using cells with inadequate endogenous metabolic capacity. The most commonly used system is a co-factor-supplemented post-mitochondrial fraction (S9) prepared from the livers of rodents treated with enzyme-inducing agents such as Aroclor 1254  or a combination of phenobarbitone and β-naphthoflavone. The latter combination does not conflict with the Stockholm Convention on Persistent Organic Pollutants and has been shown to be as effective as Aroclor 1254 for inducing mixed-function oxidases. The S9 fraction typically is used at concentrations ranging from 1-10% (v/v) in the final test medium. The condition of a metabolic activation system may depend upon the class of chemical being tested and in some cases it may be appropriate to utilise more than one S9 concentration. 

 Genetically engineered cell lines expressing specific human or rodent activating enzymes may eliminate the need for an exogenous metabolic activation system, and may be used as the test cells. In such cases the choice of the cell lines used should be scientifically justified, e.g. by relevance of the mixed function oxidases for the metabolism of the test substance , and their responsiveness to known clastogens and aneugens (see separate section on Acceptability Criteria). It should be recognized that the substance being tested may not be metabolised by the expressed mixed function oxidase(s); in this case, the negative results would not indicate that the substance cannot induce micronuclei.

Test substance preparation 
 Solid test substances should be dissolved in appropriate solvents or vehicles and diluted, if appropriate, prior to treatment of the cells. Liquid test substances may be added directly to the test systems and/or diluted prior to treatment. Gases or volatile substances should be tested by appropriate modifications to the standard protocols, such as treatment in sealed vessels. Fresh preparations of the test substance should be used unless stability data demonstrate the acceptability of storage. 

Test Conditions 
Solvents/vehicles 
The solvent/vehicle should not react with the test substance, or be incompatible with the survival of the cells or with the maintenance of S9 activity at the concentration used. If other than well established solvent/vehicles (e.g. water, cell culture medium, dimethyl sulfoxide) are used, their use should be supported by data indicating their compatibility with the test substance and their lack of genetic toxicity. It is recommended that, wherever possible, the use of an aqueous solvent/vehicle should be considered first. 

Use of cytoB as a cytokinesis blocker 
 One of the most important considerations in the performance of the MNvit assay is ensuring that the cells being scored have completed mitosis during the treatment or the post-treatment incubation period, if one is used. CytoB is the agent that has been most widely used to block cytokinesis because it inhibits actin assembly, and thus prevents separation of daughter cells after mitosis, leading to the formation of binucleated cells. Micronucleus scoring, therefore, can be limited to cells that have gone through mitosis during or after treatment. The effect of the test substance on cell proliferation kinetics can be measured simultaneously. CytoB should be used of as a cytokinesis blocker when human lymphocytes are used because cell cycle times will be variable within cultures and among donors and because not all lymphocytes will respond to PHA. Other methods have been used when testing cell lines to determine if the cells being scored have divided; these are addressed below. 

The appropriate concentration of cytoB should be determined by the laboratory for each cell type to achieve the optimal frequency of binucleated cells in the solvent/vehicle control cultures. The appropriate concentration of cytoB is usually between 3 and 6 μg/ml. 

Measuring cell proliferation and cytotoxicity and choosing exposure concentrations 
 When determining the highest test substance concentration to be tested, concentrations that have the capability of producing artifactual positive responses, such as those producing excessive cytotoxicity, precipitation in the culture medium, and marked changes in pH or osmolality, should be avoided. 

 Measurements of cell proliferation are made to assure that the treated cells have undergone mitosis during the assay and that the treatments are conducted at appropriate levels of cytotoxicity.  Cytotoxicity should be determined with and without metabolic activation in cells that do not require metabolic activation using the relative increase in cell counts (RICC) or relative population doubling (RPD) (see Annex 2 for formulas) unless cytoB is used. When cytoB is used, cytotoxicity can be determined using the replication index (RI) (see Annex 2 for formula).  Treatment of cultures with cytoB, and measurement of the relative frequencies of mononucleate, binucleate, and multi-nucleate cells in the culture, provides an accurate method of quantifying the effect on cell proliferation and the cytotoxic or cytostatic activity of a treatment , and ensures that only cells that divided during or after treatment are scored. 

 In studies with cytoB, cytostasis/cytotoxicity can be quantified from the cytokinesis-block proliferation index (CBPI) or may be derived from the RI from at least 500 cells per culture (see Annex 2 for formulas). When cytoB is used to assess cell proliferation, a CBPI or RI should be determined from at least 500 cells per culture. These measurements among others can be used to estimate cytotoxicity by comparing values in the treated and control cultures. Assessment of other markers of cytotoxicity (e.g. confluency, cell number, apoptosis, necrosis, metaphase counting) can provide useful information. 

 In studies without cytoB, it is necessary to demonstrate that the cells scored in the culture have undergone division during or following treatment with the test substance, otherwise false negative responses may be produced. Methods that have been used for ensuring that divided cells are being scored include incorporation and subsequent detection of bromodeoxyuridine (BrdU) to identify cells that have replicated , the formation of clones when cells from permanent cell lines are treated and scored in situ on a microscope slide (Proliferation Index (PI)), or the measurement of Relative Population Doubling (RPD) or Relative Increase in Cell Count (RICC) or other proven methods (see Annex 2 for formulas). Assessment of other markers for cytotoxicity or cytostasis (e.g. confluency, cell number, apoptosis, necrosis, metaphase counting) can provide useful information. 

 At least three analysable test concentrations should be evaluated. In order to achieve this, it may be necessary to perform the experiment using a larger number of closely spaced concentrations and analyse micronucleus formation in those concentrations providing the appropriate range of cytotoxicities. An alternative strategy is to perform a preliminary cytotoxicity test to narrow the range for the definitive test. 

The highest concentration should aim to produce 55 ± 5% cytotoxicity. Higher levels may induce chromosome damage as a secondary effect of cytotoxicity (60). Where cytotoxicity occurs, the test concentrations selected should cover a range from that producing 55 ± 5% cytotoxicity, to little or no cytotoxicity. 

 If no cytotoxicity or precipitate is observed, the highest test concentration should correspond to 0.01 M, 5 mg/mL or 5 μl/mL, whichever is the lowest. The concentrations selected for analysis should, in general, be separated by a spacing of no more than √10. For test substances that exhibit a steep concentration-response curve, it may be necessary to more closely space the test substance concentrations so that cultures in the moderate and low toxicity ranges also will be scored. 

 When solubility is a limiting factor, the maximum concentration, if not limited by cytotoxicity, should be the lowest concentration at which minimal precipitate is visible in cultures, provided there is no interference with scoring. Evaluation of precipitation should be done by methods such as light microscopy, noting precipitate that persists, or appears during culture (by the end of treatment). 

Controls 
 Concurrent positive and solvent/vehicle controls both with and without metabolic activation should be included in each experiment. 
 Positive controls are needed to demonstrate the ability of the cells used, and the test protocol, to identify clastogens and aneugens, and to affirm the metabolic capability of the S9 preparation. The positive controls should employ known inducers of micronucleus formation at concentrations expected to give small, but reproducible increases over background, and demonstrate the sensitivity of the test system.  

Positive control concentrations should be chosen so that the effects are clear but do not immediately reveal the identity of the coded slides to the reader. 

 A clastogen that requires metabolic activation (e.g. cyclophosphamide; benzo[a]pyrene) should be used to demonstrate both the metabolic competence and the ability of the test system to detect clastogens. Other positive control substances may be used if justified. Because some positive controls that need metabolic activation may be active without exogenous metabolic activation under certain treatment conditions or in certain cell lines, the need for metabolic activation, and the activity of the S9 preparation, should be tested in the selected cell line and at the selected concentrations. 

 At the present time, no aneugens are known that require metabolic activation for their genotoxic activity . Currently accepted positive controls for aneugenic activity are, for example, colchicine and vinblastine. Other substances may be used if they induce micronuclei solely, or primarily, through aneugenic activity. To avoid the need for two positive controls (for clastogenicity and aneugenicity) without metabolic activation, the aneugenicity control can serve as the positive control without S9, and the clastogenicity control can be used to test the adequacy of the metabolic activation system used. Positive controls for both clastogenicity and aneugenicity should be used in cells that do not require S9. Suggested positive control chemicals are included in Annex 3. The use of chemical class-related positive control chemicals may be considered, when suitable substances are available. All positive control substances used should be appropriate for the cell type and activation conditions. 

 Solvent/vehicle controls should be included for every harvest time. In addition, untreated negative controls (lacking solvent/vehicle) should also be used unless there are published or laboratory historical control data demonstrating that no genotoxic or other deleterious effects are induced by the chosen solvent at the concentrations used. 

PROCEDURE 
Treatment Schedule 
 In order to maximise the probability of detecting an aneugen or clastogen acting at a specific stage in the cell cycle, it is important that sufficient numbers of cells are treated with the test substance during all stages of their cell cycles. The treatment schedule for cell lines and primary cell cultures may, therefore, differ somewhat from that for lymphocytes which require mitogenic stimulation to begin their cell cycle and these are considered in Paragraphs. 

Theoretical considerations, together with published data indicate that most aneugens and clastogens will be detected by a short term treatment period of 3 to 6 hrs in the presence and absence of S9, followed by removal of the test substance and a growth period of 1.5 – 2.0 cell cycles. Cells are sampled at a time equivalent to about 1.5 – 2.0 times the normal (i.e. untreated) cell cycle length either after the beginning or at the end of treatment (See Table 1). Sampling or recovery times may be extended if it is known or suspected that the test substance affects the cell cycling time (e.g. when testing nucleoside analogues). 

 Because of the potential cytotoxicity of S9 preparations for cultured mammalian cells, an extended exposure treatment of 1.5 – 2.0 normal cell cycles is used only in the absence of S9. In the extended treatment, options are offered to allow treatment of the cells with the test chemical in the absence or presence of cytoB. These options address situations where there may be concern regarding possible interactions between the test substance and cytoB. 

 The suggested cell treatment schedules are presented in Table 1. These general treatment schedules may be modified depending on the stability or reactivity of the test substance or the particular growth characteristics of the cells being used. All treatments should commence and end while the cells are growing exponentially. These schedules are presented in more details in paragraphs 41-47 following. 

Table 1. Cell treatment and harvest times for the MNvit assay 

	Lymphocytes, primary cells and cell lines treated with cytoB 


	+ S9 


	Treat for 3-6 hrs in the presence of S9; 

remove the S9 and treatment medium; 

add fresh medium and cytoB; 

harvest 1.5 – 2.0 normal cell cycles later. 



	
	– S9 

Short 

exposure 


	Treat for 3-6 hrs; 

remove the treatment medium; 

add fresh medium and cytoB; 

harvest 1.5 – 2.0 normal cell cycles later. 



	
	– S9 

Extended 

exposure 


	Option A: Treat for 1.5 – 2 normal cell cycles in the presence of cytoB; 

harvest at the end of the exposure period. 

Option B: Treat for 1.5 – 2.0 normal cell cycles; 

remove the test substance; 

add fresh medium and cytoB; 

harvest 1.5 – 2.0 normal cell cycles later. 



	Cell lines treated without cytoB 

(Identical to the treatment schedules outlined above with the exception that no cytoB is added) 




Lymphocytes, primary cells, and cell lines with cytoB 
For lymphocytes, the most efficient approach is to start the exposure to the test substance at 44-48 hrs after PHA stimulation, when cycle synchronisation will have disappeared. In the initial assay, cells are treated for 3 to 6 hrs with the test substance in the absence and presence of S9. The treatment medium is removed and replaced with fresh medium containing cytoB, and the cells are harvested 1.5 – 2.0 normal cell cycles later. 

 If both initial tests of the short (3-6 hrs) treatment are negative or equivocal, a subsequent, extended exposure treatment without S9 is used. Two treatment options are available and are equally acceptable. However, It might be more appropriate to follow Option A for stimulated lymphocytes where exponential growth may be declining at 96 hrs following stimulation. Also, cultures of cells should not have reached confluence by the final sampling time in Option B 

• Option A: The cells are treated with the test substance for 1.5 – 2.0 normal cell cycles, and harvested at the end of the treatment time. 

• Option B: The cells are treated with the test substance for 1.5 – 2.0 normal cell cycles. The treatment medium is removed and replaced with fresh medium, and the cells are harvested after additional 1.5 - 2.0 normal cell cycles. 

 Primary cells and cell lines should be treated in a similar manner to lymphocytes except that it is not necessary to stimulate them with PHA for 44-48 hrs. Cells other than lymphocytes should be exposed such that at the time of study termination, the cells are still in log-phase growth. 

Cell lines without cytoB 
 Cells should be treated for 3-6 hrs in the presence and absence of S9. The treatment medium is removed and replaced with fresh medium, and the cells are harvested 1.5 – 2.0 normal cell cycles later. 

If both initial tests of the short (3-6 hrs) treatment are negative or equivocal, a subsequent, extended exposure treatment (without S9) is used. Two treatment options are available, both of which are equally acceptable: 

• Option A: The cells are treated with the test substance for 1.5 – 2.0 normal cell cycles, and harvested at the end of the treatment time. 

• Option B: The cells are treated with the test substance for 1.5 – 2.0 normal cell cycles. The treatment medium is removed and replaced with fresh medium, and the cells are harvested after additional 1.5 - 2.0 normal cell cycles. 

 In monolayers, mitotic cells (identifiable as being round and detaching from the surface) may be present at the end of the 3-6 hr treatment. Because these mitotic cells are easily detached, they can be lost when the medium containing the test substance is removed. Care should be taken to collect these when cultures are washed, and to return them to the cultures, to avoid losing cells that are in mitosis, and at risk for micronuclei, at the time of harvest. 

Number of cultures 
 Duplicate cultures should be used for each test substance concentration and for the vehicle/solvent and negative control cultures. Where minimal variation between duplicate cultures can be demonstrated from historical laboratory data, it may be acceptable for single cultures to be used. If single cultures are used, it is recommended that an increased number of concentrations be analysed. 

Cell harvest and slide preparation 
 Each culture is harvested and processed separately. Cell preparation may involve hypotonic treatment, but this step is not necessary if adequate cell spreading is otherwise achieved. Different techniques can be used in slide preparation provided that high-quality cell preparations for scoring are obtained. Cell cytoplasm should be retained to allow the detection of micronuclei and (in the cytokinesis-block method) reliable identification of binucleate cells. 

 The slides can be stained using various methods, such as Giemsa or fluorescent DNA specific dyes . The use of a DNA specific stain (e.g. acridine orange  or Hoechst 33258 plus pyronin-Y ) can eliminate some of the artifacts associated with using a non-DNA specific stain. Anti-kinetochore antibodies, FISH with pancentromeric DNA probes, or primed in situ labelling with pancentromere-specific primers, together with appropriate DNA counterstaining, can be used to identify the contents (chromosome/chromosomal fragment) of micronuclei if mechanistic information of their formation is of interest. Other methods for differentiation between clastogens and aneugens may be used if they have been shown to be effective. 

Analysis 
 All slides, including those of the solvent/vehicle and the controls, should be independently coded before the microscopic analysis. Alternatively, coded samples can be analysed using a validated, automated flow cytometric or image analysis system. 

 In cytoB-treated cultures, micronucleus frequencies should be analysed in at least 2000 binucleated cells per concentration (at least 1000 binucleated cells per culture; two cultures per concentration). If single cultures are used, at least 2000 binucleated cells per concentration should be scored from that culture. If substantially fewer than 1000 binucleate cells per culture, or 2000 if a single culture is used, are available for scoring at each concentration, and if a significant increase in micronuclei is not detected, the test should be repeated using more cells, or at less toxic concentrations, whichever is appropriate. Care should be taken not to score binucleate cells with irregular shapes or where the two nuclei differ greatly in size; neither should binucleate cells be confused with poorly spread multi-nucleate cells. Cells containing more than two main nuclei should not be analysed for micronuclei, as the baseline micronucleus frequency may be higher in these cells. Scoring of mononucleate cells is acceptable if the test substance is shown to interfere with cytoB activity. 

 In cell lines assayed without cytoB treatment, micronuclei should be scored in at least 2000 cells per concentration (at least 1000 cells per culture; two cultures per concentration). Where only one culture per concentration is used, at least 2000 cells should be scored from that culture. 

 When cytoB is used, a CBPI or an RI should be determined to assess cell proliferation (see Annex 2) using at least 500 cells per culture. When treatments are performed in the absence of cytoB, it is essential to provide evidence that the cells being scored have proliferated, as discussed in Paragraphs 24-27. 

Acceptability criteria 
 A laboratory proposing to use the MNvit assay described in this Test Guideline should demonstrate its ability to reliably and accurately detect substances of known aneugenic and clastogenic activity, with and without metabolic activation, as well as known negative substances, using the reference substances in Annex 3. As evidence of its ability to perform this test method correctly, the laboratory should provide evidence that the cells being scored for micronucleus formation have completed one nuclear division if the test is performed without the use of cytoB. 

 The chemicals in Annex 3 are recommended for use as reference chemicals. Substitute or additional chemicals can be included if their activity is known and if they induce micronuclei by the same mechanisms of action, and if they are shown to be relevant to the chemicals that will be tested using the MNvit procedure. Justification could include a validation study employing a broad variety of substances or focused on a narrower spectrum based on the chemical class of the test substance or the mechanism of damage being studied. 

 Solvent/vehicle control and untreated cultures should give reproducibly low and consistent micronuclei frequencies (typically 5-25 micronuclei/1000 cells for the cell types identified).

 Other cell types may have different ranges of responses which should be determined when validating them for use in the MNvit assay. Data from negative, solvent, and positive controls should be used to establish historical control ranges. These values should be used in deciding the adequacy of the concurrent negative/positive controls for an experiment 

 If minor changes to the protocol (e.g. use of automated instead of manual scoring techniques; use of a new cell type) are proposed for the assay, then the effectiveness of the change should be demonstrated before the modified protocol can be considered acceptable for use. Demonstration of effectiveness includes demonstration that the major mechanisms of chromosome breakage and gain or loss can be detected, and that appropriate positive and negative results can be achieved for the class of the individual substance, or the broad range of substances, to be tested. 

Result Assessment
There are several criteria for determining a positive result, such as a concentration-related increase or a statistically significant increase in the number of cells containing micronuclei. The biological relevance of the results should be considered first. Consideration of whether the observed values are within or outside of the historical control range can provide guidance when evaluating the biological significance of the response. Appropriate statistical methods may be used as an aid in evaluating the test results. However, the results of statistical testing should be assessed with respect to dose-response relationship. Reproducibility and historical data should also be taken into consideration.”  

Although most experiments will give clearly positive or negative results, in some cases the data set will preclude making a definite judgement about the activity of the test substance. These equivocal or questionable responses may occur regardless of the number of times the experiment is repeated. 

 Positive results from the MNvit assay indicate that the test substance induces chromosome breakage loss, in cultured mammalian cells. Negative results indicate that, under the test conditions used, the test substance does not induce chromosome breaks and/or gain or loss in cultured mammalian cells. 
6. In Vitro Mammalian Chromosome Aberration Test
Objective
 In vitro chromosome aberration test is used to identify agents that cause structural chromosome aberrations in cultured mammalian cells. 
Principle 
Cell cultures are exposed to the test substance both with and without metabolic activation. At predetermined intervals after exposure of cell cultures to the test substance, they are treated with a metaphase-arresting substance (e.g. colchicine), harvested, stained and metaphase cells are analysed microscopically for the presence of chromosome aberrations.

Methodology 
Preparations

Cells

 A variety of cell lines, strains or primary cell cultures, including human cells, may be used (e.g. Chinese hamster fibroblasts, human or other mammalian peripheral blood lymphocytes).

Media and culture conditions

Appropriate culture media and incubation conditions (culture vessels, CO2 concentration, temperature and humidity) should be used in maintaining cultures. Established cell lines and strains should be checked routinely for stability in the modal chromosome number and the absence of mycoplasma contamination and should not be used if contaminated. The normal cell cycle time for the cells and culture conditions used should be known.

Preparation of cultures

Established cell lines and strains: cells are propagated from stock cultures, seeded in culture medium at a density such that the cultures will not reach confluency before the time of harvest, and incubated at 37°C.

Lymphocytes: whole blood treated with an anti-coagulant (e.g. heparin) or separated lymphocytes obtained from healthy subjects are added to culture medium containing a mitogen (e.g. phytohemagglutinin) and incubated at 37°C.

Metabolic activation

 Cells should be exposed to the test substance both in the presence and absence of an appropriate metabolic activation system. The most commonly used system is a co-factorsupplemented post-mitochondrial fraction (S9) prepared from the livers of rodents treated with enzyme-inducing agents such as Aroclor 1254, or a combination of phenobarbitone and ß-naphthoflavone. The post-mitochondrial fraction is usually used at concentrations in the range from 1-10% v/v in the final test medium. The condition of a metabolic activation system may depend upon the class of chemical being tested. In some cases it may be appropriate to utilize

more than one concentration of post-mitochondrial fraction. A number of developments, including the construction of genetically engineered cell lines expressing specific activating enzymes, may provide the potential for endogenous activation. The choice of the cell lines used should be scientifically justified (e.g., by the relevance of the cytochrome P450 isoenzyme for the metabolism of the test substance).

Test substance/Preparation

Solid test substances should be dissolved or suspended in appropriate solvents or vehicles and diluted if appropriate prior to treatment of the cells. Liquid test substances may be added directly to the test systems and/or diluted prior to treatment. Fresh preparations of the test substance should be employed unless stability data demonstrate the acceptability of storage.

Test conditions

Solvent/vehicle

The solvent/vehicle should not be suspected of chemical reaction with the test substance and should be compatible with the survival of the cells and the S9 activity. If other than well-known solvent/vehicles are used, their inclusion should be supported by data indicating their compatibility. It is recommended that wherever possible, the use of an aqueous solvent/vehicle be considered first. When testing water-unstable substances, the organic solvents used should be free of water. Water can be removed by adding a molecular sieve.

Exposure concentrations

Among the criteria to be considered when determining the highest concentration are cytotoxicity, solubility in the test system, and changes in pH or osmolality. 15. Cytotoxicity should be determined with and without metabolic activation in the main experiment using an appropriate indication of cell integrity and growth, such as degree of confluency, viable cell counts, or mitotic index. It may be useful to determine cytotoxicity and solubility in a preliminary experiment.

At least three analysable concentrations should be used. Where cytotoxicity occurs, these concentrations should cover a range from the maximum to little or no toxicity; this will usually mean that the concentrations should be separated by no more than a factor between 2 and 10. At the time of harvesting, the highest concentration should show a significant reduction in degree of confluency, cell count or mitotic index, (all greater than 50%). The mitotic index is only an indirect measure of cytotoxic/cytostatic effects and depends on the time after treatment. However, the mitotic index is acceptable for suspension cultures in which other toxicity measurements may be cumbersome and impractical. Information on cell cycle kinetics, such as average generation time (AGT), could be used as supplementary information. AGT, however, is an overall average that does not always reveal the existence of delayed subpopulations, and even slight increases in average generation time can be associated with very substantial delay in the time of optimal yield of aberrations. For relatively noncytotoxic compounds the maximum concentration should be 5 l/ml, 5 mg/ml, or 0.01M, whichever is the lowest.

For relatively insoluble substances that are not toxic at concentrations lower than the insoluble concentration, the highest dose used should be a concentration above the limit of solubility in the final culture medium at the end of the treatment period. In some cases (e.g. when toxicity occurs only at higher than the lowest insoluble concentration) it is advisable to test at more than one concentration with visible precipitation. It may be useful to assess solubility at the beginning and the end of the treatment, as solubility can change during the course of exposure in the test system due to presence of cells, S9, serum etc. Insolubility can be detected by using the unaided eye. The precipitate should not interfere with the scoring.

Controls

 Concurrent positive and negative (solvent or vehicle) controls both with and without metabolic activation should be included in each experiment. When metabolic activation is used, the positive control chemical should be the one that requires activation to give a mutagenic response. 

Positive controls should employ a known clastogen at exposure levels expected to give a reproducible and detectable increase over background which demonstrates the sensitivity of the test system. Positive control concentrations should be chosen so that the effects are clear but do not immediately reveal the identity of the coded slides to the reader. Examples of positive control substances include:
	Metabolic activation condition 
	Chemical and CAS No

	Absence of exogenous metabolic activation
	Methyl methanesulphonate [CAS no. 66-27-3]

	
	Ethyl methanesulphonate [CAS no. 62-27-3]

	
	Ethylnitrosourea [CAS no. 759-73-9]

	
	Mitomycin C [CAS no. 50 -07-7] 

	
	4-Nitroquinoline-N-Oxide [CAS no. 56-57-5]

	Presence of exogenous metabolic activation
	Benzo(a)pyrene [CAS no. 50-32-8]

	
	Cyclophosphamide (monohydrate) [CAS no. 50-18-0 (CAS no. 6055-19-2)]


Other appropriate positive control substances may be used. The use of chemical class related positive control chemicals may be considered, when available.

 Negative controls, consisting of solvent or vehicle alone in the treatment medium, and treated in the same way as the treatment cultures, should be included for every harvest time. In addition, untreated controls should also be used unless there are historical control data demonstrating that no deleterious or mutagenic effects are induced by the chosen solvent.

PROCEDURE

Treatment with test substance

First short treatment for 3-6 hrs ( with and without metabolic activation) and sampling at a time equivalent to 1.5 normal cell cycle length. If results are negative then an additional experiment with successive treatments  for duration of 1.5 cell cycle length without metabolic activation. If successive treatment for longer than 1.5 cycle is required for specimens preparation with metabolic activation , conduct confirmation studies as necessary.

Culture harvest time

In the first experiment, cells should be exposed to the test substance both with and without metabolic activation for 3-6 hours, and sampled at a time equivalent to about 1.5 normal cell cycle length after the beginning of treatment. If this protocol gives negative results both with and without activation, an additional experiment without activation should be done with continuous treatment until sampling at a time equivalent to about 1.5 normal cell cycle lengths. Certain chemicals may be more readily detected by treatment/sampling times longer than 1.5 cycle lengths. Negative results with metabolic activation need to be confirmed on a case-by-case basis. In those cases where confirmation of negative results is not considered necessary, justification should be provided.

Chromosome preparation

Cell cultures are treated with colchicine usually for one to three hours prior to harvesting. Each cell culture is harvested and processed separately for the preparation of chromosomes. Chromosome preparation involves hypotonic treatment of the cells, fixation and staining.

Result Assessment 
There are several criteria for determining a positive result, such as a concentration-related increase or a reproducible increase in the number of cells with chromosome aberrations. Biological relevance of the results should be considered first. Statistical methods may be used as an aid in evaluating the test results. Statistical significance should not be the only determining factor for a positive response.

 An increase in the number of polyploid cells may indicate that the test substance has the potential to inhibit mitotic processes and to induce numerical chromosome aberrations. An increase in the number of cells with endoreduplicated chromosomes may indicate that the test substance has the potential to inhibit cell cycle progression. A test substance for which the results do not meet the above criteria is considered nonmutagenic in this system. Although most experiments will give clearly positive or negative results, in rare cases the data set will preclude making a definite judgement about the activity of the test substance. Results may remain equivocal or questionable regardless of the number of times the experiment is repeated. Positive results from the in vitro chromosome aberration test indicate that the test substance induces structural chromosome aberrations in cultured mammalian somatic cells. Negative results indicate that, under the test conditions, the test substance does not induce chromosome aberrations in cultured mammalian somatic cells.

7. Mammalian Bone Marrow Chromosome Aberration Test

Objective 
The mammalian in vivo chromosome aberration test is used for the detection of structural chromosome aberrations induced by test compounds in bone marrow cells of animals, usually rodents.

Principle
 Animals are exposed to the test substance by an appropriate route of exposure and are sacrificed at appropriate times after treatment. Prior to sacrifice, animals are treated with a metaphase-arresting agent (e.g., colchicine ). Chromosome preparations are then made from the bone marrow cells and stained, and metaphase cells are analysed for chromosome aberrations.

Methodology 
Preparations

Selection of animal species

Rats, mice and Chinese hamsters are commonly used, although any appropriate mammalian species may be used. Commonly used laboratory strains of young healthy adult animals should be employed. At the commencement of the study, the weight variation of animals should be minimal and not exceed ± 20% of the mean weight of each sex.

Housing and feeding conditions

The temperature in the experimental animal room should be 22oC (±3oC). Although the relative humidity should be at least 30% and preferably not exceed 70% other than during room cleaning, the aim should be 50-60%. Lighting should be artificial, the sequence being 12 hours light, 12 hours dark. For feeding, conventional laboratory diets may be used with an unlimited supply of drinking water. The choice of diet may be influenced by the need to ensure a suitable admixture of a test substance when administered by this method. Animals may be housed individually, or be caged in small groups of the same sex.

Preparation of the animals

Healthy young adult animals are randomly assigned to the control and treatment groups. Cages should be arranged in such a way that possible effects due to cage placement are minimised. The animals are identified uniquely. The animals are acclimated to the laboratory conditions for at least 5 days.

Preparation of doses

 Solid test substances should be dissolved or suspended in appropriate solvents or vehicles and diluted, if appropriate, prior to dosing of the animals. Liquid test substances may be dosed directly or diluted prior to dosing. Fresh preparations of the test substance should be employed unless stability data demonstrate the acceptability of storage.

Test conditions

Solvent/vehicle

The solvent/vehicle should not produce toxic effects at the dose levels used, and should not be suspected of chemical reaction with the test substance. If other than well-known solvents/vehicles are used, their inclusion should be supported with data indicating their compatibility. It is recommended that wherever possible, the use of an aqueous solvent/vehicle should be considered first.

Controls

 Concurrent positive and negative (solvent/vehicle) controls should be included for each sex in each test. Except for treatment with the test substance, animals in the control groups should be handled in an identical manner to the animals in the treated groups.

Positive control doses should be chosen so that the effects are clear but do not immediately reveal the identity of the coded slides to the reader. It is acceptable that the positive control be administered by a route different from the test substance and sampled at only a single time

Negative controls, treated with solvent or vehicle alone, and otherwise treated in the same way as the treatment groups, should be included for every sampling time, unless acceptable inter animal variability and frequencies of cells with chromosome aberrations are available from historical control data. If single sampling is applied for negative controls, the most appropriate time is the first sampling time. In addition, untreated controls should also be used unless there are historical or published control data demonstrating that no deleterious or mutagenic effects are induced by the chosen solvent/vehicle.

PROCEDURE

Number and sex of animals

Each treated and control group must include at least 5 analysable animals per sex. If at the time of the study there are data available from studies in the same species and using the same route of exposure that demonstrate that there are no substantial differences in toxicity between sexes, then testing in a single sex will be sufficient. Where human exposure to chemicals may be sex-specific, as for example with some pharmaceutical agents, the test should be performed with animals of the appropriate sex.

Treatment schedule

Samples should be taken at two separate times following treatment on one day. For rodents, the first sampling  interval is 1.5 normal cell cycle length (the latter being normally 12-18 hr) following treatment. A later sample collection 24 hr after the fmt sample time is recommended. If dose regimens of more than one day are used, one sampling time at 1.5 normal cell cycle lengths after the final treatment should be used.

Prior to sacrifice, animals are injected intraperitoneally with an appropriate dose of a metaphase arresting agent (e.g. Colcemid@ or colchicine). Animals are sampled at an appropriate interval thereafter. For mice this interval is approximately 3-5 hours; for Chinese hamsters this interval is approximately 4-5 hours.

 Prior to sacrifice, animals are injected intraperitoneally with an appropriate dose of a metaphase arresting agent (e.g. Colcemid® or colchicine). Animals are sampled at an appropriate interval thereafter. For mice this interval is approximately 3-5 hours; for Chinese hamsters this interval is approximately 4-5 hours. Cells are harvested from the bone marrow and analysed from chromosome aberrations.

Dose levels

If there is toxicity, three dose levels are used for the first sampling time.

Limit test

If a test at one dose level of at least 2000 mg/kg body weight using a single treatment, or as two treatments on the same day, produces no observable toxic effects, and if genotoxicity would not be expected based on data from structurally related compounds, then a full study using three close levels may not be considered necessary. Expected human exposure may indicate the need for a higher dose level to be used in the limit test.

Administration of doses

The test substance is usually administered by gavage using a stomach tube or a suitable intubation cannula, or by intmperitoneal injection.

Chromosome preparation

 Immediately after sacrifice, bone marrow is obtained, exposed to hypotonic solution and fixed. The cells are then spread on slides and stained.

Result Assessment
There are several criteria for determining a positive result, such as a dose-related increase in the relative number of cells with chromosome aberrations or a clear increase in the number of cells with aberrations in a single dose group at a single sampling time. Biological relevance of the results should be considered first. Statistical methods may be used as an aid in evaluating the test results

 Statistical significance should not be the only determining factor for a positive response. Equivocal results should be clarified by further testing preferably using a modification of experimental conditions.

An increase in polyploidy may indicate that the test substance has the potential to induce numerical chromosome aberrations. An increase in endoreduplication may indicate that the test substance has the potential to inhibit cell cycle progression.

A test substance for which the results do not meet the above criteria is considered nonmutagenic in this test.

Although most experiments will give clearly positive or negative results, in rare cases the data set will preclude making a definite judgment about the activity of the test substance. Results may remain equivocal or questionable regardless of the number of experiments performed.

Positive results from the in vivo chromosome aberration test indicate that a substance induces chromosome aberrations in the bone marrow of the species tested. Negative results indicate that, under the test conditions, the test substance does not induce chromosome aberrations in the bone marrow of the species tested. 
8. Mammalian Erythrocyte Micronucleus Test
Objective
The micronucleus test is used to identify substances that cause cytogenetic damage which results in the formation of micronuclei containing lagging chromosome fragments or whole chromosomes.

Principle
Animals are exposed to the test substance by an appropriate route. If bone marrow is used, the animals are sacrificed at appropriate times after treatment, the bone marrow extracted, and preparations made and stained. When peripheral blood is used, the blood is collected at appropriate times after treatment and smear preparations are made and stained. For studies with peripheral blood, as little time as possible should elapse between the last exposure and cell harvest. Preparations are analyzed for the presence of micronuclei.

Methodology
Preparations

Selection of animal species

Mice are recommended. However, any appropriate mammalian species may be used. Young healthy animals with consistent body weight not exceeding a variation within 20 %.

Housing and feeding conditions

The temperature in the experimental animal room should be 22oC (±3oC). Although the relative humidity should be at least 30% and preferably not exceed 70% other than during room cleaning, the aim should be 50-60%. Lighting should be artificial, the sequence being 12 hours light, 12 hours dark. For feeding, conventional laboratory diets may be used with an unlimited supply of drinking water. The choice of diet may be influenced by the need to ensure a suitable admixture of a test substance when administered by this route. Animals may be housed individually, or caged in small groups of the same sex.

Preparation of the animals

Healthy young adult animals are randomly assigned to the control and treatment groups. The animals are identified uniquely. The animals are acclimated to the laboratory conditions for at least five days. Cages should be arranged in such a way that possible effects due to cage placement are minimized.

Preparation of doses

Solid test substances should be dissolved or suspended in appropriate solvents or vehicles and diluted, if appropriate, prior to dosing of the animals. Liquid test substances may be dosed directly or diluted prior to dosing. Fresh preparations of the test substance should be employed unless stability data demonstrate the acceptability of storage.

Test conditions

Solvent/vehicle

The solvent/vehicle should not produce toxic effects at the dose levels used, and should not be suspected of chemical reaction with the test substance. If other than well-known solvents/vehicles are used, their inclusion should be supported with reference data indicating their compatibility. It is recommended that wherever possible, the use of an aqueous solvent/vehicle should be considered first.

Controls

Concurrent positive and negative (solvent/vehicle) controls should be included for each sex in each test. Except for treatment with the test substance, animals in the control groups should be handled in an identical manner to animals of the treatment groups.

Positive control doses should be chosen so that the effects areclear but do not immediately reveal the identity of the coded slides to the reader. It is acceptable that the positive control be administered by a route different from the test substance and sampled at only a single time. Set a negative contol for which a vehicle is used Negative controls, treated with solvent or vehicle alone, and otherwise treated in the same way as the treatment groups should be included for every sampling time, unless acceptable interanimal variability and frequencies of cells with micronuclei are demonstrated by historical control data. If single sampling is applied for negative controls, the most appropriate time is the first sampling time. In addition, untreated controls should also be used unless there are historical or published control data demonstrating that no deleterious or mutagenic effects are induced by the chosen solvent/vehicle.

If peripheral blood is used, a pre-treatment sample may also be acceptable as a concurrent negative control, but only in the short peripheral blood studies (e.g., 1-3 treatment(s)) when the resulting data are in the expected range for the historical control.

PROCEDURE

Number and sex of animals

Each treated and control group must include at least 5  animals per sex. If at the time of the study there are data available from studies in the same species and using the same route of exposure that demonstrate that there are no substantial  differences between sexes in toxicity, then testing in a single sex will be sufftcient. 

Treatment schedule

Test substances may also be administered in a suitable vehicle or solvent control as a split dose, i.e., two treatments on the same day separated by no more than a few hours, to facilitate administering a large volume of material.

Animals are treated with the test substance once. Samples of bone marrow are taken at least twice, starting not earlier than 24 hours after treatment, but not extending beyond 48 hours after treatment with appropriate interval(s) between samples. The use of sampling times earlier than 24 hours after treatment should be justified. When a positive response is recognized at one sampling time, additional sampling is not required.

If 2 or more daily treatments are used (e.g. two or more treatments at 24 hour intervals), samples should be collected once between 18 and 24 hours following the final treatment for the bone marrow and once between 36 and 48 hours following the final treatment for the peripheral blood .Other sampling times may be used in addition, when relevant.

Dose levels

Dose range finding studies is performed if there is no suitable data available 

If there is toxicity, three dose levels are used for first sampling time. And should cover range from maximum to little or no toxicity. At later sampling time, only highest dose needs to be used.

Limit test

If a test at one dose level of at least 2000 mg/kg body weight using a single treatment, or as two treatments on the same day, produces no observable toxic effects, and if genotoxicity would not be expected based upon data from structurally related substances, then a full study using three dose levels may not be considered necessary.

Administration of doses

The maximum volume of liquid that can be administered by gavage or injection at one time depends on the size of the test animal. The volume should not exceed 2 mI/lOOg body weight

Bone marrow / blood preparation

Bone marrow cells are usually obtained from the femurs or tibias immediately following sacrifice. Commonly, cells are removed from femurs or tibias, prepared and stained using established methods. Peripheral blood is obtained from the tail vein or other appropriate blood vessel. Blood cells are immediately stained supravitally or smear preparations are made and then stained. The use of a DNA specific stain [e.g. acridine orange or Hoechst 33258 plus pyronin-Y] can eliminate some of the artifacts associated with using a non-DNA specific stain. This advantage does not preclude the use of conventional stains (e.g., Giemsa). Additional systems [e.g. cellulose columns to remove nucleated cells] can also be used provided that these systems have been shown to adequately work for micronucleus preparation in the laboratory.

Result Assessment
There are several criteria for determining a positive result, such as a dose-related increase in the number of micronucleated cells or a clear increase in the number of micronucleated cells in a single dose group at a single sampling time. Biological relevance of the results should be considered first. Statistical methods may be used as an aid in evaluating the test results. Statistical significance should not be the only determining factor for a positive response. Equivocal results should be clarified by further testing preferably using a modification of experimental conditions. A test substance for which the results do not meet the above criteria is considered nonmutagenic in this test.

Although most experiments will give clearly positive or negative results, in rare cases the data set will preclude making a definite judgement about the activity of the test substance. Results, may remain equivocal or questionable regardless of the number of times the experiment is repeated. Positive results in the micronucleus test indicate that a substance induces micronuclei which are the result of chromosomal damage or damage to the mitotic apparatus in the erythroblasts of the test species. Negative results indicate that, under the test conditions, the test substance does not produce micronuclei in the immature erythrocytes of the test species.

The likelihood that the test substance or its metabolites reach the general circulation or specifically the target tissue (e.g. systemic toxicity) should be discussed.

9. In Vitro Mammalian Cell Gene Mutation Test

Objective
The in vitro mammalian cell gene mutation test can be used to detect gene mutations induced by chemical substances.
 Principle
Cells in suspension or monolayer culture are exposed to the test substance, both with and without metabolic activation, for a suitable period of time and subcultured to determine cytotoxicity and to allow phenotypic expression prior to mutant selection. Cytotoxicity is usually determined by measuring the relative cloning efficiency (survival) or relative total growth of the cultures after the treatment period. The treated cultures are maintained in growth medium for a sufficient period of time, characteristic of each selected locus and cell type, to allow near-optimal phenotypic expression of induced mutations. Mutant frequency is determined by seeding known numbers of cells in medium containing the selective agent to detect mutant cells, and in medium without selective agent to determine the cloning efficiency (viability). After a suitable incubation time, colonies are counted. The mutant frequency is derived from the number of mutant colonies in selective medium and the number of colonies in non-selective medium.

Methodology
Preparations

Cells

 The minimal number of viable cells surviving treatment and used at each stage in the test should be based on the spontaneous mutation frequency. . it is recommended to utilise at least lo6 cells. Adequate historical data on the cell system used should be available to indicate consistent performance of the test.

Media and culture conditions

Appropriate culture media and incubation conditions (culture vessels, temperature, CO2 concentration and humidity) should be used. Media should be chosen according to the selective systems and cell type used in the test. It is particularly important that culture conditions should be chosen that ensure optimal growth of cells during the expression period and colony forming ability of both mutant and non-mutant cells.

Preparation of cultures

Cells are propagated from stock cultures, seeded in culture medium and incubated at 37°C. Prior to use in this test, cultures may need to be cleansed of pre-existing mutant cells.

Metabolic activation

The most commonly used system is a co- factor supplemented post-mitochondrial fraction (S9) prepared from the livers of rodents treated with enzyme-inducing agents such as Aroclor 1254  or a combination of phenobarbitone and D-naphthoflavone. The post-mitochondrial fraction is usually used at concentmtio:ns in the range from l-10% v/v in the fmal test medium..

Test substance/Preparations

 Solid test substances should be dissolved or suspended in appropriate solvents or vehicles and diluted if appropriate prior to treatment of the cells. Liquid test substances may be added directly to the test systems and/or diluted prior to treatment. Fresh preparations should be employed unless stability data demonstrate the acceptability of storage.

Test conditions

Solvent/vehicle

The solvent/vehicle should not be suspected of chemical reaction with the test substance and should be compatible with the survival of the cells and the S9 activity. If other than well-known solvent/vehicles are used, their inclusion should be supported by data indicating their compatibility. It is recommended that wherever possible, the use of an aqueous solvent/vehicle be considered first. When testing water-unstable substances, the organic solvents used should be free of water. Water can be removed by adding a molecular sieve.

Exposure concentrations

Among the criteria to be considered when determining the highest concentration are cytotoxicity and solubility in the test system and changes in pH or osmolality. At least four analysable concentrations should be used. 

Where there is cytotoxicity, these concentrations should cover a range from the maximum to little or no toxicity; this will usually mean that the concentration levels should be separated by no more than a factor between 2 and root 10. If the maximum concentration is based on cytotoxicity then it should result in approximately lo-20% (but not less than 10%) relative survival (relative cloning efficiency) or relative total growth. For relatively non-cytotoxic compounds the maximum concentration should be 5 mg/ml, 5 microliter / ml, or 0.0 1 M, whichever is the lowest.

Relatively insoluble substances should be tested up to or beyond their limit of solubility under culture conditions. Evidence of insolubility should be determined in the final treatment medium to which cells are exposed. It may be useful to assess solubility at the beginning and end of the treatment, as solubility can change during the course of exposure in the test system du.e to presence of cells, S9, serum etc. Insolubility can be detected by using the unaided eye. The precipitate should not interfere with the scoring

Controls

 Concurrent positive and negative (solvent or vehicle) controls both with and without metabolic activation should be included in each experiment. When metabolic activation is used the positive control chemical should be one that requires activation to give a mutagenic response. 

 Negative controls, consisting of solvent or vehicle alone in the treatment medium, and treated in the same way as the treatment groups should be included. In addition, untreated controls should also be used unless there are historical control data demonstrating that no deleterious or mutagenic effects are induced by the chosen solvent.

PROCEDURE

Treatment with test substance

Exposure should be for a suitable period of time (usually three to six hours is effective).

Exposure time may be extended over one or more cell cycles.

Either duplicate or single treated cultures may be used at each concentration tested. When single cultures are used, the number of concentrations should be increased to ensure an adequate number of cultures for analysis (e.g. at least 8 analysable concentrations). Duplicate negative (solvent) control cultures should be used.

Measurement of survival, viability and mutant frequency

Measurement of cytotoxicity by determining the relative cloning efficiency (survival) or relative total growth of the cultures is usually initiated after the treatment period.

Each locus has a defined minimum time requirement to allow near optimal phenotypic expression of newly induced mutants (HPRT and XPRT require at least 6-8 days, and TIC at least 2 days).

If the test substance is positive in the L5 178Y TK ’ test, colony sizing should be performed on at least one of the test cultums (the highest positive concentration) and on the negative .and positive controls.

Result Assessment
There are several criteria for determining a positive result, such as a concentration-related, or a reproducible increase in mutant frequency. Biological relevance of the results should be considered first. Statistical methods may be used as an aid in evaluating the test results. Statistical significance should not be the only determining factor for a positive response. 

 A test substance, for which the results do not meet the above criteria is considered nonmutagenic in this system.

Although most studies will give clearly positive or negative results, in rare cases the dataset will preclude making a definite judgement about the activity of the test substance. Results may remain equivocal or questionable regardless of the number of times the experiment is repeated. 

 Positive results for an in vitro mammalian cell gene mutation test indicate that the test substance induces gene mutations in the cultured mammalian cells used. A positive concentrationresponse that is reproducible is most meaningful. Negative results indicate that, under the test conditions, the test substance does not induce gene mutations in the cultured mammalian cells used.

COMBINED CARCINOGENICITY/CHRONIC TOXICITY STUDY
Objective: The objective of the study is to identify the carcinogenic properties of the test chemical, namely its potential to induce neoplastic lesions, time of appearance of neoplastic lesions  and its chronic toxicity along with its target organ(s), characterization of dose response relationship with the establishment of NOAEL or BMD of a test substance by an appropriate route of administration.  Also to provide data to test hypothesis regarding mode of action of subdtanc.

Principle: The test substance is administered orally daily in graduated doses to several groups of test animals for majority of their life span, normally of two year duration for carcinogenicity phase & one year for chronic toxicity phase.The animals in both phase are observed closely for signs of toxicity and for  development of neoplastic lesions. Animals which die or are killed during the test are necropsied and, at the conclusion of the test, surviving animals are also killed and necropsied.

Test animals: Rat/Mice (preferred species Rat)

Age/Sex: Young healthy adult (< 8 weeks old), both male & female (Nulliparous & non pregnant)

Weight of the test animal: At the commencement of the study, the weight variation of the animal should be minimal and not exceed ± 20% of the mean weight of all the animal within the study, separately for each sex.

Number of test animal: A sufficient number of animals should be used so that a thorough biological and statistical evaluation is possible. Each dose group and concurrent control group should therefore contain at least 50 animals of each sex. An additional 2 satellite groups of 20 animals of each sex, one high dose group and one control group, should be included for evaluation of chronic toxicity and non- neoplastic pathology at 12 month. 

Housing and feeding: Rats should be housed at temperature 22(±3)° C and relative humidity 50 to 60% with 12 hours light and dark cycle. Conventional laboratory diet may be used with unlimited supply of drinking water.
Acclimatization: Test animals to be acclimatized to the laboratory conditions for at least 7 days prior to the test. 
Dose group: At least three dose levels and a concurrent control should be used. A limit of 1000mg/kg body weight/day may apply except when human exposure indicates the need for higher dose level to be used. The highest dose level should elicit evidence of toxicity while avoid suffering, severe toxicity, morbidity or death. Dose level spacing may be selected to establish a dose-response which in turn depends on objective of the study and characteristics of test substance.
Route of administration: The test substance is normally administered orally usually via the diet or drinking water. If any other route/mode is chosen then justification should be given.
Duration of the study:  The duration of chronic phase of the study is normally 12 months. The high dose and control satellite groups will be terminated at this stage for evaluation of chronic toxicity and non-neoplastic pathology. The duration of the carcinogenicity phase of the study will be 24 months for rodents, representing the majority of the normal life span of the animals to be used. 
Satellite groups included for reversibility monitoring should be maintained without dosing for  a period of 4 weeks and not more than 1/3rd of  total study duration after cessation of exposure. If the number of survivors in the lower dose groups or the control group falls below 25% then the study should be terminated. Survival for each sex should be considered separately.
Observations:

Chronic toxicity phase: All animals should be checked for morbidity or mortality and for specific signs of toxicological relevance, usually at the beginning and the end of each day. 

General clinical observations should be made at least once a day.

Detailed clinical observations should be made on all animals at least once prior to the first exposure, at the end of the first week of the study and monthly thereafter. Signs noted should include, but not be limited to, changes in skin, fur, eyes, mucous membranes, occurrence of secretions and excretions and autonomic activity ( e.g. lacrimation, piloerection, pupil size, unusual respiratory pattern). Changes in gait, posture and response to handling as well as the presence of clonic or tonic movements, stereotypies ( e.g. excessive grooming, repetitive circling) or bizarre behaviour ( e.g. self mutilation, walking backwards) should also be recorded.

Opthalmological examination should also be conducted in all animals prior to the administration of the test substance &  at least in the high dose and control group at termination of the study.

If the test chemical indicated the potential to cause neurotoxic effects and immunotoxic effect in previous repeated dose 28 day and/or 90 day toxicity test, then  further investigations should be conducted at 12 months.

Body weight: All animals should be weighed at the start of treatment, at least once a week for the first 13 weeks, and at least monthly thereafter.
Food /Water consumption and food efficiency : 

Measurements of food consumption and food efficiency should be made at least weekly for the first 13 weeks and at least monthly thereafter. Water consumption should be measured at least weekly for the first 13 weeks and at least monthly thereafter when the substance is administered in drinking water or if substances . Water consumption measurements should also be considered for studies in which drinking activity is altered.
Hematological Investigations: Hematological examinations should be carried out in at least 10 male and 10 females per group, at 3, 6 and 12 months, using the same animal throughout. Blood should be collected from a named site viz. condiac puncture or retro-orbited sinus under anaesthia The investigations at three month need not be conducted if no effects were seen on hematological parameters in a previous 90 day study carried out at comparable dose levels. The parameters to be investigated are: total & differential leukocyte count, erythrocyte count, platelet count, hemoglobin concentration, hematocrit, red cell indices (MCV, MCH & MCHC), prothrombin time and activated partial thromboplastin time. If  the chemical has an effect on haematopoietic system, reticulocyte count and bone marrow cytology may also be indicated or other parametrea like Heinz bodies, typical enythrocytes or methbaumoglobin may be measured if appropriate dependency on toxicity.
Clinical Biochemistry Investigations: Clinical biochemical examinations should be conducted to investigate major toxic effects in tissues and, specifically, effects on kidney and liver, on overnight fasting blood samples obtained from at least 10 males and 10 females per group at the same time intervals as specified for hematological investigations, using the same animals throughout. These investigations at 3 months need not be conducted if no effects  was seen on biochemical parameters in a previous 90 day study carried out at comparable dose levels. The parameters to be investigated are: glucose, urea, creatinine, total protein, albumin, calcium, sodium, potassium, total cholesterol, SGOT, SGPT, ALP, GGT and total bilirubin. Other parameters like fasting triglycerides, specific hormones may also be appropriate depending on the toxicity of the substance.

Urinalysis: Examinations should be carried out in at least 10 male and 10 females per group, at the same interval as for hematological and biochemical investigations using the same animal throughout. These investigations need not be conducted at three months if no effects was seen on these parameters in a previous 90 day study carried out at comparable dose levels. The parameters to be included are: appearance, volume, specific gravity, pH , total protien and glucose. Further parameters may be employed where necessary to extend the investigations of observed effects.

Pathology:

Gross necropsy:

All animals in the study should be subjected to a full, detailed gross necropsy which include careful examination of the external surface of the body, all orifices, and the cranial, thoracic and abdominal cavities and their contents. 

The following tissues should be preserved in the most appropriate fixation medium for both the type of tissue and the intended subsequent histopathological examination:

All gross lesions, Adrenal gland, Aorta , Brain (including section of cerebrum, cerebellum & medulla/pons), Caecum, Cervix, Coagulating gland, Colon, Duodenum, Epididymis, Eye (including retina), Harderian gland, Heart, Ileum, Jejnum, Kidney, Lacrimal gland, Liver, Lung, Lymph nodes( both superficial & deep), Female’s mammary gland, Oesophagus, Ovary , Pancreas, Parathyroid gland, Peripheral nerve, Pituitary, Prostate, Salivary gland, Seminal vesicle, Skeletal muscle, Skin, Spinal cord ( at three levels: cervical, mid- thoracic & lumbar), Spleen, Stomach, Testis, Thymus, Thyroid gland, Trachea, Urinary bladder, Uterus, Vagina, Section of bone marrow and/or a fresh bone marrow aspirate. The clinical and other findings may suggest the need to examine additional tissues. Also, any organs considered likely to be target organs based on the know properties of the test substance should be preserved.

Histopathology: Tissues to be examined for histopathology must include:

· All tissues from the high dose and control groups;

· All tissues of animals dying or killed during the study;

· All tissues showing macroscopic abnormalities;

· When treatment- related changes are observed in high dose group in target tissues, those same tissues are to be examined from all animals in all other dose groups;

· In the case of paired organ, e.g. kidney, adrenal, both organs should be examined.

carcinogenicity phase: All animals should be checked for morbidity or mortality and for specific signs of toxicological relevance usually at the beginning and the end of each working day. Particular attention should be paid to tumour development; the time of onset, location, dimensions, appearance, and progression of each grossly visible or palpable tumour should be recorded.

Body weight:  All animals should be weighed at the start of treatment, at least once a week for the first 13 weeks and at least monthly thereafter. 
Food /Water consumption and food efficiency : Measurements of food consumption and food efficiency should be made at least weekly for the first 13 weeks and at least monthly thereafter. Water consumption should be measured at least weekly for the first 13 weeks and at least monthly thereafter when the substance is administered in drinking water or if substances . Water consumption measurements should also be considered for studies in which drinking activity is altered.

Hematology & Clinical Biochemistry and other measuremets: To obtain maximum information from the study, blood samples can also be collected for hematological and clinical biochemical investigations. Data on the animals used in chronic toxicity phase of the study, normally of 12 months duration will provide information on these parameters. If blood samples are taken, these should be collected at the end of the test period, just prior to or as part of the procedure for killing the animals.
Pathology:  

Gross necropsy: All animals in the study should be subjected to a full, detailed gross necropsy which include careful examination of the external surface of the body, all orifices, and the cranial, thoracic and abdominal cavities and their contents. Organ weight data can also found to be useful when there is development of tumours. Sentinel animals and other satellite animals may require necropsy on a case-by-case basis. The development of tumours confounds the usefulness of organ weight data, though it is not mandatory.
The following tissues should be preserved in the most appropriate fixation medium for both the type of tissue and the intended subsequent histopathological examination:

All gross lesions, Adrenal gland-ileum, Aorta-peripheral nerve testis, Brain (including sections of cerebrum, cerebellum & medulla/pons), Caecum, Cervix, Coagulating gland (exorbital),  rectum, Colon, Duodenum, Epididymis, Eye (including retina), Harderian gland, Heart,  Ileum, Jejunum, Kidney, Lacrimal gland, Liver, Lung, Lymph nodes( both superficial & deep), Female’s mammary gland, coagulating gland, Oesophagus, Ovary , Pancreas, Parathyroid gland, Peripheral nerve, Pituitary, Prostate, Salivary gland, trachea, Seminal vesicle, Skeletal muscle, Skin, Spinal cord ( at three levels: cervical, mid- thoracic & lumbar), Spleen, Stomach, Testis, Thymus, Thyroid gland, Trachea, Urinary bladder, Uterus, Vagina, skin, Section of bone marrow and/or a fresh bone marrow aspirate. Gall bladder (for species other than rat). The clinical and other findings may suggest the need to examine additional tissues. Also, any organs considered likely to be target organs based on the know properties of the test substance should be preserved.

Histopathology: Tissues to be examined for histopathology must include:

· All tissues from the high dose and control groups;

· All tissues of animals dying or killed during the study;

· All tissues showing macroscopic abnormalities including tumours;

· When treatment- related histopathological changes are observed in high dose group, those same tissues are to be examined from all animals in all other dose groups;

· In the case of paired organ, e.g. kidney, adrenal, both organs should be examined.

Result assessment: identification of NOAEL
Annexure-II      

1. Registration of pesticide formulations of pre-mix combination having three active ingredients for indigenous manufacture / import for use in House hold / Public health / Agriculture is allowed provided the combination product meets the following criteria 
a. There is no chemical interaction among the a.i. in the combination product (protocol for this study has been recommended).
b. There is a single clear analytical separation method of active ingredients.
c. The proposed effective a.i. dosages of combination constituent should not be higher than the already registered individual a.i. dosages for the same uses. However, if there is a need, the rationality of such higher dose/concentration has to be justified.
d.  For use in Agriculture, Ingredients of mixture could be from any group of pesticides (e.g. I / F / H etc) depending on target pests, provided rationality is there. 

2. Guidelines for registration of pre-mix combination of pesticides having three active ingredients with protocols for data generation. 

2.1 Guidelines:  

2.1.1 Guidelines for registration of pesticide formulation of pre-mix combination having three active ingredients for indigenous manufacture for use in house hold / public health

Annexure-A
2.1.2 Guidelines for registration of import of pesticide formulation of pre-mix combination having three active ingredients for use in house hold / public health

Annexure-B
2.1.3 Guidelines for registration of pesticide formulation of pre-mix combination having three active ingredients for indigenous manufacture for use in Agriculture. 

 Annexure-C
2.1.4 Guidelines for registration for import of pesticide formulation of pre-mix combination having three active ingredients for use in Agriculture  

Annexure-D

2.2 Protocols: 

2.2.1 Protocol for studying the interaction amongst active ingredients in        combination products

Appendix-I

1.2.2 Protocol for efficacy testing of house hold insecticide products and their  surface persistence

   Appendix-II

1.2.3 Protocol for bioefficacy and surface persistence of bait gels against   cockroach species

Appendix-III

1.2.4 Protocol for determination of concentration of active ingredients in indoor Air while using the household insecticide products. 

Appendix-IV

Note: Though Committee has provided the sample protocols / test methods with the guidelines for registration, however, in view of faster changes in technology, Committee favours any other validated protocol/method. 

*****

Annexure – A

Guidelines / data requirements for registration of pesticide formulation of pre-mix combination having three active ingredients for indigenous manufacture for use in house hold / public health

GENERAL REQUIREMENTS

1. All pesticide active ingredients constituents in the combination formulation must be manufactured from the technical grade pesticides registered under the Insecticides Act, 1968. 

2. In case of any active ingredient(s) not yet registered in the country, the entire data / separate application on its technical has to be submitted as per guidelines for TIM / TI U/s 9(3) for evaluation of the combination product. 
3. If source of supply of technical of any a.i. component(s) of the combination is not yet registered, separate application to be submitted as per relevant guidelines of RC.
4. There should be single clear analytical separation method of active ingredients.

5. The proposed effective a.i. dosages of combination constituent should not be higher than already registered individual a.i. dosages for the same uses. However, if there is a need, the rationality of such higher dose/concentration has to be justified.
6.  There should not be the chemical Interaction among the a.i. in the combination product
7. All toxicity data should be generated as per RC approved protocols.

Abbreviations:     FIM: Formulation Indigenous Manufacture

                              TIM: Technical Indigenous Manufacture

                              TI   : Technical Import
	A.
	CHEMISTRY

	1
	Source of  Supply of Technical

	2
	Chemical Composition

	3
	Physico - Chemical Properties of adjuvants

	4
	Technical Bulletin/ scientific information on combination formulation, if available             

	5
	Draft Specification to be submitted for future consideration of BIS

	6
	 Method of Analysis (a Clear analytical separation method of active ingredients)

	7
	Analytical Test Report

	8
	Shelf-life claim supported by Shelf-life Data – Required as per the requirement of  FIM u/s 9(3) guidelines

	9
	Information on outline of Process of formulation as per the requirement of  FIM u/s 9(3) guidelines

	10
	Effluent Treatment method

	11
	A sample  of the product for pre registration verification

	12
	Data on Chemical Interaction among the a.i. in the combination product. Protocol attached at Appendix - I.

	13.
	Traceability record of samples used in data generation

	B.
	Bioefficacy 

	1
	Rationale for registering the combination of more than two active ingredients

	2a
	For Public Health Program (Indoor Residual Spray, Space Spray, Repellents, Chemical Larvicides, Insect Growth Regulating Compounds & Monomolecular Films), Bioefficacy data to be generated through NVBDCP from ICMR / MOH&FW institutes from multicenter (minimum 3) for three years/ seasons as per their Protocols available at www.mrcindia.org

	2b
	For House hold uses, Bio-efficacy data on combination products v/s individual products including one standard check. Data of minimum two trials each from three national/accredited (RC/NABL/ GLP/ any other government accreditation body) laboratories. Methodology is attached at Appendix - II and for bait-gel at Appendix - III.

	2c


	Data of minimum two trials on persistent toxicity to target pests on different types of surfaces from three national/accredited laboratories in case of sprays/spot sprays. Methodology is attached at Appendix - II and for bait-gel at Appendix - III.

	3
	Information of secondary pests’ outbreaks particularly of ticks, mites, fleas and bedbugs should be given where residual Pyrethroids are being used. 

	4
	Registration status of combination product in foreign countries.

	5
	Copy of Data on concentration of a.i. in the Air, from a national/accredited (NABL/GLP) laboratory, in    case of Coil/ Mats/ Liquid Vaporizer/ space spray etc. as per protocol at Appendix - IV. (same as in toxicity folder)

	6
	Data on persistence in water, if used as Larvicides.

	C.
	TOXICITY

	1.
	Category - I (Solid) / Category - II (Liquid)

1.Acute oral toxicity in rats and mice 

2. Acute dermal toxicity in rabbit

3. Acute inhalation toxicity

4. Primary skin irritation

5. Skin sensitization

6. Irritation to mucous membrane

7. Toxicity to fresh water fish, if used as Larvicides

   8. Toxicity to duck, if used as Larvicides

   9. Toxicity to livestock, if used as Larvicides

   

	3.
	Category - III (Vapors)

1. Acute oral toxicity in rats and mice

2. Acute dermal toxicity in rabbit

3. Acute inhalation toxicity

4. Primary skin irritation

5. Skin sensitization

6.  Irritation to mucous membrane 

7. Toxicity to fresh water fish, if used as Larvicides

   8. Toxicity to duck, if used as Larvicides

   9. Toxicity to livestock, if used as Larvicides

 10. Data on concentration of a.i. in the Air, from a national/accredited (NABL/GLP) laboratory, in    case of Coil/ Mats/ Liquid Vaporizer/ space spray etc. as per protocol at Appendix - IV.

	
	NOTE: 

There are various  types of House-hold products/formulations available viz.:

I :  Ready- to – use formulations / Aerosols  for house- hold purposes;

II. Solid

III. Concentrated forms of formulations to be used only by the pest control operators, commercial establishments, Government agencies, for large scale disinfestations etc.  However, in case of specific requirements, the type I for use in concentrated form could be considered by the committee on merit basis. 



	D.
	Packaging

	1
	Labels and leaflets as per IR-1971 existing norms (i) for size 250 ml & below (ii) for 500 & above.

	2
	Labels to contents

	2a
	Detailed Chemical composition

	2b
	Purpose for import / manufacture.

	2c
	Antidote

	2d
	Toxicity triangle

	2e
	Cautionary statement

	2f
	Brief direction concerning usages

	2g
	Restriction if any 

	3.
	Leaflets to contain

	3a
	Detailed Chemical composition on leaflets accompanying small labels (upto 250 ml size container)

	3b
	Introductory para about the pesticide

	3c
	Detailed directions concerning usages

	3d
	Time of application 

	3e
	Application equipment

	3f
	Waiting Period

	3g
	Symptoms of poisoning

	3h
	First aid measures

	3i
	Antidote & treatment

	3j
	Restriction, if any

	3k
	Instruction for storage

	3l
	Information regarding disposal of used packages.

	4a
	Type of packaging (Packaging material) 

	4b
	Data on Container Content compatibility

	5
	Manner of packaging

	5a
	Specification for primary package

	5b
	Specification for secondary packaging.

	5c
	Specification for transport packaging.

	6
	Manner of labeling 

	7
	Performance of container during storage stability test 

	8
	Transport Worthiness Test


Annexure – B

Guidelines / data requirements for registration of import of pesticide formulation of pre-mix combination having three active ingredients for use in house hold / public health
GENERAL REQUIREMENTS

1. All pesticide active ingredients constituents in the combination formulation must be manufactured from the technical grade pesticides registered under the Insecticides Act, 1968. 

2. In case of any active ingredient(s) not yet registered in the country, the entire data / separate application on its technical has to be submitted as per guidelines for TI U/s 9(3) for evaluation of the combination product. 
3. If source of supply of technical of any a.i. component(s) of the combination is not yet registered, separate application to be submitted as per relevant guidelines of RC.

4. There should be single clear analytical separation method of active ingredients.

5. The proposed effective a.i. dosages of combination constituent should not be higher than already registered individual a.i. dosages for the same uses. However, if there is a need, the rationality of such higher dose/concentration has to be justified. 
6.  There should not be the chemical Interaction among the a.i. in the combination product.

7. All toxicity data should be generated as per RC approved protocols.

Abbreviations:     FI: Formulation Import

                                 TI: Technical Import
	A.
	CHEMISTRY

	1
	Source of  Supply of Technical

	2
	Chemical Composition

	3
	Physico - Chemical Properties of adjuvants

	4
	Technical Bulletin/ scientific information on combination formulation, if available             

	5
	Draft Specification to be submitted for future consideration of BIS

	6
	Method of Analysis (A Clear analytical separation method of active ingredients)

	7
	Analytical Test Report

	8
	Shelf-life claim supported by Shelf-life Data – Required as per the requirement of  FI u/s 9(3) guidelines

	9
	Information on outline of Process of formulation as per the requirement of  FI u/s 9(3) guidelines

	10
	Effluent Treatment method

	11
	A sample  of the product for pre registration verification Protocol attached at Annexure-I.

	12
	Data on Chemical Interaction among the a.i. in the combination product. Protocol attached at Appendix - I.

	13a.

13b.
	Copy of RTT permit issued by RC 

Traceability record of samples used in data generation

	14.
	Letter of consent from source of import along with Certificate of Registration issued by and duly authenticated by the registration authority verifiable  from DNA

	15.
	Certificate from Manufacturer that Dealer/Trader is an authorized dealer/trader of the manufacturer

	16.
	A test report about the quality of the product from laboratory as per GLP scheme or from a company of ISO-9000. This requirement will be provided along with first consignment. Thereafter, each consignment should have proper analytical test report of the manufacturer.

	B.
	Bioefficacy  

	1
	Rationale for registering the combination of more than two active ingredients

	2a
	For Public Health Program (Indoor Residual Spray, Space Spray, Repellents, Chemical Larvicides, Insect Growth Regulating Compounds & Monomolecular Films), Bioefficacy data to be generated through NVBDCP from ICMR / MOH&FW institutes from multicenter (minimum 3) for three years/ seasons as per their Protocols available at www.mrcindia.org

	2b
	For House hold uses, Bio-efficacy data on combination products vs. individual products including one standard check. Data of minimum two trials each from three national/accredited (RC/NABL /GLP /any other government accreditation body) laboratories. Methodology is attached at Appendix - II and for bait-gel at Appendix - III.

	2c


	Data of minimum two trials on persistent toxicity to target pests on different types of surfaces from three national/accredited laboratories in case of sprays/spot sprays. Methodology is attached at Appendix - II and for bait-gel at Appendix - III.

	3.
	Information of secondary pests’ outbreaks particularly of ticks, mites, fleas and bedbugs should be given where residual Pyrethroids are being used. 

	4.
	Registration status of combination  product in foreign countries

	5.
	Copy of Data on concentration of a.i. in the Air, from a national/accredited (NABL/GLP) laboratory, in    case of Coil/ Mats/ Liquid Vaporizer/ space spray etc. as per protocol at Appendix - IV. (same as in toxicity folder)

	6.
	Data on persistence in water, if used as Larvicides.

	C.
	TOXICITY

	1. 
	 Category - I (Solid) / Category - II (Liquid)

1.Acute oral toxicity in rats and mice 

2. Acute dermal toxicity in rabbit

3. Acute inhalation toxicity

4. Primary skin irritation

5. Skin sensitization

6. Irritation to mucous membrane

7. Toxicity to fresh water fish, if used as Larvicides

   8. Toxicity to duck, if used as Larvicides

   9. Toxicity to livestock, if used as Larvicides

	2.
	Category - III (Vapours)

1. Acute oral toxicity in rats and mice

2. Acute dermal toxicity in rabbit

3. Acute inhalation toxicity

4. Primary skin irritation

5. Skin sensitization

6.  Irritation to mucous membrane 

7. Toxicity to fresh water fish, if used as Larvicides

   8. Toxicity to duck, if used as Larvicides

   9. Toxicity to livestock, if used as Larvicides

 10. Data on concentration of a.i. in the Air, from a national/accredited(NABL/GLP) laboratory, in    case of Coil/ Mats/ Liquid Vaporizer/ space spray etc. as per protocol at Appendix - IV.

	
	NOTE: 

There are various  types of House-hold products/formulations available viz:

I :  Ready- to – use formulations / Aerosols  for house- hold purposes;

II.  Solid

III. Concentrated forms of formulations to be used only by the pest control operators, commercial establishments, Government agencies, for large scale disinfestations etc.  However, in case of specific requirements, the type I for use in concentrated form could be considered by the committee on merit basis. 

	D.
	Packaging

	1
	Labels and leaflets as per IR-1971 existing norms (i) for size 250 ml & below (ii) for 500 & above.

	2
	Labels to contents

	2a
	Detailed Chemical composition

	2b
	Purpose for import / manufacture.

	2c
	Antidote

	2d
	Toxicity triangle

	2e
	Cautionary statement

	2f
	Brief direction concerning usages

	2g
	Restriction if any 

	3.
	Leaflets to contain

	3a
	Detailed Chemical composition on leaflets accompanying small labels (upto 250 ml size container)

	3b
	Introductory para about the pesticide

	3c
	Detailed directions concerning usages

	3d
	Time of application 

	3e
	Application equipment

	3f
	Waiting Period

	3g
	Symptoms of poisoning

	3h
	First aid measures

	3i
	Antidote & treatment

	3j
	Restriction, if any

	3k
	Instruction for storage

	3l
	Information regarding disposal of used packages.

	4a
	Type of packaging (Packaging material) 

	4b
	Data on Container Content compatibility

	5
	Manner of packaging

	5a
	Specification for primary package

	5b
	Specification for secondary packaging.

	5c
	Specification for transport packaging.

	6
	Manner of labeling 

	7
	Performance of container during storage stability test 

	8
	Transport Worthiness Test


      Annexure-C
Guidelines / data requirements for registration of pesticide formulation of pre-mix combination having three active ingredients for indigenous manufacture for use in Agriculture  

GENERAL REQUIREMENTS
1. All pesticide active ingredients constituents in the combination must be manufactured from the technical grade pesticides registered under the Insecticides Act, 1968.
2. In case of any active ingredient(s) not yet registered in the country, the entire data / separate application on its technical has to be submitted as per guidelines for TIM U/s 9(3) / TI U/s 9(3) for evaluation of the combination product.
3.  If source of supply of technical of any a.i. component(s) of the combination is not yet registered, separate application to be submitted as per relevant guidelines of RC.
4. There should be single clear analytical separation method of active ingredients.  

5. The proposed effective a.i. dosages / concentration in combination constituent should not be generally higher than already registered individual a.i. dosages. However, if there is a need, the rationality of such higher dose/ concentration has to be justified.

6. There should not be the chemical Interaction among the a.i. in the combination product.

7. Ingredients of mixture could be from any group of pesticides (e.g. I / F / H etc) depending on target pests, provided rationality is there. 
8. All toxicity data should be generated as per RC approved protocols.

Abbreviations:     FIM: Formulation Indigenous Manufacture

                                 TIM: Technical Indigenous Manufacture

                                 TI   : Technical Import

	A.
	CHEMISTRY

	1.
	Source of  Supply of Technical

	2.
	Chemical Composition

	3.
	Physico – Chemical Properties of adjuvants  

	4.  
	Technical Bulletin/ scientific information of the combination formulation, If available         

	5.
	Draft Specification to be submitted for future consideration of BIS

	6.
	Method of Analysis (A Clear analytical separation method of active ingredients)

	7.
	Analytical Test Report

	8.
	Shelf-life claim supported by Shelf-life Data – Required as per the requirement of  FIM u/s 9(3) guidelines

	9.
	Information on outline of Process of formulation as per the requirement of  FIM u/s 9(3) guidelines

	10.
	Effluent Treatment method

	11.
	A sample  of the product for pre registration verification

	12.
	Method of Analysis for residue estimation as per BIS format

	13.
	Data on Chemical Interaction among the a.i. in the combination product. Protocol attached at Appendix -I.

	14.
	Traceability record of samples used in data generation.

	B.
	Bioefficacy

	1
	Rationale for registering the combination of more than two active ingredients

	2
	Bio-effectiveness : 

        Two seasons/years data on combination formulation from minimum three different agro climatic conditions. If any individual component is not registered as formulation, the two seasons comparable data are required to be generated against the targeted insects / diseases/ weeds using stable/ viable formulation. Already registered formulation of individual component of the formulation at approved dosage shall also be included as check. 

	3
	Phytotoxicity :

Two seasons data on combination formulation  from minimum three different agro climatic conditions

	4
	Effect on  major parasitoids & predators:  

Required only for Insecticides (field data to be recorded along with the bioefficacy trial for same number of seasons and locations)

	5
	*Persistence in soil 

	6
	*Persistence in water 

	7
	*Persistence in plant

	8
	Compatibility with other chemicals, if claimed

	9
	*Residues in plant**

	10
	*Residues in soil**

	11
	Residue tolerance limits fixed by foreign countries

	12
	Registration status of combination  product in foreign countries

	13
	 Cost-benefit ratio

	** 9&10:  Data on Residue required for as many seasons & locations as required in case of existing FIM u/s 9(3) guidelines. In case of herbicides data on effect on succeeding crops, and soil physico-chemical & biological properties are also required along with residue studies as detailed in existing FIM u/s 9(3) bioefficacy guidelines for herbicides. 
* 5,6,7,9&10: These data shall only be required when the concentration / a. i. dose are higher than already registered and /or in case new compound is formed and / or any adjuvant / diluents(other than water) / carrier is different that are in the registered formulation of the individual components. Data on 7,9&10 are also required for the additional crop(s) label claims to common of the individual registered.

	C.
	TOXICITY

	1
	Acute oral in rat & mice

	2
	Acute dermal 

	3
	Acute inhalation 

	4
	Primary skin irritation 

	5
	Skin sensitization  

	6
	Irritation to mucous membrane 

	7
	Mutagenicity   

	8
	Toxicity to birds (two)

	9
	Toxicity to fish 

	10
	Toxicity to honeybees 

	11
	Medical data

	12
	Observation in man and livestock 

	13
	Comparison of observed Vs predicted value to show that the combination is not more toxic than individual component. The predicted LD50/LC50 value are to be calculated as per WHO formula and should be submitted along with calculation of the raw data and statement on observed Vs predicted values to be submitted in tabular form.
(Subject to outcome of writ petition no. 7246 of 2012 in the Hon’ble High Court of Andhra Pradesh at Hyderabad and outcome of  hearing of the petitioner  by competent authority in the DAC as per the directions of Hon’ble Bombay High Court in W.P. no. 450 of 2012)

	D.
	Packaging

	1
	Labels and leaflets as per IR-1971existing norms (i) for size 250 ml & below (ii) for 500 & above

	2
	Labels to contents

	2a
	Detailed Chemical composition

	2b
	Purpose for import / manufacture.

	2c
	Antidote

	2d
	Toxicity triangle

	2e
	Cautionary statement

	2f
	Brief direction concerning usages

	2g
	Restriction if any

	3.
	Leaflets to contain

	3a
	Detailed Chemical composition on leaflets accompanying small labels (upto 250 ml size container)

	3b
	Introductory para about the pesticide

	3c
	Detailed directions concerning usages

	3d
	Time of application 

	3e
	Application equipment

	3f
	Waiting Period

	3g
	Symptoms of poisoning

	3h
	First aid measures

	3i
	Antidote & treatment

	3j
	Restriction, if any

	3k
	Instruction for storage

	3l
	Information regarding disposal of used packages.

	4a
	Type of packaging (Packaging material) 

	4b 
	Data on Container Content compatibility

	5
	Manner of packaging

	5a
	Specification for primary package

	5b
	Specification for secondary packaging.

	5c
	Specification for transport packaging.

	6
	Manner of labeling

	7
	Performance of container during storage stability test

	8
	 Transport Worthiness Test


Annexure – D

Guidelines / data requirements for registration for import of pesticide formulation of pre-mix combination having three active ingredients for use in Agriculture  
GENERAL REQUIREMENTS
1. All pesticide active ingredients constituents in the combination must be manufactured from the technical grade pesticides registered under the Insecticides Act, 1968.
2. In case of any active ingredient(s) not yet registered in the country, the entire data / separate application on its technical has to be submitted as per guidelines for TI U/s 9(3) for evaluation of the combination product. 

3. If source of supply of technical of any a.i. component(s) of the combination is not yet registered, separate application to be submitted as per relevant guidelines of RC.

4. There should be single clear analytical separation method of active ingredients.  

5. The proposed effective a.i. dosages of combination constituent should not be higher than already registered individual a.i. dosages for the same uses. However, if there is a need, the rationality of such higher dose/concentration has to be justified. 
6. There should not be the chemical Interaction among the a.i. in the combination product.

7. Ingredients of mixture could be from any group of pesticides (e.g. I / F / H etc) depending on target pests, provided rationality is there. 

8. All toxicity data should be generated as per RC approved protocols.

Abbreviations:     FI: Formulation Import

                              TI: Technical Import
	A.
	CHEMISTRY

	1.
	Source of  Supply of Technical

	2.
	Chemical Composition

	3.
	Physico - Chemical Properties of adjuvants  

	4.  
	Technical Bulletin/ scientific information of the combination formulation, If available         

	5.
	Copy of RTT Permit

	6.
	Draft Specification to be submitted for future consideration of BIS

	7.
	Method of Analysis (A Clear analytical separation method of active ingredients)

	8.
	Analytical Test Report

	9.
	Shelf-life claim supported by Shelf-life Data – Required as per the requirement of  FI u/s 9(3) guidelines

	10.
	A sample  of the product for pre registration verification

	11.
	Letter of consent from source of import along with Certificate of Registration issued by and duly authenticated by the registration authority verifiable  from DNA.

	12.
	Certificate from Manufacturer that Dealer/Trader is an authorized dealer/trader of the manufacturer

	13.
	A test report about the quality of the product from laboratory as per GLP scheme or from a company of ISO-9000. This requirement will be provided along with first consignment. Thereafter, each consignment should have proper analytical test report of the manufacturer.

	14.
	Method of Analysis for residue estimation as per BIS format

	15.
	Data on Chemical Interaction among the a.i. in the combination product. Protocol attached atAppendix-I


	16a.

16b.
	Copy of RTT permit issued by RC 

Traceability record of samples used in data generation.



	B.
	Bioefficacy

	1
	Rationale for registering the combination of more than two active ingredients

	2
	Bio-effectiveness :              

   Two seasons/yaers data on combination formulation from minimum three different agro climatic conditions. If any individual component is not registered as formulation, the two seasons comparable data are required to be generated against the targeted insects / diseases/ weeds using stable/ viable formulation. Already registered formulation of individual component of the formulation at approved dosage shall also be included as check. 

	3
	Phytotoxicity :

Two seasons data on combination formulation  from minimum three different agro climatic conditions

	4
	Effect on  major parasitoids & predators:  

Required only for Insecticides (field data to be recorded along with the bioefficacy trial for same number of seasons and locations)

	5
	*Persistence in soil 

	6
	*Persistence in water 

	7
	*Persistence in plant

	8
	Compatibility with other chemicals, if claimed

	9
	*Residues in plant**

	10
	*Residues in soil**

	11
	Residue tolerance limits fixed by foreign countries

	12
	Registration status of combination  product in foreign countries

	13
	Cost-benefit ratio

	** 9&10:  Data on Residue required for as many seasons & locations as required in case of existing FI u/s 9(3) guidelines. In case of herbicides data on effect on succeeding crops, and soil physico-chemical & biological properties are also required along with residue studies as detailed in existing FI u/s 9(3) bioefficacy guidelines for herbicides. 
* 5,6,7,9&10: These data shall only be required when the concentration / a. i. dose are higher than already registered and /or in case new compound is formed and / or any adjuvant / diluents(other than water) / carrier is different that are in the registered formulation of the individual components. Data on 7,9&10 are also required for the additional crop(s) label claims to common of the individual registered.



	C.
	TOXICITY

	1
	Acute oral in rat & mice

	2
	Acute dermal 

	3
	Acute inhalation 

	4
	Primary skin irritation 

	5
	Skin sensitization 

	6
	Irritation to mucous membrane 

	7
	Mutagenicity  

	8
	Toxicity to birds (two)

	9
	Toxicity to fish 

	10
	Toxicity to honeybees 

	11
	Medical data

	12
	Observation in man and livestock 

	13
	Comparison of observed Vs predicted value to show that the combination is not more toxic than individual component. The predicted LD50/LC50 value are to be calculated as per WHO formula and should be submitted along with calculation of the raw data and statement on observed Vs predicted values to be submitted in tabular form.
(Subject to outcome of writ petition no. 7246 of 2012 in the Hon’ble High Court of Andhra Pradesh at Hyderabad and outcome of  hearing of the petitioner  by competent authority in the DAC as per the directions of Hon’ble Bombay High Court in W.P. no. 450 of 2012)



	D.
	Packaging

	1
	Labels and leaflets as per IR-1971 existing norms (i) for size 250 ml & below (ii) for 500 & above.

	2
	Labels to contents

	2a
	Detailed Chemical composition

	2b
	Purpose for import / manufacture.

	2c
	Antidote

	2d
	Toxicity triangle

	2e
	Cautionary statement

	2f
	Brief direction concerning usages

	2g
	Restriction if any

	3.
	Leaflets to contain

	3a
	Detailed Chemical composition on leaflets accompanying small labels (upto 250 ml size container)

	3b
	Introductory para about the pesticide

	3c
	Detailed directions concerning usages

	3d
	Time of application 

	3e
	Application equipment

	3f
	Waiting Period

	3g
	Symptoms of poisoning

	3h
	First aid measures

	3i
	Antidote & treatment

	3j
	Restriction, if any

	3k
	Instruction for storage

	3l
	Information regarding disposal of used packages.

	4a
	Type of packaging (Packaging material) 

	4b 
	Data on Container Content compatibility

	5
	Manner of packaging

	5a
	Specification for primary package

	5b
	Specification for secondary packaging.

	5c
	Specification for transport packaging.

	6
	Manner of labeling

	7
	Performance of container during storage stability test

	8
	 Transport Worthiness Test


Appendix - I

PROTOCOL FOR STUDYING THE INTERACTION AMONGST ACTIVE INGREDIENTS IN COMBINATION PRODUCTS

Objective

To assess / detect the possible formation of new / degradation products through chemical interaction of a.i. in combination product

Scheme 

Combination product & Individual formulation 






Accelerated storage (54oC for 14 days/ FAO guidelines)


Draw samples at prescribed time intervals (0, 7, 14 days)


Detection (Individual a.i. / New/ Degradation Products, if any)

Appendix - II

Protocol for efficacy testing of house hold insecticide products and their surface persistence

1.1 Biological efficacy of formulated products for flying insects

1.1.1 Mosquito coils, vaporizing mats, aerosols and liquid vaporizers

The efficacy assessment of the above-mentioned household insecticide products is conducted in a Peet-Grady chamber of size 5.832 cubic meters (internal measurement of 180 cm x 180 cm x 180 cm) as per WHO specifications. For circulation of air in the chamber, a fan of 30 cm diameter is placed on the floor in centre of chamber facing upward with a wind speed of 4.5 to 5 m/sec. A total of 50 susceptible, non-blood-fed, 2–5 day-old female mosquitoes/housefly should be used at optimal concentration, with minimum of 6 exposal periods with 2 checks, one of 0 and another of maximum exposure time period  covering a range of mortality from 10% to 90% at 0, 1,6,12,24 and 48 hours. The relationship between dose and mortality to be analyzed using log-dose probit regression. Dosages giving responses between 10% and 90% are used for probit analysis. The number of knocked-down mosquitoes/housefly are counted at regular intervals for 60 minutes (at 5 minutes intervals for a total of 60 minutes) and placed in a separate cage for 24 hours to note the %age mortality. The efficacy of a product is assessed using a minimum of 3 replications and pooled results. Control should also be run after each experiment to have a check on wash. If mortality exceeds 20% in the control batch, the results of the entire test should be rejected. If mortality in the controls is between 5% and 20%, the results with the treated samples should be corrected using Abbott’s formula. Comparison with a standard product or suitable positive control is highly desirable. An appropriate statistical analysis (e.g. probit analysis) at a significance level of p=0.05 should be used for comparison. The result should be expressed as KT50 / LT50  and KT95 / LT95. For vaporizing mats, ambient emanators and liquid vaporizers, repeated observations should be made at the beginning, middle and end of their claimed operating times, as specified above.

Mosquito Coils

A single coil is fitted to its metal holder. The coil is lit and the flame extinguished once the tip is able to smoulder. After 5 minutes, it is then placed in the chamber on the flat dish for a 60-minute observation period.

Mats

A mat is inserted into the vaporizing device, as specified on the manufacturer's labeling instructions, and heated away from the test chamber for two hours. The vaporizer with its mat is then introduced into the chamber and placed on the fan, as described above, for a 60-minute observation period. To assess the effective duration of efficacy based on label claims, the same biological testing procedure can be performed at additional time intervals (e.g. every 2 hours). Between tests, the equipment is continuously operated outside the test chamber.

Liquid Vaporizer

The liquid vaporizer is introduced into the Peet Grady Chamber on the flat dish. The device should be allowed to operate continuously throughout a 60-minute observation period. Between tests, the equipment is operated outside the test chamber. To avoid any interference with the test studies, the heating of the device before and between two consecutive tests is done away from the test chamber. The biological efficacy of liquid vaporizers should be assessed at several time intervals (i.e. at initial operation, and at 50% and 100% of its label claim operating days). Initial testing (Time zero) follows the pre-heating of the liquid vaporizer in its specific device outside the test chambers based on the product label instructions.

 Aerosols

The efficacy assessment of aerosol products is conducted in a Peet-Grady chamber   using free-flying mosquitoes. The floor of the chamber is previously covered by absorbent white paper, taped down and divided into four quadrants for observation and recording of knocked-down mosquitoes. A total of 50 sugar-fed 2–5 day-old female mosquitoes are released into a Peet-Grady chamber. Immediately before the test, an automatic dispenser is shaken and aerosol sprayed away from the chamber, preferably into a fume hood, for 3–5 seconds. Thereafter, 0.65 ± 0.10 g of the formulated product is sprayed, in a single application towards the centre of the chamber, using an automatic aerosol dispenser. The number of mosquitoes knocked down is recorded every minute for 10 minutes and subsequently at 5-minute intervals for a total of 60 minutes. Different observers may be assigned to different quadrants for accurate recording of knocked-down mosquitoes. The chamber is quickly ventilated after a 60-minute exposure to the product. The knocked-down and all remaining mosquitoes are carefully collected by aspirator and transferred into separate clean holding cups. Mosquitoes are provided with 10% sugar solution on cotton wool and held for 24 hours at 27 ± 2 °C temperature and 80% ± 10% RH. Mortality is recorded 24 hours post exposure. The efficacy of a product is assessed using a minimum of three replicates, tested on different batches of mosquitoes, and the results pooled. Comparison with a standard product or suitable positive control is highly desirable. An appropriate statistical analysis (e.g. probit analysis) at a significance level of p=0.05 should be used.  If mortality exceeds 20% in the control batch, the results of the entire test should be rejected. If mortality in the controls is between 5% and 20%, the results with the treated samples should be corrected using Abbott’s formula (see section 2.1). 

Mortality (%) = X  - Y  x  100 
                       100 -Y

Where X = percentage mortality in the treated sample 

            Y = percentage mortality in the control 

The KT50 (Time for knockdown of 50 % population) and KT95 (Time for knockdown of 95 % population) and 24-hour mortality are reported for each product/dosage by pooling data from different replicates.

1.2  Biological efficacy of formulated products for Crawling               

      insects (Cockroaches)
Bioefficacy is to be assessed on mud, glass, tiles, wood and cement surfaces of size 0.04 m2. The test substance have to released on the surfaces and air dried. Doses will be assessed based on the difference in the container weight before and after spraying. The insects (adults) will be released on the surface and contained using funnel with diameter 12.5 cm. Untreated controls were also maintained. The insects (10 each) will be exposed to the surface for 30 minutes. The number of knock down insects will be recorded after every five minutes interval up to 30 minutes. The knock down insects will be collected and placed in a recovery jar with 4% sugar solution to monitor mortality/recovery after 24 hours period.  The result should be expressed as KT50 / LT50  and KT95 / LT95 from the pooled data /or 24-hour mortality based.

1.3 Surface Persistence for Crawling insects

Surface persistency is to be assessed on mud, glass, tiles, wood and cement surfaces of size 0.04 m2    The test substance at required concentration/ dose will be released on the surfaces size 0.04 m2 and air dried. The insects will be released on the treated surface using inverted funnel (diameter 12.5 cm).  The insects (10 each) will be exposed to the surface for 30 minutes.  The knock down insects will be collected and placed in a recovery jar with 4% sugar solution to monitor mortality/recovery after 24 hours period.  The result should be expressed as KT50 / LT50  and KT95 / LT95 from the pooled data /or 24-hour mortality based. Fresh batch of insects will be released at an interval of 1, 3 & 7 days and subsequently at one week on the same treated surface to observe the mortality and study will be continued till mortality reduced to 20 %. Same procedures should be followed to calculate KT50 / LT50  and KT95 / LT95.
Appendix - III

PROTOCOL FOR BIOEFFICACY AND SURFACE PERSISTENCE OF BAIT GELS AGAINST COCKROACH SPECIES

	1.1 Objective
	To evaluate the bio-efficacy and

persistence of the bait gel against

commonly found pestiferous cockroach

species on four different surfaces.

	
	

	2. EVALUATION DETAILS


	

	2.1 Test Product (trade name)


	

	a) Formulation
	Bait gel

	b) Active ingredient
	

	
	

	2.2 Insect Species
	At least 2 pestiferous cockroach

species commonly found in

household/hotel/other human habitats

	a) Pestiferous cockroaches
	1. German cockroach (Blattella

germanica)

2. American cockroach (Periplaneta

americana)

	b) Age
	Adult insects of each species

	2.3 Number of insects to be used
	

	a) Bio-efficacy
	Depending on the size of cockroaches

e.g. 10 American cockroaches/

replicate; 20 German cockroaches/

replicate

	b) Surface persistency
	10 adult cockroaches each

	2.4 Test Substances
	

	a) Test Gel
	

	b) Blank Gel/ Untreated control
	Negative control (mandatory)

	c) Comparative Product
	Positive control (recommended)

	2.5 Application rate
	

	a) German cockroach (Blattella germanica)


	Expressed in number of spots/m2

(diameter of one spot to be specified

or weight of one spot in mg to be

specified)

	b) American cockroach (Periplaneta americana)
	Expressed in number of spots/m2

(diameter of one spot to be specified

or weight of one spot in mg to be

specified)

	2.6 Test Surfaces
	Cement, Wood, Glass, Tile and any other surface where the  product is to be recommended

	2.7 No. of Replications
	At least three per treatment

	a) Bio efficacy
	There will be at least 2 cockroach

species, 3 application rates and 3

replicates of each application rate

	b) Persistence
	There will be at least 2 cockroach

species, 3 application rates, 4 surfaces

and 3 replicates of each application

rate

	2.8 Climate
	

	Name of location and longitude and latitude
	

	a) Temperature
	27 ± 2 oC and 35 ± 2 oC

	b) Relative Humidity
	80% ± 10% and 50% ± 10%


Methodology
a) Bio-efficacy studies

Bio-efficacy test will be carried out against at least two species pestiferous cockroach species commonly found in household situations e.g. German cockroach (Blattella germanica) and American cockroach (Periplaneta americana) in Bait Box (made out of wood; of 1m length x 1m width x 0.15m height). Bait gel shall be applied at different doses, preferably ranging below and over the recommended dose in the center and corners of the Bait Box. Thus the placement of gel drops in the bait box will depend up on their numbers/doses. A batch of 10 adult cockroaches shall be released in the Bait Box for 24 hours. All the cockroaches should be starved (they shall be provided with humidity but no food or free water) for 24 hours period before introducing them into the test arena.

After 24 hour exposure, the cockroaches shall be transferred to clean ventilated cage/jar and provided normal water and food. The knockdown effect/mortality effect shall be recorded at 6, 12, 24 hours and later daily for 4 to 12 weeks or until the mortality comes down to about 20%. The experiments will be run in triplicate and total mortality values are used  for probit  analysis.

The per cent mortality in each interval shall be recorded and subjected to Finney’s method of probit analysis (1979) to determine the KT50 or LT50 (Knockdown or Lethal Time 50, it is the time (hr) required to knockdown/kill 50% of the cockroach population exposed to gel bait for 24 hr) or any suitable statistical analytical procedure.  

If mortality exceeds 20% in the control batch, the results of the entire test should be repeated. If mortality in the controls is between 5% and 20%, the results with the treated samples should be corrected using Abbott’s formula.

Abbott's formula:

Mortality (%) = [X - Y/ 100 - Y ] * 100

Where, X = percentage mortality in the treated sample

             Y = percentage mortality in the control

Bait Box should be clean and there should not be secondary infestation of pests like

ticks and mites in the chamber during and after the evaluation of bait gel.

Sample table for bio efficacy recordings:

Table 1: Bio-efficacy of Bait Gel XYZ against Blattella germanica or Periplaneta americana

	No. of Gel drops
	Conc of a.i. (mg)
	R*
	Cumulative kill in each replicate of 10 insects

(Time in Hours)

	
	
	
	6
	12
	24
	48
	72
	96

	1
	D1
	R1
	
	
	
	
	
	

	
	
	R2
	
	
	
	
	
	

	
	
	R3
	
	
	
	
	
	

	total
	
	
	
	
	
	

	2
	D2
	R1
	
	
	
	
	
	

	
	
	R2
	
	
	
	
	
	

	
	
	R3
	
	
	
	
	
	

	total
	
	
	
	
	
	

	3
	D3
	R1
	
	
	
	
	
	

	
	
	R2
	
	
	
	
	
	

	
	
	R3
	
	
	
	
	
	

	total
	
	
	
	
	
	

	4
	D4
	R1
	
	
	
	
	
	

	
	
	R2
	
	
	
	
	
	

	
	
	R3
	
	
	
	
	
	

	total
	
	
	
	
	
	

	5
	D5
	R1
	
	
	
	
	
	

	
	
	R2
	
	
	
	
	
	

	
	
	R3
	
	
	
	
	
	

	total
	
	
	
	
	
	

	Control
	0
	R1
	
	
	
	
	
	

	
	
	R2
	
	
	
	
	
	

	
	
	R3
	
	
	
	
	
	

	total
	
	
	
	
	
	


R = Replicate; total mortality data should be used for KC50 estimation. The replicates are indicative of repetitiveness of the bioassay. 

Table 1a: Dose dependant mortality using regression equation
	 Bioassay period (hr)
	KC5o (concentration/drops/box of size  )
	Fiducial Limits 95%
	Regression Equation

	
	
	Upper
	Lower
	

	 6
	
	
	
	

	12
	
	
	
	

	24
	
	
	
	

	48
	
	
	
	

	72
	
	
	
	

	96
	
	
	
	


KC50 = Concentration or No of gel drops (of conc.) per  unit  area of bait box for 50% knockdown of  test population

	Bioassay period (hr)
	KC95 (concentration/drops/box of xyz size  )
	Fiducial Limits 95%
	Regression Equation

	
	
	Upper
	Lower
	

	 6
	
	
	
	

	12
	
	
	
	

	24
	
	
	
	

	48
	
	
	
	

	72
	
	
	
	

	96
	
	
	
	


Expected Results:

Optimal concentration/gel drops per bait box for a specific period of mortality observation. Knockdown time (KT50) in hr can also be estimated for each concentration/gel drop for the unit size of box.

b) Residual Effect (Surface persistence):

The surface persistence of the formulation shall be studied against cockroach species on cement (30 x 30 cm), plywood (30 x 30 cm), glass (30 x 30 cm) and ceramic tile (30 x 30 cm) surfaces and or surface that the company/institution intends to develop and market the chemical for.  Bait gel shall be placed in corners of these blocks at the dose of about KC95. Glass funnels of 12.5 - cm diameter will be placed on the surfaces. A batch of 10 adult cockroaches shall be released for a period of 24  hr in the test arena. There will be three replicate of each treatment. Twenty  four  hr later,  all insects will be transferred to the  ventilated jar and  observed for knockdown/mortality for a definite period, based up on the  earlier experiment on bioefficacy. This period of observation should be fixed. The insects will be provided with normal food and water in the same way as in case of bio efficacy trials. 

Similarly, the bait gel(s) at the concentration of KC95 will be exposed to repetitive treatment with adult cockroaches over every week for one-time 24 hr exposure period until (may be up to 12 weeks), the bait gel does not give any mortality for the defined period of observation. 

At the same time, test insects will be also exposed to untreated surfaces (controls) and also positive control either available in the country or abroad.  The same surface provided with gel spot(s) will be maintained without any disturbance. The observations will also be taken on the physical state of gel bait like dryness or spread during the period of observation. 

During the entire period of study, the gel baits should be tested every week for the estimation of toxin as per the standard IUPAC method. This will be helpful to correlate the persistence of gel bait with that of bioassays over the experimental period.  

	Persistence Period (week)
	No of  adult cockroaches exposed for  initial  24 hr
	% corrected mortality at different hr.
	Until nearly 100% corrected mortality /Knockdown achieved.

	
	
	 24
	 48
	72 
	

	 0
	
	10
	50
	100
	

	1
	
	
	
	
	

	2
	
	6
	47
	79
	

	3
	
	
	
	
	

	4
	
	5
	34
	67
	

	5
	
	
	
	
	

	6 until 12 
	
	5
	32
	54
	


	 Mortality observations
	PT5o (time in weeks  for retaining 50% kill)
	Fiducial Limits 95%
	Regression Equation

	
	
	Upper
	Lower
	

	 24
	
	
	
	

	48
	
	
	
	

	72
	
	
	
	

	96
	
	
	
	


Expected Results: Persistence time (PT50 in days or weeks) for  retaining 50% kill of cockroaches over the defined time period at the  optimal dose of insecticide (in gel drops/ppm). Normally, PT95 should be considered for replacement period with another  effective insecticide, preferably having different mode of action.

PS: Mortality will be negatively correlated over the persistence time.

Reference:

Finney D.J. (1953) Probit Analysis 2nd Edition. Cambridge University Press, Cambridge, England
Appendix - IV
Protocol for the Determination of Concentration of active ingredients in indoor Air while using the  

household insecticide products

 (Mats/Coils/LV/Dispensers/ Aerosols)

1. 
Objectives

: 

Determination of concentrations of active ingredients in Air with time following the use of different household insecticide products (Mats/ Coils/LV/Dispensers/ Aerosols)

2. 
Principle
:
The concentrations of active ingredients present in the indoor room air while the insecticide product is in use are initially trapped on  sorbent supports. The trapped a.i. residues are analysed by a validate GC/HPLC techniques and the concentrations in the room are expressed in mg/ m3.

3. 
Test Item Details

i. Name of the test item

:

ii. Nature of Insecticide

:

iii. Type of formulation

: 
iv. Batch No.

:  
v. Date of production

:

vi. Date of Analysis

:

vii. Date of Expiration

:


viii. Appearance

:

3.2
4. Chemical Details of Test Item

i. ISO common name

:
 
ii. IUPAC name             
:


iii. Chemical abstract name         
:


iv. CAS RN
:

v. Empirical formula

:

vi. Molecular weight

:


5. Reagents and Chemicals
Commercially available, analytical-grade reagents and chemicals will be used. The sources and purity will be documented in the study records.

6. Experimental Materials: 

Suction pump with flow meter, timer and auto cut off, Adsorption Cartridges, flow meter.   

6.1 Room size and conditions


A standard room size of 10ft x10ft x 10ft is recommended. The study shall be carried out in the Chambers maintained at 20±2°C, 25±2°C, 30±2°C temperature with 65±5% of Relative Humidity, closed, dark with small night lamp, air circulation or as recommended by the manufactures user manuals/procedures. 
6.2 Description of actual use of household insecticide during air concentration testing’s   

Household insecticides like Aerosols/Mats/Coils/ LV/Dispensers are recommended to use by following the actual procedure described by the manufacturer.  The following are the brief descriptions and are not limited to the same.

Mat



:  
Fix the Mat holder to the wall socket at a height of approximately 1.0 m and use the mat.

Coils


:  
Keep the coil with stand on the floor and lit

LV


: 
Fix the LV holder to the wall socket at a height of approximately 1.0 m and use.

Dispenser
: 
An automatic insect control aerosol system will fixed on wall at ~ 2 meters height in the room. 

Aerosol
: 
Spray the aerosol as recommended by the manufacturer

Duration
: 
8-12 Hours or as recommended by the manufacturer.

6.3 Description of Trapping Material

Trapping materials commonly used include solid sorbents (e.g., Silica/C18 solid phase extraction cartridges, foam plugs PUF cartridges (10 ml Volume) or silica gel filled disks attached to suction pump. Alternatively draw the air using air tight syringe and dissolve the residues in suitable organic solvents (e.g., acetonitrile or ethylene glycol).  
6.4 Positioning the trapping material

Keep the trapping material at a distance of 15 cm from the insecticide product to get maximum residual concentrations.

7.  Trapping of A.I. Residues in Air
The residues in air are trapped in a form that permits subsequent quantitative analysis.  

Connect the trapping system to a suction pump through a flow meter.  Adjust the flow to a desired 3-5 L/min.  Place the trapping system within 15 cm distance from the insecticide product.

Before start of application (0 hr) and at the start of using the insecticide product, start the suction pump at a definite out let flow 3-5L /min for a period of 5 minutes. Remove the cartridge and elute the trapped residues using 20 ml volume of suitable solvent (Acetonitrile /Hexane /Acetone /methanol) from the cartridge.  Reduce the volume of the solvent to about 1.0 ml under suction and analyse the trapped a.i. residues following a validated GC/HPLC method.
8.  Method validation

8.1. Specificity 

Specificity will be confirmed by injecting the solvents, control and standard used in the study.

8.2  Linearity 

The linearity will be checked by injecting minimum five different concentrations of -------------- in an equilibrated HPLC/GC chromatographic system with lowest concentration as minimum detectable level. 

8.3 Precision 

Repeatability and reproducibility determination to be carried out

8.4 Recovery from trapping material

Spike aliquots of the pure active solutions (at LOQ and 10 times the LOQ levels) on the cartridges. Connect the cartridge to suction pump and draw the air for five minutes at a flow rate 3-5Lit/min. Remove the cartridge attached to the suction pump and elute the residues from the cartridge using a suitable solvent and determine the amount recovered.

9.  Sample collection and analysis

Collect the air samples at different pre determined intervals.

e.g.: 0 hr (before start of application), within 5 min of starting, 1, 2, 4, 6, 8 hr, (if specified 12 hrs) and 24 hrs. Elute the residues as described in the experimental procedure quantify the residues.
Calculate the trapped a.i. residual concentrations in air at different time intervals and express in mg/ m3.
10. Statistical Analysis

Statistical methods are limited to the mean of three replicate determinations.
11. Reporting

The report should contain the following:

1. Description of Insect repellent

2. Description of Room size, position of insecticide product and position of trapping system

3. Detailed experimental procedure 

4. Sampling details

5. Description of trapping system

6. Extraction procedure

7. Analytical conditions 

8. Recovery

9. A.I. Residue concentration estimations in Air with time in tabular form

Annexure – 7.1.1   

LIST OF APPLICATION RECEIVED U/S 9(4) MANUAL SCRUTINIZED TO BE INCLUDED IN 336TH RC            

	S. No.
	F. No.
	Applicant Name
	Product Name
	Remarks  
	MRL 

	1
	2432-F/9(4)/2010
	M/s R. L. Agrosolutions Pvt. Ltd.,
	Triacontanol EW 0.1% min.
	S 
	


Annexure 
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 TANFAC Industries Ltd.

14,SIPCOT Industrial Complex, Cuddalore,TN.-607005

Lr.No. Nil dated 16.01.2013.
	Approved 200MT of Boric Acid for import (for one calendar year) in view of the recommendation of the nodal agency and on average import (for manufacturing of BF3 Potaassium Fluoro Borate,Fluoroboric Acid.)

Source of Import: -

1. Inkabor S.A.C.

A.v. Itallia 101, Parque Industrial Rio Seco, Cerro Colorado Arequipa Peru
2. Borochemie International Pte Ltd., 77, High Street,#0- 09 High Street Plaza, Singapore-179 433.

	2.
	M/s Artek Surfin Chemicals Ltd.

Plot No. 121, Surfin Centre, Marol Co-op Ind. Est., M.V. Road, Andheri (East), Mumbai-400059.

Lr. No.Nil dated 22.01.2013.
	Approved 65 MT of Boric Acid for import (for one calendar year) in view of the recommendation of the nodal agency and on average import (for Mfg. of  Electroplating Salts & Chemicals).

Source of Import: -

1. Borochemie International Pte Ltd., 77, High Street, 09-06 High Street Plaza, Singapore-179 433.

2. ETI Maden Isletmereli Genel,Mudurlugu, Cihan Sokak No.2, 06100 Sihhiye, Ankara, Turkey.




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 Indo Amines Ltd.

W-44, M.I.D.C. Phase II, Manpada Road, Dombivli (E),Dist. Thane-421203.

Lr.No. NIL Dated 11.01.2013 
	Approved the extension further by one year from the date of issuance of import permit to import balance quantity i,e. 75.7 MT of Sodiun Cyanide (for manufacturing of Para Mpan & Veleronotrile).

	2
	M/s Sreenath Ceramics Industries,

S. No. 707/A, Village- Kalak, 

Ta.- Jambusar, Dist. Bharuch,

 Gujarat-382735. Lr. No. NIL Dt. 30.01.2013.
	Not approved. The agenda was deliberated in detail and the decision of Registration Committee is as under:-

The applicant was granted an import permit of 570.0 MT of Boric Acid in the last Registration Committee meeting (335th) only. Hence they are advised to import the whole quantity as approved by RC, consume it and then apply afresh with import & consumption details from competent authority .

	3.
	M/s H&R Johnson(India),

(A division of Prism Cement Ltd.)

7th Floor, Windsor, CST Road,Mumbai-400098.

Lr. No. Nil dated 18.02.2013.
	Approved 100 MT of Boric Acid as per past allotment and consumption pattern for import in view of the recommendation of the nodal agency and of average import (for the calendar year) .

	4.
	M/s Gala Brush Ltd.

Survey No.46, Plot No. 1 to 4, Asangaon, Tal.Shahpur, Dist. Thane ,Maharashtra-421301.

Lr. No. Nil dated 08.09.2012, 08.02.2013,21.02.2013.
	Not approved. The agenda was deliberated in detail and the decision of Registration Committee is as under:-

Registration Committee approves Import Permits of Insecticides for non-insecticidal use only with prospective effects.




*****
Annexure- 9.17.1
Decision of 336th   RC on applications  for Enhancement of Shelf-life under section 9(4) of the Insecticides Act, 1968            

	S.

No.
	File No.
	Name of the applicant 
	Name of the Product 
	Registration No.
	Decision of RC

	1. 
	23-14/2013-CIR-I


	M/S Pioneer Pesticides Pvt. Ltd.


	Monocrotophos 36% SL


	CIR-2018/83/Monocrotophos(SL)-150 
	Shelf-life enhanced from one year to one and half year

	2. 
	23-12/2013-CIR-I


	M/S Amber Crop Science Pvt. Ltd.
	Monocrotophos 36% SL 

	CIR-61,258/2008-Monocrotophos (SL)(293)-1772.
	Shelf-life enhanced from one year to one and half year

	3. 
	23-16/2013-CIR-I


	M/S Maharashtra Insecticides Ltd.
	Monocrotophos 36% SL


	CIR—1837/83/Monocrotophos(SL)-131   
	Shelf-life enhanced from one year to one and half year

	4. 
	23-123/2012-CIR-I


	M/S  Darrick Insecticides Ltd.
	Dichlorovous 76 % EC
	CIR-14,624/92/Dichlorvos (EC)-401.
	Shelf-life enhanced from one year to two years.

	5. 
	23-05/2013-CIR-I


	M/S Vantech Chemicals Ltd.
	Carbendazim 12% +Mancozeb 63% W.P
	CIR-42,981/2003- Carbendazim+Mancozeb (WP) (227)-919.
	Shelf-life enhanced from one year to two years.

	6. 
	23-21/2013-CIR-I


	M/S Nimla Organics Pvt. Ltd.
	Carbendazim 12% +Mancozeb 63% W.P
	CIR-55,546/2006- Carbendazim+Mancozeb (WP) (269) -1151.
	Shelf-life enhanced from one year to two years.

	7. 
	23-04/2013-CIR-I
	M/S Vantech Chemicals Ltd.
	Fipronil 0.3% Gr.
	CIR-39,738(222)/2002-Fipronil (GR)-41.
	Shelf-life enhanced from one year to two years.

	8. 39
	23-18/2013-CIR-I
	M/S Jaishree Rasayan Udyog Ltd.
	Fipronil 5% SC
	CIR-64,919/2010-Fipronil(SC)(311)-387.
	Shelf-life enhanced from one year to two years.

	9. 
	23-19/2013-CIR-I


	M/S Nimla Organics Pvt. Ltd.
	Mancozeb 75%WP
	CIR-55,542/2006-Mancozeb(WP) (269) – 993.
	Shelf-life enhanced from one year to two years.

	10. 
	23-06/2013-CIR-I


	M/S Vantech Chemicals Ltd.
	Mancozeb 75%WP
	CIR-2781/84/Mancozeb/(WP)- 52
	Shelf-life enhanced from one year to two years.

	11. 
	23-08/2013-CIR-I


	M/S Vantech Chemicals Ltd.
	Triazophos 40 % EC
	CIR-23,050/96/Triazophos(EC)-46.
	Shelf-life enhanced from one year to two years.

	12. 
	23-74/2012-CIR-I
	M/s Agrico Organics Ltd.
	Profenophos 50% EC
	CIR-58,829/2008/Profenophos(EC)(284)-787.
	Shelf-life enhanced from one year to two years.

	13. 
	23-13/2013-CIR-I
	M/s Pioneer Pesticides Pvt. Ltd.
	Metribuzin 70% WP
	CIR-29,433/98/METRIBUZIN(WP)-28.
	Shelf-life enhanced from one year to two years.

	14. 
	23-126/2012-CIR-I
	M/s Darrick Insecticides Ltd.
	Metribuzin 70% WP
	CIR-39,880/2002-METRIBUZIN(WP)(222)-108..
	Shelf-life enhanced from one year to two years.

	15. 
	23-117/2012-CIR-I
	M/s Anu Products Ltd.
	Metribuzin 70% WP
	CIR-35,467/2001-METRIBUZIN(WP)-49.
	Shelf-life enhanced from one year to two year.



	16. 
	23-03/2013-CIR-I3
	M/S Vantech Chemicals Ltd.
	Metribuzin 70% WP
	CIR-57,466/2007-METRIBUZIN(WP)(277)-273.
	Shelf-life enhanced from one year to two years

	17. 
	23-17/2013-CIR-I
	M/S Jaishree Rasayan Udyog Ltd.
	Metribuzin 70% WP
	CIR-33,963/2000-METRIBUZIN(WP)-44.
	Shelf-life enhanced from one year to two years


REJECTION CASES:-  
	S.

No.
	File No.
	Name of the applicant 
	Name of the Product 
	Decision of RC

	1. 
	23-07/2013-CIR-I


	M/S Vantech Chemicals Ltd.
	Mancozeb 64%+Metalaxyl 8% WP
	Rejected

	2. 
	23-10/2013-CIR-I


	M/s Dhanuka Agritech Ltd.
	Phorate10% Gr.
	Rejected

	3. 
	23-167/2012-CIR-I


	M/s Amber Crop Science Pvt. Ltd.
	Ethephon  39% SL


	Rejected

	4. 
	23-11/2013-CIR-I


	M/s Agro Life Science Corporation. 
	Ethephon  39% SL 

	Rejected 


*****

Annexure 10.1.1  

LIST OF APPLICATION RECEIVED U/S 9(4) ME TOO (FIM/TI/FI) ONLINE AND SCRUTINIZED TO BE INCLUDED IN 336TH RC FILE LIST        

	Sl. No.
	On

line No. 
	F. No.
	Applicant Name 
	Product Name  
	Remarks
	MRL

	1. 
	13424
	8581-F/9(4)/2012
	Nimla Organics P.Ltd.,  
	Copper oxychloride 50% WG
	   S  
	PF

	2. 
	13426
	8582-F/9(4)/2012
	Nimla Organics P.Ltd.
	Propiconazole 25%EC 
	   S
	PF

	3. 
	13435
	8583-F/9(4)/2012
	Nimla Organics P.Ltd.
	Propargite 57%EC
	   S
	F

	4. 
	13438
	8584-F/9(4)/2012
	Grow Safe Chemicals P. Ltd., 
	Triacontanol 0.1%EW Min.
	   S
	NR

	5. 
	13437
	8585-F/9(4)/2012
	Nimla Organics P. Ltd., 
	Captan 50% WP
	   S
	F

	6. 
	13442
	8586-F/9(4)/2012
	Grow Safe Chemicals P. Ltd. 
	Fenitrothion 20%OL
	   S
	PF

	7. 
	13443
	8587-F/9(4)/2012
	Grow Safe Chemicals P. Ltd.
	Deltamethrin 11%EC
	   C 
	F

	8. 
	13444
	8588-F/9(4)/2012
	Grow Safe Chemicals P. Ltd.
	Captan 75% WS
	   C
	F

	9. 
	13445
	8589-F/9(4)/2012
	Grow Safe Chemicals P.Ltd.
	Deltamethrin 1.8%EC
	   S
	F

	10. 
	13446
	8590-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Deltamethrin 25%Tablet
	   S
	F

	11. 
	13447
	8591-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Carbendazim 5% Gr
	   C
	PF

	12. 
	13545
	8592-F/9(4)/2012
	Grow Safe Chemicals P.Ltd.
	Pyraclostrobin 20%WG
	   C
	F

	13. 
	13546
	8593-F/9(4)/2012
	Grow Safe Chemicals P.Ltd.
	Pendimethalin 38.7%CS
	   Rc
	PF 

	14. 
	13547
	8594-F/9(4)/2012
	Grow Safe Chemicals P.Ltd.
	Kasugamycin 3%SL
	   S
	F

	15. 
	13548
	8595-F/9(4)/2012
	Grow Safe Chemicals P.Ltd.
	Fluchloralin 45% EC
	   S
	PF

	16. 
	13550
	8596-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Diclofol methyl 28%EC
	   S
	F

	17. 
	13551
	8597-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Ethophenprox 10%EC
	   S
	PF

	18. 
	13552
	8598-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Chlorantraniliprole 18.5% SC
	   S
	F

	19. 
	13553
	8599-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Bispyribac Sodium 10% SC
	  Rc
	F

	20. 
	13555
	8600-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Aureofungin 46.15% SP
	   S
	NF

	21. 
	13556
	8601-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Spiromesifen 22.9%SC
	   S
	F

	22. 
	13557
	8602-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Cyhalofop-butyl 10% EC
	   S
	F

	23. 
	13587
	8603-FI/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Propaquizafop 10%EC
	   Rc
	F

	24. 
	13588
	8604-FI/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Novaluron 10%EC
	  Rc
	F

	25. 
	13589
	8605-FI/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Quizalofop ethyl 5% EC
	   Rc
	F

	26. 
	13602
	8606-F/9(4)/2012
	Grow Safe Chemicals P.Ltd., 
	Sulphur 52% FLOWABLE
	  C
	NR

	27. 
	13793
	8607-F/9(4)/2012
	Doctor Crop Care Ltd. 
	Metalaxyl 35%WS
	   S
	PF

	28. 
	13724
	8608-F/9(4)/2012
	Doctor Crop Care Ltd. 
	Thiomethoxam 30%FS
	   S
	NR

	29. 
	13725
	8609-F/9(4)/2012
	Doctor Crop Care Ltd. 
	Bifenthrin 10% EC
	   S
	F

	30. 
	13791
	8610-F/9(4)/2012
	Doctor Crop Care Ltd. 
	Bifenthrin 2.5% EC
	   S
	NR

	31. 
	13792
	8611-F/9(4)/2012
	Doctor Crop Care Ltd. 
	Validamycin 3%L
	   S
	F

	32. 
	13794
	8612-F/9(4)/2012
	Doctor Crop Care Ltd. 
	Carbendazim 46.27% SC
	   S
	PF

	33. 
	13877
	8613-F/9(4)/2012
	Sree Ramcides Chemicals Pvt Ltd.
	Thiamethoxam 70%WS
	   S
	NR

	34. 
	13878
	8614-F/9(4)/2012
	Sree Ramcides Chemicals Pvt Ltd.
	Thiamethoxam 30%FS
	   S
	NR

	35. 
	13880
	8615-F/9(4)/2012
	Green Cross Agro Chemicals Pvt Ltd, 
	Deltamethrin 0.72%+ 

Buprofezin 5.65%EC
	   C
	F

	36. 
	11887
	8616-F/9(4)/2012
	Sabero Organics Ltd.
	Bifenthrin 2.5% EC
	   S
	NR

	37. 
	11890
	8617-F/9(4)/2012
	Sabero Organics Ltd.
	Sulphur 40%SC
	   S
	NR

	38. 
	13824
	8618-F/9(4)/2012
	Willowood Chemicals Pvt Ltd. 
	Lambdacyhalothrin 4.9%CS
	   S
	F

	39. 
	13852
	8619-F/9(4)/2012
	Willowood Chemicals Pvt Ltd.
	Metsulfuron methyl 20%WP
	   S
	F

	40. 
	14002
	8620-F/9(4)/2012
	Insecticides India Ltd.
	Alphacypermethrin 10% SC
	   S
	F

	41. 
	14004
	8621-F/9(4)/2012
	Insecticides India Ltd.
	Glufosinate ammonium 13.5%SL
	   S
	F

	42. 
	10097
	8622-F/9(4)/2012
	Tender sips, 
	Neem Seed Kernel Based EC containing Azadirachtin 1% (10000 ppm) min 
	   Ra 
	NR

	43. 
	11333
	8623-F/9(4)/2012
	Ruchi Biochemicals.
	Neem  Extract Continaing Azadirachtin 5% min.
	   S
	NR

	44. 
	11334
	8624-F/9(4)/2012
	Ruchi Biochemicals.
	Neem Seed Kernel Based EC containing Azadirachtin 0.3% (3000 ppm) min  
	   S
	NR

	45. 
	11335
	8625-F/9(4)/2012
	Ruchi Biochemicals.
	Neem Seed Kernel Based EC containing Azadirachtin 1% (10000 ppm) min    
	   S
	NR

	46. 
	11336
	8626-F/9(4)/2012
	Ruchi Oyster Mushroom
	Neem  Extract Continaing Azadirachtin 5% min.
	   C
	NR

	47. 
	11337
	8627-F/9(4)/2012
	Ruchi Oyster Mushroom
	Neem Seed Kernel Based EC containing Azadirachtin 0.3% (3000 ppm) min 
	   C
	NR

	48. 
	12766
	8628-F/9(4)/2012
	I-Chem India 
	Triacontanol 0.05%GR min.
	   S
	NR

	49. 
	12767
	8629-F/9(4)/2012
	I-Chem India 
	Fipronil 5%SC
	   S
	F

	50. 
	12768
	8630-F/9(4)/2012
	I-Chem India 
	Hexaconazole 5%EC
	   S
	F

	51. 
	12769
	8631-F/9(4)/2012
	I-Chem India 
	Fipronil 0.3%GR
	   S
	F

	52. 
	12770
	8632-F/9(4)/2012
	I-Chem India 
	Imidacloprid 30.5%SC
	   S
	F

	53. 
	12771
	8633-F/9(4)/2012
	I-Chem India 
	Metsulfuron methyl 20%WP
	   S
	F

	54. 
	12773
	8634-F/9(4)/2012
	I-Chem India 
	Acephate 75% SP
	   S
	F

	55. 
	12774
	8635-F/9(4)/2012
	I-Chem India 
	Cypermethrin 25%EC
	   S
	F

	56. 
	12777
	8636-F/9(4)/2012
	I-Chem India 
	Phorate 10%CG
	   S
	PF

	57. 
	12778
	8637-F/9(4)/2012
	I-Chem India 
	Pretilachlor 50%EC
	   S
	F

	58. 
	12827
	8638-F/9(4)/2012
	I-Chem India 
	Cyfluthrin 5% EW
	   S
	NR

	59. 
	12871
	8639-F/9(4)/2012
	I-Chem India 
	Cypermethrin 10%EC
	   S
	PF

	60. 
	12872
	8640-F/9(4)/2012
	I-Chem India 
	Profenofos 50%EC
	   S
	PF

	61. 
	12873
	8641-F/9(4)/2012
	I-Chem India 
	Propiconazole 25%EC
	   S
	PF

	62. 
	12874
	8642-F/9(4)/2012
	I-Chem India 
	Triacontanol 0.05%EC min.
	   S
	NR

	63. 
	12875
	8643-F/9(4)/2012
	I-Chem India 
	Thiamethoxam 70%WS
	   S
	NR

	64. 
	12876
	8644-F/9(4)/2012
	I-Chem India 
	Metalaxyl 35%WS
	   S
	PF

	65. 
	13221
	8645-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd. 
	Chlorpyriphos 50% EC
	   S
	F

	66. 
	13222
	8646-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Pendimethalin 30% EC
	   S
	PF

	67. 
	13224
	8647-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Chlorantraniliprole 18.5% SC
	   S
	F

	68. 
	13226
	8648-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Chlorimuron ethyl 25% WP
	   S
	F

	69. 
	13227
	8649-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Copper hydroxide 77% WP
	   Rc
	NF

	70. 
	13229
	8650-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Cymoxanil 18%+ 

Mancozeb 64%WP
	   S
	F

	71. 
	13232
	8651-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Thiophanate methyl 70%WP
	   S
	PF

	72. 
	13234
	8652-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Ziram 27%SC
	   S
	F

	73. 
	13235
	8653-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Ziram 80%WP
	   S
	F

	74. 
	13237
	8654-F/9(4)/2012
	Amson Laboratories  Pvt. Ltd
	Pretilachlor 37%EW
	   S
	F

	75. 
	13278
	8655-F/9(4)/2012
	Gopal Industries 
	Triacontanol 0.05%GR min.
	   S
	NR

	76. 
	13280
	8656-F/9(4)/2012
	Gopal Industries 
	Dimethoate 30%EC
	   S
	PF

	77. 
	13298
	8657-F/9(4)/2012
	Gopal Industries 
	Paraquat dichloride 24%SL
	   S
	PF

	78. 
	13598
	8658-F/9(4)/2012
	Davani Crop Sciences 
	Quinalphos 25%EC
	   S
	F

	79. 
	13600
	8659-F/9(4)/2012
	Davani Crop Sciences 
	Profenofos 50%EC
	   S
	PF

	80. 
	13746
	8660-F/9(4)/2012
	Davani Crop Sciences 
	Cartap hydrochloride 50% SP
	   S
	F

	81. 
	13845
	8661-F/9(4)/2012
	Sai Ram Agritech, 
	Ethion 50%EC
	   S
	F

	82. 
	13840
	8662-F/9(4)/2012
	Sai Ram Agritech
	Hexaconazole 5%EC
	   S
	F

	83. 
	13828
	8663-F/9(4)/2012
	Sai Ram Agritech
	Carbofuran 3% CG
	   S
	PF

	84. 
	13832
	8664-F/9(4)/2012
	Sai Ram Agritech
	Tricyclazole 75%WP
	   S
	F

	85. 
	13838
	8665-F/9(4)/2012
	Sai Ram Agritech
	Monocrotophos 36%SL
	   S
	PF

	86. 
	13825
	8666-F/9(4)/2012
	Sai Ram Agritech
	Mancozeb 75%WP
	   S
	PF

	87. 
	13830
	8667-F/9(4)/2012
	Sai Ram Agritech
	Lambdacyhalothrin 5%EC
	   S
	F

	88. 
	13835
	8668-F/9(4)/2012
	Sai Ram Agritech
	Pretilachlor-50%EC
	   S
	F

	89. 
	13843
	8669-F/9(4)/2012
	Sai Ram Agritech
	Pendimethalin 30% EC
	   S
	PF

	90. 
	13817
	8670-F/9(4)/2012
	Sai Ram Agritech
	Bifenthrin 10% EC
	   S
	F

	91. 
	13842
	8671-F/9(4)/2012
	Sai Ram Agritech
	Cypermethrin 10%EC
	   S
	PF

	92. 
	13844
	8672-F/9(4)/2012
	Sai Ram Agritech
	Atrazine 50% WP
	   S
	F

	93. 
	13833
	8673-F/9(4)/2012
	Sai Ram Agritech
	Fipronil-5%SC
	   S
	F

	94. 
	13831
	8674-F/9(4)/2012
	Sai Ram Agritech
	Cypermethrin 25%EC
	   S
	F

	95. 
	13819
	8675-F/9(4)/2012
	Sai Ram Agritech
	Thiomethoxam 25%WG
	   S
	F

	96. 
	13821
	8676-F/9(4)/2012
	Sai Ram Agritech
	Gibberllic Acid-0.001% L
	   S
	NR

	97. 
	13820
	8677-F/9(4)/2012
	Sai Ram Agritech
	Thiophanate methyl 70%WP
	   S
	PF

	98. 
	13841
	8678-F/9(4)/2012
	Sai Ram Agritech
	Metribuzin 70%WP
	   S
	PF

	99. 
	13839
	8679-F/9(4)/2012
	Sai Ram Agritech
	Emamectin Benzoate-5%SG
	   S
	F

	100. 
	13826
	8680-F/9(4)/2012
	Sai Ram Agritech
	Carbendazim 50%WP
	   S
	PF

	101. 
	13829
	8681-F/9(4)/2012
	Sai Ram Agritech
	Propiconazole 25%EC
	   S
	PF

	102. 
	13827
	8682-F/9(4)/2012
	Sai Ram Agritech
	Carbendazim 46.27% SC
	   S
	PF

	103. 
	13822
	8683-F/9(4)/2012
	Sai Ram Agritech
	Copper oxychloride- 50% WP
	   S
	PF

	104. 
	13823
	8684-F/9(4)/2012
	Sai Ram Agritech
	Lambdacyhlothrin 2.5%EC
	   S
	F

	105. 
	13834
	8685-F/9(4)/2012
	Sai Ram Agritech
	Chlorpyriphos 50% EC
	   S
	F

	106. 
	13889
	8686-F/9(4)/2012
	Snehal Impex P.Ltd., 
	Lime Sulphur 22%SL
	   S
	NR

	107. 
	13890
	8687-F/9(4)/2012
	Snehal Impex P.Ltd., 
	Gibberllic Acid-0.186%SP
	   S
	NR

	108. 
	13944
	8688-F/9(4)/2012
	Universal Agro Chemical Industries, 
	Bifenthrin 10% EC
	   Rb
	F

	109. 
	13945
	8689-F/9(4)/2012
	Universal Agro Chemical Industries, 
	Metribuzin 70%WP
	   Rb
	PF

	110. 
	13947
	8690-F/9(4)/2012
	Universal Agro Chemical Industries, 
	Indoxacarb-14.5% +  Acetamiprid-7.7%SC
	  Rb 
	F

	111. 
	13989
	8691-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Monocrotophos 36%SL
	   S
	PF

	112. 
	13990
	8692-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Triazophos 40%EC
	   S
	PF

	113. 
	13991
	8693-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Profenofos 50%EC
	   S
	PF

	114. 
	13992
	8694-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Profenofos 40%+ 

Cypermethrin 4%EC
	   S
	F

	115. 
	14015
	8695-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Propiconazole 25%EC
	   S
	PF

	116. 
	14016
	8696-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Triacontanol 0.05%EC Min.
	   S
	NR

	117. 
	14018
	8697-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Fenvalerate 20%EC
	   S
	F

	118. 
	14020
	8698-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Lime Sulphur 22%SL
	   S
	NR

	119. 
	14021
	8699-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Lambda Cyhalothrin 5%EC
	   S
	F

	120. 
	14023
	8700-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Gibberllic Acid-0.186%SP
	   S
	NR

	121. 
	14024
	8701-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Neem seed Kernal Based EC Azadirachtin 0.15% min
	   S
	NR

	122. 
	14026
	8702-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Neem seed Kernal Based EC Azadirachtin 0.3% min
	   S
	NR

	123. 
	14027
	8703-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Streptomycin sulphate + tetracyclin hydrochloride (9:1)
	   C
	NF

	124. 
	14028
	8704-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	125. 
	14071
	8705-F/9(4)/2012
	Sai Ram Agritech
	Cartap hydrochloride 4% GR
	   S
	F

	126. 
	14068
	8706-F/9(4)/2012
	Sai Ram Agritech
	Indoxacarb 14.5%SC
	   S
	F

	127. 
	14066
	8707-F/9(4)/2012
	Sai Ram Agritech
	Hexaconazole 5%SC
	   S
	F

	128. 
	14063
	8708-F/9(4)/2012
	Sai Ram Agritech
	Dichlorvos 76%EC
	   S
	PF

	129. 
	14065
	8709-F/9(4)/2012
	Sai Ram Agritech
	Phorate 10%CG
	   S
	PF

	130. 
	14056
	8710-F/9(4)/2012
	Sai Ram Agritech
	Glyphosate 41% SL
	   S
	F

	131. 
	14057
	8711-F/9(4)/2012
	Sai Ram Agritech
	Ammonium salt of 

Glyphosate 71% SG
	   S
	F

	132. 
	14058
	8712-F/9(4)/2012
	Sai Ram Agritech
	Novaluron 10%EC
	   Rc
	F

	133. 
	14059
	8713-F/9(4)/2012
	Sai Ram Agritech
	Sulfosulfuron 75%WG
	   S
	F

	134. 
	14060
	8714-F/9(4)/2012
	Sai Ram Agritech
	Cartap hydrochloride 50% SP
	   S
	F

	135. 
	14061
	8715-F/9(4)/2012
	Sai Ram Agritech
	Fenvalerate 0.4%DP
	   S
	PF

	136. 
	14062
	8716-F/9(4)/2012
	Sai Ram Agritech
	Validamycin 3%L
	   S
	F

	137. 
	14069
	8717-F/9(4)/2012
	Sai Ram Agritech
	Triazophos 40%EC
	   S
	PF

	138. 
	14067
	8718-F/9(4)/2012
	Sai Ram Agritech
	Dimethoate 30%EC
	   S
	PF

	139. 
	14070
	8719-F/9(4)/2012
	Sai Ram Agritech
	Tebuconazole 2%DS
	   S
	F

	140. 
	14072
	8720-F/9(4)/2012
	Sai Ram Agritech
	Acephate 50% +

Imidacloprid 1.8% SP
	   S
	F

	141. 
	14136
	8721-F/9(4)/2012
	Matrix Chem Tech P. Ltd.
	Triacontanol 0.1%EW Min.
	   S
	NR

	142. 
	11344
	8722-F/9(4)/2012
	Weedicide India
	Thiophanate methyl 70%WP
	   S
	PF

	143. 
	11345
	8723-F/9(4)/2012
	Weedicide India
	Dimethoate 30%EC
	   S
	PF

	144. 
	11347
	8724-F/9(4)/2012
	Weedicide India
	Methyl parathion 2%DP
	   Re
	NF

	145. 
	11348
	8725-F/9(4)/2012
	Weedicide India
	Fenvalerate 0.4%DP
	   S
	PF

	146. 
	13512
	8726-F/9(4)/2012
	Willowood Chemicals pvt ltd, 
	Tricyclazole 75%WP
	   S
	F

	147. 
	13520
	8727-F/9(4)/2012
	Willowood Chemicals pvt ltd
	Chlorpyriphos 20% EC
	   S
	PF

	148. 
	13574
	8728-F/9(4)/2012
	Bharati Minerals Ltd 
	Indoxacarb 14.5%SC
	   S
	F

	149. 
	13576
	8729-F/9(4)/2012
	Bharati Minerals Ltd 
	Gibberllic acid 0.001%L
	   S
	NR

	150. 
	13577
	8730-F/9(4)/2012
	Bharati Minerals Ltd 
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	151. 
	13578
	8731-F/9(4)/2012
	Bharati Minerals Ltd 
	Carbofuran 3% CG
	   S
	PF

	152. 
	13579
	8732-F/9(4)/2012
	Bharati Minerals Ltd 
	Glyphosate 41% SL
	   S
	F

	153. 
	13412
	8733-F/9(4)/2012
	Saraswati Agro Chemicals (I) Pvt. Ltd. 
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	154. 
	13415
	8734-F/9(4)/2012
	Saraswati Agro Chemicals (I) Pvt. Ltd.
	Paraquat dichloride 24%SL
	   S
	PF

	155. 
	13662
	8735-F/9(4)/2012
	Weedicide India
	Fenoxaprop-p-ethyl 9.3%EC
	   S
	F

	156. 
	13665
	8736-F/9(4)/2012
	Weedicide India
	Carbosulfan 25% EC
	   S
	PF

	157. 
	13666
	8737-F/9(4)/2012
	Weedicide India
	Propaquizafop 10%EC
	   Rc
	F

	158. 
	13667
	8738-F/9(4)/2012
	Weedicide India
	Carbosulfan 6% G
	   S
	F

	159. 
	13669
	8739-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Triacontanol 0.1%EW Min.
	   S
	NR

	160. 
	13670
	8740-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Cypermethrin 25%EC
	   S
	F

	161. 
	13672
	8741-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Indoxacarb 14.5%SC
	   S
	F

	162. 
	13674
	8742-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Ethephone 39% SL
	   S
	F

	163. 
	13675
	8743-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Spinosad 45%SC
	   S
	F

	164. 
	13676
	8744-F/9(4)/2012
	Weedicide India
	Tricyclazole 18%+ 

Mancozeb 62% WP
	   S
	F

	165. 
	13959
	8745-F/9(4)/2012
	Srikar Biotech Pvt. Ltd, 
	Ethephone 39% SL
	   S
	F

	166. 
	13963
	8746-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Cyfluthrin 5% EW
	   S
	NR

	167. 
	13967
	8747-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Transfluthrin 0.88%LV
	   S
	NR

	168. 
	13969
	8748-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Kasugamycin 3%SL
	   S
	F

	169. 
	13970
	8749-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Kitazine 48%EC
	   S
	F

	170. 
	13971
	8750-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Kresoxim methyl 44.3% SC
	   S
	F

	171. 
	13972
	8751-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Alachlor 50% EC
	   S
	PF

	172. 
	13973
	8752-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Malathion 50%EC
	   S
	PF

	173. 
	13974
	8753-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Atrazine 50% WP
	   S
	F

	174. 
	13975
	8754-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Spinosad 45%SC
	   S
	F

	175. 
	13976
	8755-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Quizalofop ethyl 5% EC
	  Rc
	F

	176. 
	13977
	8756-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	177. 
	13978
	8757-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Carbaryl 50% WP
	   S
	PF

	178. 
	13979
	8758-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Zinc phosphide 80%w/v
	   S
	NR

	179. 
	13980
	8759-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Bifenthrin 10% EC
	   S
	F

	180. 
	13981
	8760-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	181. 
	13999
	8761-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Indoxacarb 14.5%SC
	   S
	F

	182. 
	14003
	8762-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Captan 50% WP
	   S
	F

	183. 
	14006
	8763-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Carbosulfan 25% EC
	   S
	PF

	184. 
	14007
	8764-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Dimethoate 30%EC
	   S
	PF

	185. 
	14008
	8765-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Prallethrin 0.4% Mos coil
	   S
	NR

	186. 
	14009
	8766-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Oxyflourfen 23.5%EC
	   S
	F

	187. 
	14010
	8767-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Paraquat dichloride 24%SL
	   S
	PF

	188. 
	14011
	8768-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Phenthoate 50%EC
	   S
	PF

	189. 
	14013
	8769-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Phosalone 35%EC
	   S
	PF

	190. 
	14014
	8770-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Phosphamidon 40%SL
	   S
	PF

	191. 
	14017
	8771-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Piroxafop-propinyl 15%WP
	   S
	F

	192. 
	14022
	8772-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Fenoxaprop-p-ethyl 9.3%EC
	   S
	F

	193. 
	14025
	8773-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Ethion 50%EC
	   S
	F

	194. 
	14029
	8774-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Ethion-40%+ 

Cypermethrin 5%EC
	   S
	F

	195. 
	14030
	8775-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Chlorpyriphos 50% EC
	   S
	F

	196. 
	14033
	8776-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Monocrotophos 36%SL
	   S
	PF

	197. 
	14035
	8777-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Tebuconazole 25.9%EC
	   S
	F

	198. 
	14036
	8778-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Hexaconazole 5%EC
	   S
	F

	199. 
	14037
	8779-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Hexaconazole-4%+ 

Zineb-68%WP
	   S
	F

	200. 
	14039
	8780-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Gibberllic acid 0.186%SP
	   S
	NR

	201. 
	14041
	8781-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Ziram 27%SC
	   S
	F

	202. 
	14042
	8782-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Tricyclazole 18% + 

Mancozeb 62%WP
	   S
	F

	203. 
	14073
	8783-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	d-Trans Allethrin-0.1% Mosquito Coil
	   S
	NR

	204. 
	14074
	8784-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Mancozeb 75%WP
	   S
	PF

	205. 
	14075
	8785-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Metribuzin 70%WP
	   S
	PF

	206. 
	14076
	8786-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Copper hydroxide 77% WP
	   Rc
	NF

	207. 
	14077
	8787-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Metsulfuron Methyl 20%WP
	   S
	F

	208. 
	8039
	8788-F/9(4)/2012
	Saraswati Agro Chemicals (I) Pvt. Ltd.
	Tricyclazole 75%WP
	   S
	F

	209. 
	14078
	8789-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Allethrin-0.2% Coil
	   S
	NR

	210. 
	14080
	8790-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Isoprothiolane 40%EC
	   S
	F

	211. 
	14081
	8791-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Cyhalofop butyl 10% EC
	   S
	F

	212. 
	13417
	8792-F/9(4)/2012
	Saraswati Agro Chemicals (I) Pvt. Ltd.
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	213. 
	13413
	8793-F/9(4)/2012
	Saraswati Agro Chemicals (I) Pvt. Ltd.
	Propiconazole 25%EC
	   S
	PF

	214. 
	14105
	8794-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Cypermethrin 10%EC
	   S
	PF

	215. 
	14106
	8795-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Dichlorvos 76%EC
	   S
	PF

	216. 
	14107
	8796-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Difenconazole 25%EC
	   S
	PF

	217. 
	14109
	8797-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Diafenthiuron-50%WP
	   S
	F

	218. 
	14110
	8798-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Sulfosulfuron 75%WG
	   S
	F

	219. 
	14111
	8799-F/9(4)/2012
	Srikar Biotech Pvt. Ltd
	Sulphur 80%WP
	   S
	NR

	220. 
	13409
	8800-F/9(4)/2012
	Saraswati Agro Chemicals (I) Pvt. Ltd.
	Glyphosate 41% SL
	   S
	F

	221. 
	13691
	8801-F/9(4)/2012
	Rexnord Agro Industries, 
	Chlorpyriphos 20% EC
	   S
	PF

	222. 
	13692
	8802-F/9(4)/2012
	Rexnord Agro Industries
	Imidacloprid 17.8%SL
	   S
	F

	223. 
	13693
	8803-F/9(4)/2012
	Rexnord Agro Industries
	2,4 D Amine Salt 58% SL
	   S
	PF

	224. 
	13694
	8804-F/9(4)/2012
	Rexnord Agro Industries
	Lambdacyhalothrin 2.5%EC
	   S
	F

	225. 
	13695
	8805-F/9(4)/2012
	Rexnord Agro Industries
	Phorate 10%CG
	   S
	PF

	226. 
	13696
	8806-F/9(4)/2012
	Rexnord Agro Industries
	Monocrotophos 36%SL
	   S
	PF

	227. 
	13697
	8807-F/9(4)/2012
	Rexnord Agro Industries
	Carbofuran 3% CG
	   S
	PF

	228. 
	13698
	8808-F/9(4)/2012
	Rexnord Agro Industries
	Triacontanol 0.1%EW Min.
	   S
	NR

	229. 
	13699
	8809-F/9(4)/2012
	Rexnord Agro Industries
	Triacontanol 0.05%GR min.
	   S
	NR

	230. 
	13701
	8810-F/9(4)/2012
	Rexnord Agro Industries
	Cartap hydrochloride 4% GR
	   S
	F

	231. 
	13702
	8811-F/9(4)/2012
	Rexnord Agro Industries
	Lambdacyhalothrin 5%EC
	   S
	F

	232. 
	13809
	8812-F/9(4)/2012
	Snehal Impex Pvt Ltd, 
	Oxyflourfen 23.5%EC
	   S
	F

	233. 
	13867
	8813-F/9(4)/2012
	Doctor's Crop Care Ltd, 
	Lambdacyhalothrin 2.5%EC
	   S
	F

	234. 
	13795
	8814-F/9(4)/2012
	Doctor's Crop Care Ltd
	Lambdacyhalothrin 5%EC
	   S
	F

	235. 
	13937
	8815-F/9(4)/2012
	Doctor's Crop Care Ltd
	Permethrin 25%EC
	   S
	PF

	236. 
	13938
	8816-F/9(4)/2012
	Doctor's Crop Care Ltd
	Propiconazole 25%EC
	   S
	PF

	237. 
	13997
	8817-F/9(4)/2012
	Doctor's Crop Care Ltd
	Imidacloprid 70%WS
	   S
	NR

	238. 
	14046
	8818-F/9(4)/2012
	Doctor's Crop Care Ltd
	Profenofos 40%+ 

Cypermethrin 4%EC
	   S
	F

	239. 
	14048
	8819-F/9(4)/2012
	Doctor's Crop Care Ltd
	Carbendazim 12%+

 Mancozeb 63%WP
	   S
	PF

	240. 
	14064
	8820-F/9(4)/2012
	Doctor's Crop Care Ltd
	Chlorpyriphos 50%+ Cypermethrin 5% EC
	   Re
	F

	241. 
	14083
	8821-F/9(4)/2012
	Doctor's Crop Care Ltd
	Tricyclazole 18%+

 Mancozeb 62%WP
	   S
	F

	242. 
	14092
	8822-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd, 
	Carbendazim 46.27% SC
	   S
	PF

	243. 
	14093
	8823-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Hexaconazole 5%SC
	   S
	F

	244. 
	14094
	8824-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Thiamethoxam 70%WS
	   S
	NR

	245. 
	14095
	8825-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Thiamethoxam 25%WG
	   S
	F

	246. 
	14098
	8826-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Thiamethoxam 30%FS
	   S
	NR

	247. 
	14099
	8827-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Propiconazole 25%EC
	   S
	PF

	248. 
	14100
	8828-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Bifenthrin 10% EC
	   S
	F

	249. 
	14101
	8829-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Metalaxyl 35%WS
	   S
	

	250. 
	14102
	8830-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Pendimethalin 30% EC
	   S
	PF

	251. 
	14103
	8831-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Lufenuron 5.4%EC
	   S
	PF

	252. 
	14104
	8832-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Mancozeb 75%WG
	   S
	F

	253. 
	14088
	8833-F/9(4)/2012
	Chemet Wets & Flows Pvt. Ltd, 
	Diazinon 20%EC
	   S
	PF

	254. 
	14091
	8834-F/9(4)/2012
	Chemet Wets & Flows Pvt. Ltd
	Malathion 5% DP
	   S
	F

	255. 
	14090
	8835-F/9(4)/2012
	Chemet Wets & Flows Pvt. Ltd
	Aluminium phosphide 56%Tab
	   S
	NR

	256. 
	14089
	8836-F/9(4)/2012
	Chemet Wets & Flows Pvt. Ltd
	Malathion 50%EC
	   S
	PF

	257. 
	14087
	8837-F/9(4)/2012
	Synergy Biomet, 
	Profenofos 50%EC
	   S
	PF

	258. 
	14084
	8838-F/9(4)/2012
	Synergy Biomet
	Sulphur 80%WDG
	   S
	NR

	259. 
	14086
	8839-F/9(4)/2012
	Synergy Biomet
	Paraquat dichloride 24%SL
	   S
	PF

	260. 
	14085
	8840-F/9(4)/2012
	Synergy Biomet
	Propiconazole 25%EC
	   S
	PF

	261. 
	13891
	8841-F/9(4)/2012
	Snehal Impex Pvt. Ltd, 
	Atrazine 50% WP
	   S
	F

	262. 
	13800
	8842-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Imidacloprid 17.8%SL
	   S
	F

	263. 
	13801
	8843-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Indoxacarb 14.5%SC
	   S
	F

	264. 
	13810
	8844-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Lambdacyhalothrin 5%EC
	   S
	F

	265. 
	13811
	8845-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Mancozeb 75%WP
	   S
	PF

	266. 
	13812
	8846-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Metalaxyl 35%WS
	   S
	PF

	267. 
	13813
	8847-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Monocrotophos 36%SL
	   S
	PF

	268. 
	13814
	8848-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Phorate 10%CG
	   S
	PF

	269. 
	13816
	8849-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Bromadiolone 0.005% RB
	   S
	NR

	270. 
	14119
	8850-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Tebuconazole 25.9%EC
	   S
	F

	271. 
	14137
	8851-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Imidacloprid 70%WS
	   S
	NR

	272. 
	14138
	8852-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Imidacloprid 30.5%SC
	   S
	F

	273. 
	14140
	8853-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Fipronil 5%SC
	   S
	F

	274. 
	14141
	8854-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Fipronil 0.3%GR
	   S
	F

	275. 
	14142
	8855-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Lambdacyhalothrin 10%WP
	   S
	NR

	276. 
	14143
	8856-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Lambdacyhalothrin 5%EC
	   S
	F

	277. 
	14144
	8857-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Paraquat dichloride 24%SL
	   S
	PF

	278. 
	14145
	8858-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Emamectin benzoate 5%SG
	   S
	F

	279. 
	14146
	8859-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Profenofos 40%+ 

Cypermethrin 4%EC
	   S
	F

	280. 
	14147
	8860-F/9(4)/2012
	Zen Crop Care (I) Pvt. Ltd
	Carbendazim 12% + 

Mancozeb 63%WP
	   S
	PF

	281. 
	13940
	8861-F/9(4)/2012
	Doctor's Crop Care Ltd
	Pendimethalin 30% EC
	   S
	PF

	282. 
	14148
	8862-F/9(4)/2012
	Doctor's Crop Care Ltd
	Thiamethoxam 25%WG
	   S
	F

	283. 
	14130
	8863-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Fipronil 5%SC
	   S
	F

	284. 
	14128
	8864-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Gibberllic acid 0.001% L
	   S
	NR

	285. 
	14120
	8865-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Dicofol 18.5%EC
	   S
	PF

	286. 
	14126
	8866-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Pretilachlor 50%EC
	   S
	F

	287. 
	14123
	8867-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Sulphur 85%DP
	   S
	NR

	288. 
	14125
	8868-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Propiconazole 25%EC
	   S
	PF

	289. 
	14121
	8869-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Chlormiquat chloride 50% SL
	   S
	F

	290. 
	14122
	8870-F/9(4)/2012
	Snehal Impex Pvt. Ltd
	Quinalphos 25%EC
	   S
	F

	291. 
	14162
	8871-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd. 
	Ammonium salt of 

Glyphosate 71% SG
	   S
	F

	292. 
	14158
	8872-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Thiodiocarb 75%WP
	   S
	F

	293. 
	14165
	8873-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Pendimethalin 30% EC
	   S
	PF

	294. 
	14160
	8874-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Validamycin 3%L
	   S
	F

	295. 
	14161
	8875-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Novaluron 10%EC
	   Rc
	F

	296. 
	14118
	8876-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Thiodiocarb 75%WP
	   S
	F

	297. 
	14198
	8877-F/9(4)/2012
	Anu Products Ltd.
	Quizalofop ethyl 5% EC
	  Rc 
	F

	298. 
	12511
	8878-F/9(4)/2012
	Sri Krishna Pesticides 
	Pendimethalin 30% EC
	   S
	PF

	299. 
	13259
	8879-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd,
	Malathion 5% DP
	   S
	F

	300. 
	11888
	8880-F/9(4)/2012
	Sabero Organics Gujarat Ltd. 
	Bifenthrin 10% EC
	   S
	F

	301. 
	14172
	8881-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Cymoxanil 8%+

Mancozeb 64%WP
	   S
	F

	302. 
	14171
	8882-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Pretilachlor 30.7%EC
	   S
	F

	303. 
	14168
	8883-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Diflubenzuron 25%WP
	   S
	PF

	304. 
	14166
	8884-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Oxyflourfen 23.5%EC
	   S
	F

	305. 
	14174
	8885-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	Bifenthrin 10% EC
	   S
	F

	306. 
	14173
	8886-F/9(4)/2012
	Gautami Chemicals & Pesticides Pvt. Ltd
	2,4 D Amine Salt 58% SL
	   S
	PF

	307. 
	14218
	8887-F/9(4)/2012
	Bharat Insecticides Ltd ,
	Flubendiamide 39.35% SC
	   S
	F

	308. 
	10536
	8888-F/9(4)/2012
	Nimla Organics Pvt Ltd
	Carbofuran 3% CG
	   S
	PF

	309. 
	14235
	8889-F/9(4)/2012
	Nimla Organics Pvt Ltd
	Malathion 50%EC
	   S
	PF

	310. 
	14239
	8890-F/9(4)/2012
	B R Agrotech Ltd. 
	Flubendiamide 39.35% SC
	   S
	F

	311. 
	14242
	8891-F/9(4)/2012
	Bharat Agrochem, 
	Flubendiamide 39.35% SC
	   S
	F

	312. 
	14247
	8892-F/9(4)/2012
	Bharat Agrochem,
	Alphacypermethrin 10% SC
	   S
	F

	313. 
	14256
	8893-F/9(4)/2012
	R D Agrochemicals (I), 
	Imidacloprid 70%WG
	   S
	F

	314. 
	14257
	8894-F/9(4)/2012
	R D Agrochemicals (I)
	Sulfosulfuron 75%WG
	   S
	F

	315. 
	14259
	8895-F/9(4)/2012
	R D Agrochemicals (I)
	Triazophos 40%EC
	   S
	PF

	316. 
	14261
	8896-F/9(4)/2012
	R D Agrochemicals (I)
	Metribuzin 70%WP
	   S
	PF

	317. 
	14270
	8897-F/9(4)/2012
	R D Agrochemicals (I)
	Dimethoate 30%EC
	   S
	PF

	318. 
	14272
	8898-F/9(4)/2012
	R D Agrochemicals (I)
	Acephate 75% SP
	   S
	F

	319. 
	14273
	8899-F/9(4)/2012
	R D Agrochemicals (I)
	Glyphosate 41% SL
	   S
	F

	320. 
	14274
	8900-F/9(4)/2012
	R D Agrochemicals (I)
	Dichlorvos 76%EC
	   S
	PF

	321. 
	13267
	8901-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd,
	Quinalphos 25%EC
	   S
	F

	322. 
	13268
	8902-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Chlorpyriphos 2% RTU
	   S
	NR

	323. 
	13270
	8903-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Pendimethalin 30% EC
	   S
	PF

	324. 
	13281
	8904-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Chlorpyriphos 1.5% DP
	   S
	PF

	325. 
	13282
	8905-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Chlorpyriphos 20% EC
	   S
	PF

	326. 
	13283
	8906-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Carbendazim 50% WP
	   S
	PF

	327. 
	13284
	8907-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Fenvalerate 0.4%DP
	   S
	PF

	328. 
	13285
	8908-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Cypermethrin 0.25%DP
	   S
	F

	329. 
	13356
	8909-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Phorate 10%CG
	   S
	PF

	330. 
	13459
	8910-F/9(4)/2012
	Best Crop Science Pvt. Ltd, 
	Carpropamid 27.8% SC
	   S
	PF

	331. 
	13462
	8911-F/9(4)/2012
	Best Crop Science Pvt. Ltd,
	Alphacypermethrin 10% SC
	   Rb 
	F

	332. 
	13519
	8912-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Cartap hydrochloride 4% GR
	   S
	F

	333. 
	13522
	8913-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Triacontanol 0.05%GR min.
	   S
	NR

	334. 
	13527
	8914-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Imidacloprid 17.8%SL
	   S
	F

	335. 
	13531
	8915-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Indoxacarb 14.5%SC
	   S
	F

	336. 
	13536
	8916-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Triazophos 40%EC
	   S
	PF

	337. 
	13537
	8917-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Acetamiprid 20% SP
	   S
	F

	338. 
	13538
	8918-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Dimethoate 30%EC
	   S
	PF

	339. 
	13541
	8919-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Cypermethrin 10%EC
	   S
	PF

	340. 
	13542
	8920-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Cypermethrin 25%EC
	   S
	F

	341. 
	13543
	8921-F/9(4)/2012
	Shri Krishna Bio Chem Pvt Ltd
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	342. 
	14195
	8922-F/9(4)/2012
	Lotus Household Products Pvt Ltd.
	D-Trans allethrin 0.1%mos coil for 6 hr
	   S
	NR

	343. 
	14201
	8923-F/9(4)/2012
	Lotus Household Products Pvt Ltd.
	D-Trans allethrin 0.1%mos coil for 8 hr
	   S
	NR

	344. 
	14197
	8924-F/9(4)/2012
	Lotus Household Products Pvt Ltd.
	D-Trans allethrin 0.1%mos coil for 11 hr
	   S
	NR

	345. 
	14233
	8925-F/9(4)/2012
	Asian Bio Agro Chemicals,
	Hexaconazole 5%EC
	   S
	F

	346. 
	14234
	8926-F/9(4)/2012
	Asian Bio Agro Chemicals
	Phorate 10%CG
	   S
	PF

	347. 
	14236
	8927-F/9(4)/2012
	Asian Bio Agro Chemicals
	Profenofos 40%+ 

Cypermethrin 4%EC
	   S
	F

	348. 
	14275
	8928-F/9(4)/2012
	Asian Bio Agro Chemicals
	Lambdacyhalothrin 5%EC
	   S
	F

	349. 
	14277
	8929-F/9(4)/2012
	Asian Bio Agro Chemicals
	Profenofos 50%EC
	   S
	PF

	350. 
	14279
	8930-F/9(4)/2012
	Asian Bio Agro Chemicals
	Monocrotophos 36%SL
	   S
	PF

	351. 
	14280
	8931-F/9(4)/2012
	Asian Bio Agro Chemicals
	Cypermethrin 10%EC
	   S
	PF

	352. 
	14281
	8932-F/9(4)/2012
	Asian Bio Agro Chemicals
	Cypermethrin 25%EC
	   S
	F

	353. 
	14282
	8933-F/9(4)/2012
	Asian Bio Agro Chemicals
	Acetamiprid 20% SP
	   S
	F

	354. 
	14283
	8934-F/9(4)/2012
	Asian Bio Agro Chemicals
	Lambdacyhalothrin 2.5%EC
	   S
	F

	355. 
	14291
	8935-F/9(4)/2012
	Asian Bio Agro Chemicals
	Imidacloprid 17.8%SL
	   S
	F

	356. 
	13575
	8936-F/9(4)/2012
	Bharati minerals ltd ,
	Gibberllic  acid 0.186%SP
	   S
	NR

	357. 
	13590
	8937-F/9(4)/2012
	Davani Crop Science,
	Triazophos 40%EC
	   S
	PF

	358. 
	13591
	8938-F/9(4)/2012
	Davani Crop Science
	Acetamiprid 20% SP
	   S
	F

	359. 
	13592
	8939-F/9(4)/2012
	Davani Crop Science
	Fenvalerate 0.4%DP
	   S
	PF

	360. 
	13594
	8940-F/9(4)/2012
	Davani Crop Science
	Lambdacyhalothrin 5%EC
	   S
	F

	361. 
	13596
	8941-F/9(4)/2012
	Davani Crop Science
	Isoproturon 75%WP
	   S
	F

	362. 
	13597
	8942-F/9(4)/2012
	Davani Crop Science
	Iprodione 25%+ 

Carbendazim 25%WP
	   C
	F

	363. 
	13603
	8943-F/9(4)/2012
	Davani Crop Science
	Profenofos 40%+ 

Cypermethrin 4%EC
	   S
	F

	364. 
	13742
	8944-F/9(4)/2012
	Davani Crop Science
	2,4 D Ethyl Ester 38% EC
	   S
	F

	365. 
	13743
	8945-F/9(4)/2012
	Davani Crop Science
	Ethephone 39%SL
	   S
	F

	366. 
	13744
	8946-F/9(4)/2012
	Davani Crop Science
	Ethion 50%EC
	   S
	F

	367. 
	13745
	8947-F/9(4)/2012
	Davani Crop Science
	Fenvalerate 20%EC
	   S
	F

	368. 
	13747
	8948-F/9(4)/2012
	Davani Crop Science
	Acephate 25% +  

Fenvalerate 3% EC
	   S
	F

	369. 
	13748
	8949-F/9(4)/2012
	Davani Crop Science
	Chlorpyriphos 50% EC
	   S
	F

	370. 
	13749
	8950-F/9(4)/2012
	Davani Crop Science
	Fipronil 5%SC
	   S
	F

	371. 
	13750
	8951-F/9(4)/2012
	Davani Crop Science
	Malathion 50%EC
	   S
	PF

	372. 
	13751
	8952-F/9(4)/2012
	Davani Crop Science
	Malathion 5%DP
	   S
	F

	373. 
	13754
	8953-F/9(4)/2012
	Davani Crop Science
	Atrazine 50% WP
	   S
	F

	374. 
	13755
	8954-F/9(4)/2012
	Davani Crop Science
	Phosphamidon 40%SL
	   S
	PF

	375. 
	13756
	8955-F/9(4)/2012
	Davani Crop Science
	Carbendazim 50% WP
	   S
	PF

	376. 
	13757
	8956-F/9(4)/2012
	Davani Crop Science
	Thiram 75%WS
	   S
	NR

	377. 
	13759
	8957-F/9(4)/2012
	Davani Crop Science
	Propiconazole 25%EC
	   S
	PF

	378. 
	13760
	8958-F/9(4)/2012
	Davani Crop Science
	Sulphur 80%WDG
	   S
	NR

	379. 
	13761
	8959-F/9(4)/2012
	Davani Crop Science
	Sulphur 85%DP
	   S
	NR

	380. 
	13762
	8960-F/9(4)/2012
	Davani Crop Science
	Glyphosate 41% SL
	   S
	F

	381. 
	13763
	8961-F/9(4)/2012
	Davani Crop Science
	Triacontanol 0.05%EC min.
	   S
	NR

	382. 
	13764
	8962-F/9(4)/2012
	Davani Crop Science
	Dichlorvos 76%EC
	   S
	PF

	383. 
	13769
	8963-F/9(4)/2012
	Davani Crop Science
	Copper oxychloride 50% WP
	   S
	PF

	384. 
	13770
	8964-F/9(4)/2012
	Davani Crop Science
	Ziram 27%SC
	   S
	F

	385. 
	13771
	8965-F/9(4)/2012
	Davani Crop Science
	Tricyclazole 75%WP
	   S
	F

	386. 
	13773
	8966-F/9(4)/2012
	Davani Crop Science
	Acephate 75% SP
	   S
	F

	387. 
	13774
	8967-F/9(4)/2012
	Davani Crop Science
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	388. 
	13775
	8968-F/9(4)/2012
	Davani Crop Science
	Carbosulfan 25% EC
	   S
	PF

	389. 
	13776
	8969-F/9(4)/2012
	Davani Crop Science
	Paraquat dichloride 24%SL
	   S
	PF

	390. 
	13777
	8970-F/9(4)/2012
	Davani Crop Science
	Metsulfuron methyl 20%WP
	   S
	F

	391. 
	13778
	8971-F/9(4)/2012
	Davani Crop Science
	Sulfosulfuron 75%WG
	   S
	F

	392. 
	13779
	8972-F/9(4)/2012
	Davani Crop Science
	Metribuzin 70%WP
	   S
	PF

	393. 
	13780
	8973-F/9(4)/2012
	Davani Crop Science
	Cartap hydrochloride 4% GR
	   S
	F

	394. 
	13781
	8974-F/9(4)/2012
	Davani Crop Science
	Metalaxyl 35%WS
	   S
	

	395. 
	13782
	8975-F/9(4)/2012
	Davani Crop Science
	Fipronil 0.3%GR
	   S
	F

	396. 
	13783
	8976-F/9(4)/2012
	Davani Crop Science
	Dicofol 18.5%EC
	   S
	PF

	397. 
	13784
	8977-F/9(4)/2012
	Davani Crop Science
	Dimethoate 30%EC
	   S
	PF

	398. 
	13786
	8978-F/9(4)/2012
	Davani Crop Science
	Pendimethalin 30% EC
	   S
	PF

	399. 
	13787
	8979-F/9(4)/2012
	Davani Crop Science
	Pretilachlor 50%EC
	   S
	F

	400. 
	13787
	8980-F/9(4)/2012
	Davani Crop Science
	Captan 50% WP
	   S
	F

	401. 
	14114
	8981-F/9(4)/2012
	Chemtura chemicals (I) pvt ltd,
	Azoxystrobin 23% SC
	   Rc
	F 

	402. 
	14237
	8982-F/9(4)/2012
	Nimla organics pvt ltd ,
	Temphos 50% EC
	   S
	NR

	403. 
	14346
	8983-F/9(4)/2012
	Bhaskar Agrochemicals Ltd ,
	Imidacloprid 30.5%SC
	   S
	F

	404. 
	14348
	8984-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Lambdacyhalothrin 4.9%CS
	   S
	F

	405. 
	14349
	8985-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Isoprothiolane 40%EC
	   S
	F

	406. 
	14347
	8986-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Imidacloprid 2.15%Gel
	   S
	NR

	407. 
	14351
	8987-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Fipronil 0.05%gel
	   S
	NR

	408. 
	14350
	8988-F/9(4)/2012
	Willowood Chemical Pvt. Ltd.
	Fipronil 5%SC
	   S
	F

	409. 
	14352
	8989-F/9(4)/2012
	Willowood Chemical Pvt. Ltd.
	Fipronil 0.3%GR
	   S
	F

	410. 
	14373
	8990-F/9(4)/2012
	Crop Chemical (I) Ltd 
	Lambdacyhalothrin 4.9%CS
	   S
	F

	411. 
	14375
	8991-F/9(4)/2012
	Crop Chemical (I) Ltd 
	Alphacypermethrin 10% SC
	   S
	F

	412. 
	14376
	8992-F/9(4)/2012
	Crop Chemical (I) Ltd 
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	413. 
	14378
	8993-F/9(4)/2012
	Crop Chemical (I) Ltd 
	Tricyclazole 18%+ 

Mancozeb 62%WP
	   S
	F

	414. 
	14379
	8994-F/9(4)/2012
	Crop Chemical (I) Ltd 
	Hexaconazole 4%+

 Zineb 68% WP
	   S
	F

	415. 
	14219
	8995-F/9(4)/2012
	Willowood Chemical Pvt Ltd 
	Clodinafop propargyl  15% WP
	   S
	F

	416. 
	14392
	8996-F/9(4)/2012
	Willowood Chemical Pvt Ltd
	Sulfosulfuron 75%WDG
	   S
	F

	417. 
	14452
	8997-FI/9(4)/2012
	Chemtura Chemicals (I) Pvt Ltd, 
	Orthosulfamuron 50%WG
	   C
	F

	418. 
	14112
	8998-F/9(4)/2012
	U S K Agro sciences, 
	Hexaconazole 5%EC
	   C
	F

	419. 
	7171
	8999-F/9(4)/2012
	U S K Agro sciences, 
	2,4 D Amine Salt 58% SL
	   C
	PF

	420. 
	14449
	9000-F/9(4)/2012
	Crop Chemical (I) Ltd ,
	Deltamethrin 0.72%+ 

Buprofezin 5.65%EC
	   C
	F

	421. 
	8047
	9001-F/9(4)/2012
	Kaizen Biochem, 
	Chlormequat chloride 50% Sol.
	   S
	F

	422. 
	10580
	9002-F/9(4)/2012
	Kaizen Biochem, 
	Triacontanol 0.05%Gr min.
	   S
	NR

	423. 
	10581
	9003-F/9(4)/2012
	Monsoon Agro Chemicals Pvt Ltd,
	Ammonium salt of 

Glyphosate 71% SG
	   S
	F

	424. 
	13084
	9004-F/9(4)/2012
	Greencross Agrochemicals Pvt Ltd,
	Pendimethalin 38.7%CS
	Rc
	PF

	425. 
	13085
	9005-F/9(4)/2012
	Greencross Agrochemicals Pvt Ltd,
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	426. 
	13637
	9006-F/9(4)/2012
	United Farm Technologies, 
	Mancozeb 75%WP
	   S
	PF

	427. 
	13640
	9007-F/9(4)/2012
	United Farm Technologies
	Pendimethalin 30% EC
	   S
	PF

	428. 
	13641
	9008-F/9(4)/2012
	United Farm Technologies
	Sulphur 80%WDG
	   S
	NR

	429. 
	13657
	9009-F/9(4)/2012
	United Farm Technologies
	Imidacloprid 30.5%SC
	   S
	F

	430. 
	13658
	9010-F/9(4)/2012
	United Farm Technologies
	Glyphosate 41% SL
	   S
	F

	431. 
	13659
	9011-F/9(4)/2012
	United Farm Technologies
	Lambdacyhalothrin 5%EC
	   S
	F

	432. 
	13661
	9012-F/9(4)/2012
	United Farm Technologies
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	433. 
	13664
	9013-F/9(4)/2012
	United Farm Technologies
	Acephate 75% SP
	   S
	F

	434. 
	13868
	9014-F/9(4)/2012
	United Farm Technologies
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	435. 
	13870
	9015-F/9(4)/2012
	United Farm Technologies
	Phorate 10%CG
	   S
	PF

	436. 
	13871
	9016-F/9(4)/2012
	United Farm Technologies
	Cypermethrin 25%EC
	   S
	F

	437. 
	13872
	9017-F/9(4)/2012
	United Farm Technologies
	Chlorpyriphos 50% EC
	   S
	F

	438. 
	13873
	9018-F/9(4)/2012
	United Farm Technologies
	Dichlorvos 76%EC
	   S
	PF

	439. 
	13874
	9019-F/9(4)/2012
	United Farm Technologies
	Triazophos 40%EC
	   S
	PF

	440. 
	13875
	9020-F/9(4)/2012
	United Farm Technologies
	Buprofezin 25% SC
	   S
	F

	441. 
	13876
	9021-F/9(4)/2012
	United Farm Technologies
	Hexaconazole 5%SC
	   S
	F

	442. 
	13906
	9022-F/9(4)/2012
	Greencross Agrochemicals Pvt Ltd,
	Chlorpyriphos 16%+ Alphamethrin 1% EC
	   S
	F

	443. 
	14053
	9023-F/9(4)/2012
	Medley Crop Science,
	Monocrotophos 36%SL
	   S
	PF

	444. 
	14054
	9024-F/9(4)/2012
	Medley Crop Science
	Metribuzin 70%WP
	   S
	PF

	445. 
	14082
	9025-F/9(4)/2012
	Medley Crop Science
	Ethion 50%EC
	   S
	F

	446. 
	14289
	9026-F/9(4)/2012
	Saga Chemie Pvt Ltd,
	Piroxafop propanyl 15%WP
	   Rb
	F

	447. 
	14322
	9027-F/9(4)/2012
	Crop Growth Help India
	Atrazine 50% WP
	   S
	F

	448. 
	14324
	9028-F/9(4)/2012
	Crop Growth Help India
	Hexaconazole 5%SC
	   S
	F

	449. 
	14325
	9029-F/9(4)/2012
	Crop Growth Help India
	Imidacloprid 17.8%SL
	   S
	F

	450. 
	14365
	9030-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd, 
	Acephate 75% SP
	   S
	F

	451. 
	14367
	9031-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Phorate 10%CG
	   S
	PF

	452. 
	14370
	9032-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Cartap hydrochloride 50% SP
	   S
	F

	453. 
	14371
	9033-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Fipronil 0.3%GR
	   S
	F

	454. 
	14372
	9034-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Hexaconazole 5%EC
	   S
	F

	455. 
	14374
	9035-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Lambdacyhalothrin 5%EC
	   S
	F

	456. 
	14377
	9036-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Mancozeb 75%WP
	   S
	PF

	457. 
	14380
	9037-F/9(4)/2012
	Crop Chemical (I) Ltd 
	Flubendiamide 39.35% SC
	   S
	F

	458. 
	14381
	9038-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd,
	Pretilachlor 50%EC
	   S
	F

	459. 
	14382
	9039-F/9(4)/2012
	Crop Chemical (I) ltd ,
	Diafenthiuron 50%WP
	   S
	F

	460. 
	14394
	9040-F/9(4)/2012
	Medley Crop Science, 
	Atrazine 50% WP
	   S
	F

	461. 
	14395
	9041-F/9(4)/2012
	Medley Crop Science,
	Paraquat dichloride 24%SL
	   S
	PF

	462. 
	14397
	9042-F/9(4)/2012
	United Farm Technologies
	Fipronil 0.3%GR
	   S
	F

	463. 
	14398
	9043-F/9(4)/2012
	United Farm Technologies
	Imidacloprid 17.8%SL
	   S
	F

	464. 
	14399
	9044-F/9(4)/2012
	United Farm Technologies
	Bifenthrin 10% EC
	   S
	F

	465. 
	14400
	9045-F/9(4)/2012
	United Farm Technologies
	Profenofos 50%EC
	   S
	PF

	466. 
	14401
	9046-F/9(4)/2012
	United Farm Technologies
	Cartap hydrochloride 50% SP
	   S
	F

	467. 
	14403
	9047-F/9(4)/2012
	United Farm Technologies
	Gibberllic  acid 0.001%L
	   S
	NR

	468. 
	14404
	9048-F/9(4)/2012
	United Farm Technologies
	Gibberllic acid 0.186%SP
	   S
	NR

	469. 
	14407
	9049-F/9(4)/2012
	Rajhans Fertilizers Ltd, 
	Chlorpropham 50%  HN
	   C
	PF

	470. 
	14411
	9050-F/9(4)/2012
	Benex Industries
	Transfluthrin 0.03% Mos coil
	   S
	NR

	471. 
	14412
	9051-F/9(4)/2012
	Benex Industries
	Transfluthrin 0.88%LV
	   S
	NR

	472. 
	14413
	9052-F/9(4)/2012
	Benex Industries
	Prallethrin 1.6%LV
	   S
	NR

	473. 
	14414
	9053-F/9(4)/2012
	Benex Industries
	Prallethrin 0.8%LV
	   S
	NR

	474. 
	14415
	9054-F/9(4)/2012
	Benex Industries
	Allethrin 3.6% LV
	   S
	NR

	475. 
	14416
	9055-F/9(4)/2012
	Benex Industries
	Transfluthrin 1.6%LV
	   S
	NR

	476. 
	14418
	9056-F/9(4)/2012
	Medley Crop Science,
	Triacontanol 0.05%GR min.
	   S
	NR

	477. 
	14419
	9057-F/9(4)/2012
	Medley Crop Science
	Lambdacyhalothrin 2.5%EC
	   S
	F

	478. 
	14420
	9058-F/9(4)/2012
	Medley Crop Science
	Triacontanol 0.1%EW Min.
	   S
	NR

	479. 
	14421
	9059-F/9(4)/2012
	Medley Crop Science
	Triacontanol 0.05%EC min.
	   S
	NR

	480. 
	14422
	9060-F/9(4)/2012
	United Farm Technologies 
	Emamectin benzoate 5%SG
	   S
	F

	481. 
	14423
	9061-F/9(4)/2012
	Saga Chemie Pvt Ltd, 
	Mancozeb 75%WP
	   Rb
	PF

	482. 
	14424
	9062-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Cartap hydrochloride 50% SP
	   Rb
	F

	483. 
	14425
	9063-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Fipronil 5%SC
	   Rb
	F

	484. 
	14426
	9064-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Buprofezin 25% SC
	   Rb
	F

	485. 
	14427
	9065-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Thiophanate methyl 70%WP
	   Rb
	PF

	486. 
	14428
	9066-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Acetamiprid 20% SP
	   Rb
	F

	487. 
	14429
	9067-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Copper oxychloride 50% WP
	   Rb
	PF

	488. 
	14430
	9068-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Acephate 75% SP
	   Rb
	F

	489. 
	14432
	9069-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Tricyclazole 75%WP
	   Rb
	F

	490. 
	14433
	9070-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Fipronil 0.3%GR
	   Rb
	F

	491. 
	14434
	9071-F/9(4)/2012
	United Farm Technologies
	Fipronil 5%SC
	   S
	F

	492. 
	14435
	9072-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Thiomethoxam 25%WG
	   Rb
	F

	493. 
	14436
	9073-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Metribuzin 70%WP
	   Rb
	PF

	494. 
	14437
	9074-F/9(4)/2012
	Saga Chemie Pvt Ltd
	Cymoxanil 8%+ 

Mancozeb 64%WP
	   Rb
	F

	495. 
	14438
	9075-F/9(4)/2012
	United Farm Technologies
	Imidacloprid 70%WG
	   S
	F

	496. 
	14439
	9076-F/9(4)/2012
	United Farm Technologies
	Sulphur 85%DP
	   S
	NR

	497. 
	14440
	9077-F/9(4)/2012
	United Farm Technologies
	Quinalphos 25%EC
	   S
	F

	498. 
	14441
	9078-F/9(4)/2012
	United Farm Technologies
	Thiomethoxam 25%WG
	   S
	F

	499. 
	14442
	9079-F/9(4)/2012
	United Farm Technologies
	Fenoxaprop-p-ethyl 9.3%EC
	   S
	F

	500. 
	14405
	9080-F/9(4)/2012
	United Farm Technologies
	Indoxacarb 14.5%SC
	   S
	F

	501. 
	14450
	9081-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	2,4 D Ethyl Ester 38% EC
	   S
	F

	502. 
	14451
	9082-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Profenofos 50%EC
	   S
	PF

	503. 
	14457
	9083-F/9(4)/2012
	Advance Crop Care (I) Pvt Ltd
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	504. 
	14463
	9084-F/9(4)/2012
	United Farm Technologies
	Carbendazim 46.27% SC
	   S
	PF

	505. 
	14358
	9085-F/9(4)/2012
	Parijat Industries (I) Pvt Ltd,
	Alphacypermethrin 10% SC
	   S
	F

	506. 
	14355
	9086-F/9(4)/2012
	Parijat Industries (I) Pvt Ltd
	Lambdacyhalothrin 10%WP
	   S
	NR

	507. 
	14354
	9087-F/9(4)/2012
	Parijat Industries (I) Pvt Ltd
	Chlorpyriphos 16%+ Alphacypermethrin 1% EC
	   S
	F

	508. 
	14357
	9088-F/9(4)/2012
	Parijat Industries (I) Pvt Ltd
	Azoxystrobin 23% SC
	   Rc
	F

	509. 
	14356
	9089-F/9(4)/2012
	Parijat Industries (I) Pvt Ltd
	Tricyclazole 18%+ 

Mancozeb 62%WP
	   S
	F

	510. 
	14496
	9090-F/9(4)/2012
	United farm technologies 
	Tricyclazole 75%WP
	   S
	F

	511. 
	14497
	9091-F/9(4)/2012
	Safe Crop Science Pvt Ltd
	Chlropropham 50% HN
	   Ra
	PF

	512. 
	14501
	9092-F/9(4)/2012
	Agri Clinic & Agri Bussiness, 
	Phorate 10%CG
	   S
	PF

	513. 
	14502
	9093-F/9(4)/2012
	Agri Clinic & Agri Bussiness,
	Cypermethrin 10%EC
	   S
	PF

	514. 
	14503
	9094-F/9(4)/2012
	Sanara Organics Pvt Ltd
	Gibberllic acid 0.186%SP
	   S
	NR

	515. 
	14506
	9095-F/9(4)/2012
	Sanara Organics Pvt Ltd
	Gibberllic acid 0.001%L
	   S
	NR

	516. 
	14507
	9096-F/9(4)/2012
	Sanara Organics Pvt Ltd
	Imidacloprid 70%WG
	   S
	F

	517. 
	14581
	9097-F/9(4)/2012
	Sanara Organics Pvt Ltd
	Imidacloprid 17.8%SL
	   S
	F

	518. 
	14586
	9098-F/9(4)/2012
	Taran Enterprises, 
	Prallethrin 0.04% Mos coil
	   Rb
	NR

	519. 
	14587
	9099-F/9(4)/2012
	Taran Enterprises, 
	D trans allethrin 0.1%Mosquito coil for 11 hr
	   Rb
	NR

	520. 
	13679
	9100-F/9(4)/2012
	Scien Tech Crop Care Pvt Ltd
	Imidacloprid 30.5%SC
	   Rd
	F

	521. 
	9307
	9101-F/9(4)/2012
	Omex Crop Science
	Profenofos  50%EC
	   S
	PF

	522. 
	9308
	9102-F/9(4)/2012
	Omex Crop Science
	Monocrotophos 36%SL
	   S
	PF

	523. 
	9309
	9103-F/9(4)/2012
	Omex Crop Science
	Acetamiprid 20% SP
	   S
	F

	524. 
	10282
	9104-F/9(4)/2012
	Agri Care, 
	Fipronil 0.05%gel
	   S
	NR

	525. 
	10283
	9105-F/9(4)/2012
	Agri Care, 
	Imidacloprid 2.15%Gel
	   S
	NR

	526. 
	10284
	9106-F/9(4)/2012
	Agro Pack, 
	Indoxacarb 14.5%+ 

Acetamiprid 7.7% SC
	   Rb
	F

	527. 
	10285
	9107-F/9(4)/2012
	Agro Pack, 
	Carbendazim 46.27% SC
	   Rb
	PF

	528. 
	11549
	9108-F/9(4)/2012
	Nebula Crop Science
	Fipronil 0.3%GR
	   S
	F

	529. 
	11550
	9109-F/9(4)/2012
	Nebula Crop Science
	Phorate 10%CG
	   S
	PF

	530. 
	11551
	9110-F/9(4)/2012
	Nebula Crop Science
	Dichlorvos 76%EC
	   S
	PF

	531. 
	11552
	9111-F/9(4)/2012
	Nebula Crop Science
	Fipronil 5%SC
	   S
	F

	532. 
	11553
	9112-F/9(4)/2012
	Nebula Crop Science
	Triazophos 40%EC
	   S
	PF

	533. 
	11554
	9113-F/9(4)/2012
	Nebula Crop Science
	Lambdacyhalothrin 5%EC
	   S
	F

	534. 
	11557
	9114-F/9(4)/2012
	Nebula Crop Science
	Buprofezin 25% SC
	   S
	F

	535. 
	11559
	9115-F/9(4)/2012
	Nebula Crop Science
	Cartap hydrochloride 4% GR
	   S
	F

	536. 
	11560
	9116-F/9(4)/2012
	Nebula Crop Science
	Imidacloprid 30.5%SC
	   S
	F

	537. 
	11561
	9117-F/9(4)/2012
	Nebula Crop Science
	Dimethoate 30%EC
	   S
	PF

	538. 
	11562
	9118-F/9(4)/2012
	Nebula Crop Science
	Thiamethoxam 25%WG
	   S
	F

	539. 
	11611
	9119-F/9(4)/2012
	Laxmi Agro Chemicals
	Chlorantraniliprole 18.5% SC
	   S
	F

	540. 
	11613
	9120-F/9(4)/2012
	Laxmi Agro Chemicals
	Atrazine 50% WP
	   S
	F

	541. 
	11775
	9121-F/9(4)/2012
	Shree Ram Agro India
	2,4 D Amine Salt 58% SL
	   S
	PF

	542. 
	11776
	9122-F/9(4)/2012
	Shree Ram Agro India
	Cartap hydrochloride 50% SP
	   S
	F

	543. 
	11777
	9123-F/9(4)/2012
	Shree Ram Agro India
	Carbendazim 46.27% SC
	   S
	PF

	544. 
	11778
	9124-F/9(4)/2012
	Shree Ram Agro India
	Validamycin 3%L
	   S
	F

	545. 
	11779
	9125-F/9(4)/2012
	Shree Ram Agro India
	Chlorpyriphos 2% RTU
	   S
	NR

	546. 
	11780
	9126-F/9(4)/2012
	Shree Ram Agro India
	Tricyclazole 75%WP
	   S
	F

	547. 
	11781
	9127-F/9(4)/2012
	Shree Ram Agro India
	Propiconazole 25%EC
	   S
	PF

	548. 
	11783
	9128-F/9(4)/2012
	Shree Ram Agro India
	Thiophanate methyl 70%WP
	   S
	PF

	549. 
	11785
	9129-F/9(4)/2012
	Shree Ram Agro India
	Ammonium salt of 

Glyphosate 71% SG
	   S
	F

	550. 
	11789
	9130-F/9(4)/2012
	Shree Ram Agro India
	Dichlorvos 76%EC
	   S
	PF

	551. 
	11792
	9131-F/9(4)/2012
	Shree Ram Agro India
	Pretilachlor 37%EW
	   S
	F

	552. 
	11794
	9132-F/9(4)/2012
	Shree Ram Agro India
	Sulphur 40%SC
	   S
	NR

	553. 
	11796
	9133-F/9(4)/2012
	Shree Ram Agro India
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	554. 
	11797
	9134-F/9(4)/2012
	Shree Ram Agro India
	Triacontanol 0.05%Gr min.
	   S
	NR

	555. 
	12126
	9135-F/9(4)/2012
	Kaka Pesticides
	Chlorpyriphos 20% EC
	   S
	PF

	556. 
	12127
	9136-F/9(4)/2012
	Kaka Pesticides
	2,4 D Ethyl Ester 38% EC
	   S
	F

	557. 
	12128
	9137-F/9(4)/2012
	Kaka Pesticides
	Glyphosate 41% SL
	   S
	F

	558. 
	12129
	9138-F/9(4)/2012
	Kaka Pesticides
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	559. 
	12130
	9139-F/9(4)/2012
	Kaka Pesticides
	Fenvalerate 0.4%DP
	   S
	PF

	560. 
	12131
	9140-F/9(4)/2012
	Kaka Pesticides
	Cypermethrin 10%EC
	   S
	PF

	561. 
	13529
	9141-F/9(4)/2012
	Triveni Chemicals & Industries 
	Buprofezin 25% SC
	   Rb
	F

	562. 
	13530
	9142-F/9(4)/2012
	Triveni Chemicals & Industries 
	Metsulfuron methyl 20%WP
	   Rb
	F

	563. 
	13532
	9143-F/9(4)/2012
	Triveni Chemicals & Industries 
	Chlorpyriphos 50% EC
	   Rb 
	F

	564. 
	14225
	9144-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Permethrin 25%EC
	   S
	PF

	565. 
	14339
	9145-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Mancozeb 75%WG
	   S
	F

	566. 
	14341
	9146-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Bifenthrin 10% EC
	   S
	F

	567. 
	14343
	9147-F/9(4)/2012
	Bhaskar Agrochemicals Ltd 
	Bifenthrin 2.5% EC
	   S
	NR

	568. 
	14402
	9148-F/9(4)/2012
	Scien Tech Crop Care Pvt Ltd
	Paraquat dichloride 24%SL
	   Rd
	PF

	569. 
	14406
	9149-F/9(4)/2012
	Scien Tech Crop Care Pvt Ltd
	Buprofezin 25% SC
	   Rd
	F

	570. 
	14408
	9150-F/9(4)/2012
	Scien Tech Crop Care Pvt Ltd
	Ethephone 39%SL
	   Rd
	F

	571. 
	14409
	9151-F/9(4)/2012
	Scien Tech Crop Care Pvt Ltd
	Hexaconazole 5%EC
	   Rd
	F

	572. 
	14410
	9152-F/9(4)/2012
	Scien Tech Crop Care Pvt Ltd
	Piroxafop propanyl 15%WP
	   Rd 
	F

	573. 
	14139
	9153-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Pretilachlor 37%EW
	   S
	F

	574. 
	14222
	9154-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Tricyclazole 75%WP
	   S
	F

	575. 
	14223
	9155-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Propargite 57%EC
	   S
	F

	576. 
	14224
	9156-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Metribuzin 70%WP
	   S
	PF

	577. 
	14285
	9157-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Cartap hydrochloride 4% GR
	   S
	F

	578. 
	14286
	9158-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Cymoxanil 8%+ 

Mancozeb 64%WP
	   S
	F

	579. 
	14287
	9159-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Piroxafop propanyl 15%WP
	   S
	F

	580. 
	14288
	9160-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Carbendazim 12%+

 Mancozeb 63% WP
	   S
	PF

	581. 
	14342
	9161-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Chlorthalonil 75% WP
	   S
	PF

	582. 
	14344
	9162-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Fenoxaprop-p-ethyl 9.3%EC
	   S
	F

	583. 
	14345
	9163-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Triazophos 40%EC
	   S
	PF

	584. 
	14483
	9164-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Validamycin 3%L
	   S
	F

	585. 
	14484
	9165-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Imidacloprid 30.5%SC
	   S
	F

	586. 
	14485
	9166-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Metsulfuron methyl 20%WP
	   S
	F

	587. 
	14486
	9167-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Bifenthrin 10% EC
	   S
	F

	588. 
	14493
	9168-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Cartap hydrochloride 50% SP
	   S
	F

	589. 
	14494
	9169-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Pendimethalin 30% EC
	   S
	PF

	590. 
	14495
	9170-F/9(4)/2012
	Earth Crop Agritech Pvt Ltd
	Emamectin benzoate 5%SG
	   S
	F

	591. 
	14498
	9171-F/9(4)/2012
	Agri Clinic & Agri Bussiness
	Gibberllic acid 0.001%L
	   S
	NR

	592. 
	14499
	9172-F/9(4)/2012
	Agri Clinic & Agri Bussiness
	Neem Oil Based EC containing Azadirachtin 0.03% (300 ppm)  min.
	   S
	NR

	593. 
	14500
	9173-F/9(4)/2012
	Agri Clinic & Agri Bussiness
	Chlorpyriphos 20% EC
	   S
	PF

	594. 
	14504
	9174-F/9(4)/2012
	Agri Clinic & Agri Bussiness
	Sulphur 80%WDG
	   S
	NR

	595. 
	14505
	9175-F/9(4)/2012
	Agri Clinic & Agri Bussiness
	Carbendazim 12%+ 

Mancozeb 63% WP
	   S
	PF

	596. 
	14509
	9176-F/9(4)/2012
	Global Enterprise
	Fipronil 5%SC
	   S
	F

	597. 
	14510
	9177-F/9(4)/2012
	Global Enterprise
	Glyphosate 41% SL
	   S
	F

	598. 
	14511
	9178-F/9(4)/2012
	Global Enterprise
	Dichlorvos 76%EC
	   S
	PF

	599. 
	14512
	9179-F/9(4)/2012
	Global Enterprise
	Pendimethalin 30% EC
	   S
	PF

	600. 
	14645
	9180-F/9(4)/2012
	J Green Biotech India
	Ethephone 39%SL
	   S
	F

	601. 
	14646
	9181-F/9(4)/2012
	J Green Biotech India
	2,4 D Amine Salt 58% SL
	   S
	PF

	602. 
	14647
	9182-F/9(4)/2012
	J Green Biotech India
	Imidacloprid 70%WG
	   S
	F

	603. 
	14648
	9183-F/9(4)/2012
	J Green Biotech India
	Metsulfuron methyl 20%WP
	   S
	F

	604. 
	14649
	9184-F/9(4)/2012
	J Green Biotech India
	Emamectin benzoate 5%SG
	   S
	F

	605. 
	14652
	9185-F/9(4)/2012
	J Green Biotech India
	Chlorpyriphos 20% EC
	   S
	PF

	606. 
	14653
	9186-F/9(4)/2012
	J Green Biotech India
	Monocrotophos 36%SL
	   S
	PF

	607. 
	14654
	9187-F/9(4)/2012
	J Green Biotech India
	Acetamiprid 20% SP
	   S
	F

	608. 
	14655
	9188-F/9(4)/2012
	J Green Biotech India
	Fipronil 5%SC
	   S
	F

	609. 
	14656
	9189-F/9(4)/2012
	J Green Biotech India
	Dichlorvos 76%EC
	   S
	PF

	610. 
	14657
	9190-F/9(4)/2012
	J Green Biotech India
	Thiophanate methyl 70%WP
	   S
	PF

	611. 
	14659
	9191-F/9(4)/2012
	J Green Biotech India
	Chlorpyriphos 50% EC
	   S
	F

	612. 
	14660
	9192-F/9(4)/2012
	J Green Biotech India
	Malathion 5%DP
	   S
	F

	613. 
	14661
	9193-F/9(4)/2012
	J Green Biotech India
	Deltamethrin 1.8%EC
	   S
	F

	614. 
	14663
	9194-F/9(4)/2012
	J Green Biotech India
	Mancozeb 75%WP
	   S
	PF

	615. 
	14677
	9195-F/9(4)/2012
	Crop Growth Help India, 
	Quinalphos 25%EC
	   S
	F

	616. 
	13942
	9196-F/9(4)/2012
	Bharat Agritech Industries
	Triazophos 40%EC
	   S
	PF

	617. 
	13943
	9197-F/9(4)/2012
	Bharat Agritech Industries
	Sulphur 80%WDG
	   S
	NR

	618. 
	13949
	9198-F/9(4)/2012
	Amber Crop Science Ltd
	Methyl parathion 50%EC
	   S
	NF

	619. 
	13950
	9199-F/9(4)/2012
	Amber Crop Science Ltd
	Lambdacyhalothrin 4.9%CS
	   S
	F

	620. 
	13952
	9200-F/9(4)/2012
	Amber Crop Science Ltd
	Flubendiamide 39.35% SC
	   S
	F

	621. 
	13953
	9201-F/9(4)/2012
	Amber Crop Science Ltd
	Deltamethrin 0.72%+ 

Buprofezin 5.65%EC
	   C
	F

	622. 
	13962
	9202-F/9(4)/2012
	Amber Crop Science Ltd
	Metalaxyl M 31.8%ES
	   S
	F

	623. 
	13993
	9203-F/9(4)/2012
	Bharat Agritech Industries
	Thiomethoxam 70%WS
	   S
	NR

	624. 
	13994
	9204-F/9(4)/2012
	Bharat Agritech Industries
	Metribuzin 70%WP
	   S
	PF

	625. 
	13995
	9205-F/9(4)/2012
	Bharat Agritech Industries
	Emamectin benzoate 5%SG
	   S
	F

	626. 
	13996
	9206-F/9(4)/2012
	Bharat Agritech Industries
	Anilophos 30% EC
	   S
	PF

	627. 
	14049
	9207-F/9(4)/2012
	Bharat Agritech Industries
	Hexaconazole 5%SC
	   S
	F

	628. 
	14050
	9208-F/9(4)/2012
	Bharat Agritech Industries
	Copper oxychloride 50% WP
	   S
	PF

	629. 
	14051
	9209-F/9(4)/2012
	Bharat Agritech Industries
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	630. 
	14052
	9210-F/9(4)/2012
	Bharat Agritech Industries
	Cypermethrin 10%EC
	   S
	PF

	631. 
	14150
	9211-F/9(4)/2012
	Super Agro India Pvt Ltd
	Glyphosate 41% SL
	   S
	F

	632. 
	14151
	9212-F/9(4)/2012
	Super Agro India Pvt Ltd
	Pretilachlor 50%EC
	   S
	F

	633. 
	14152
	9213-F/9(4)/2012
	Super Agro India Pvt Ltd
	Paraquat dichloride 24%SL
	   S
	PF

	634. 
	14153
	9214-F/9(4)/2012
	Super Agro India Pvt Ltd
	Buprofezin 25% SC
	   S
	F

	635. 
	14154
	9215-F/9(4)/2012
	Super Agro India Pvt Ltd
	Lambdacyhalothrin 5%EC
	   S
	F

	636. 
	14155
	9216-F/9(4)/2012
	Super Agro India Pvt Ltd
	Hexaconazole 5%SC
	   S
	F

	637. 
	14156
	9217-F/9(4)/2012
	Super Agro India Pvt Ltd
	Hexaconazole 5%EC
	   S
	F

	638. 
	14159
	9218-F/9(4)/2012
	Lila Agrotech Pvt Ltd
	Indoxacarb 14.5%SC
	   Rb
	F

	639. 
	14163
	9219-F/9(4)/2012
	Lila Agrotech Pvt Ltd
	Iprodioline 25%+ 

Carbendazim 25%WP
	   Rb
	F

	640. 
	14167
	9220-F/9(4)/2012
	Lila Agrotech Pvt Ltd
	Lambdacyhalothrin 5%EC
	   Rb
	F 

	641. 
	14169
	9221-F/9(4)/2012
	Lila Agrotech Pvt Ltd
	Buprofezin 25% SC  
	   Rb
	F

	642. 
	14464
	9222-F/9(4)/2012
	Bharat Agritech Industries
	Buprofezin 25% SC
	   S
	F

	643. 
	14467
	9223-F/9(4)/2012
	Bharat Agritech Industries
	Carbaryl 50% WP
	   S
	PF

	644. 
	14468
	9224-F/9(4)/2012
	Bharat Agritech Industries
	Metsulfuron methyl 20%WP
	   S
	F

	645. 
	14680
	9225-F/9(4)/2012
	Global Agro Chemicals
	2,4 D Ethyl Ester 38% EC
	   S
	F

	646. 
	14685
	9226-F/9(4)/2012
	Global Agro Chemicals
	Carbendazim 12%+

 Mancozeb 63%WP
	   S
	PF

	647. 
	14686
	9227-F/9(4)/2012
	Global Agro Chemicals
	Gibberllic acid 0.001%L
	   S
	NR

	648. 
	14687
	9228-F/9(4)/2012
	Global Agro Chemicals
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	649. 
	14689
	9229-F/9(4)/2012
	Global Agro Chemicals
	Cypermethrin 25%EC
	   S
	F

	650. 
	14690
	9230-F/9(4)/2012
	Global Agro Chemicals
	Fenvalerate 20%EC
	   S
	F

	651. 
	14692
	9231-F/9(4)/2012
	Global Agro Chemicals
	Fenvalerate 0.4%DP
	   S
	PF

	652. 
	14693
	9232-F/9(4)/2012
	Global Agro Chemicals
	Chlorpyriphos 1.5% DP
	   S
	PF

	653. 
	14695
	9233-F/9(4)/2012
	Global Agro Chemicals
	Imidacloprid 17.8%SL
	   S
	F

	654. 
	14696
	9234-F/9(4)/2012
	Global Agro Chemicals
	Chlorpyriphos 20% EC
	   S
	PF

	655. 
	14697
	9235-F/9(4)/2012
	Global Agro Chemicals
	Acephate 75% SP
	   S
	F

	656. 
	14698
	9236-F/9(4)/2012
	Global Agro Chemicals
	Deltamethrin 1%+ 

Triazophos 35%E
	   S
	PF

	657. 
	14699
	9237-F/9(4)/2012
	Global Agro Chemicals
	Mancozeb 75%WP
	   S
	PF

	658. 
	14700
	9238-F/9(4)/2012
	Global Agro Chemicals
	Glyphosate 41% SL
	   S
	F

	659. 
	14701
	9239-F/9(4)/2012
	Global Agro Chemicals
	Triazophos 40%EC
	   S
	PF

	660. 
	14702
	9240-F/9(4)/2012
	Global Agro Chemicals
	Carbendazim 50% WP
	   S
	PF

	661. 
	14703
	9241-F/9(4)/2012
	Global Agro Chemicals
	Triacontanol 0.05%EC Min.
	   S
	NR

	662. 
	11607
	9242-F/9(4)/2012
	Laxmi Agro Chemicals
	Metribuzin 70%WP
	   S
	PF

	663. 
	12495
	9243-F/9(4)/2012
	Bonageri Life Science Ltd 
	Ziram 80%WP
	   S 
	F

	664. 
	12497
	9244-F/9(4)/2012
	Bonageri Life Science Ltd
	Isoproturon 75%WP
	   S
	F

	665. 
	12498
	9245-F/9(4)/2012
	Bonageri Life Science Ltd
	Oxyflourfen 23.5%EC
	   S
	F

	666. 
	12499
	9246-F/9(4)/2012
	Bonageri Life Science Ltd
	Ziram 27%SC
	   S
	F

	667. 
	12500
	9247-F/9(4)/2012
	Bonageri Life Science Ltd
	Fenoxaprop-p-ethyl 10%EC
	   S
	F

	668. 
	12501
	9248-F/9(4)/2012
	Bonageri Life Science Ltd
	Dichlorvos 76%EC
	   S
	PF

	669. 
	12502
	9249-F/9(4)/2012
	Bonageri Life Science Ltd
	Sulphur 80% WDG
	   S
	NR

	670. 
	12503
	9250-F/9(4)/2012
	Bonageri Life Science Ltd
	Indoxacarb 14.5%+

Acetamiprid 7.7% EC
	   S
	F

	671. 
	12504
	9251-F/9(4)/2012
	Bonageri Life Science Ltd
	Chlorothalonil 75% WP
	   S
	PF

	672. 
	12505
	9252-F/9(4)/2012
	Bonageri Life Science Ltd
	Anilophos 30% EC
	   S
	PF

	673. 
	12507
	9253-F/9(4)/2012
	Bonageri Life Science Ltd
	Atrazine 50% WP
	   S
	F

	674. 
	12508
	9254-F/9(4)/2012
	Bonageri Life Science Ltd
	Cypermethrin 25%EC
	   S
	F

	675. 
	12509
	9255-F/9(4)/2012
	Bonageri Life Science Ltd
	Forchlorfenuron 0.1%L
	   S
	F

	676. 
	12510
	9256-F/9(4)/2012
	Bonageri Life Science Ltd
	Cartap hydrochloride 50% SP
	   S
	F

	677. 
	12513
	9257-F/9(4)/2012
	Bonageri Life Science Ltd
	Diazinon 20%EC
	   S
	PF

	678. 
	12514
	9258-F/9(4)/2012
	Bonageri Life Science Ltd
	Validamycin 3%L
	   S
	F

	679. 
	12515
	9259-F/9(4)/2012
	Bonageri Life Science Ltd
	Deltamethrin 1%+ 

Triazophos 35%EC
	   S
	PF

	680. 
	12516
	9260-F/9(4)/2012
	Bonageri Life Science Ltd
	Carbendazim 12%+ 

Mancozeb 63%WP
	   S
	PF

	681. 
	12517
	9261-F/9(4)/2012
	Bonageri Life Science Ltd
	Hexaconazole 4%+ 

Zineb 68%WP
	   S
	F

	682. 
	12916
	9262-F/9(4)/2012
	ECI Agrochem Pvt Ltd
	Lambdacyhalothrin 5%EC
	   S
	F

	683. 
	12917
	9263-F/9(4)/2012
	ECI Agrochem Pvt Ltd
	Iprodione 25%+ 

Carbendazim 25%WP
	   C
	F

	684. 
	12918
	9264-F/9(4)/2012
	ECI Agrochem Pvt Ltd
	Fipronil 0.3%GR
	   S
	F

	685. 
	12919
	9265-F/9(4)/2012
	ECI Agrochem Pvt Ltd
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	686. 
	12920
	9266-F/9(4)/2012
	Excel Biotech Pvt Ltd
	Buprofezin 25% SC
	   S
	F

	687. 
	12921
	9267-F/9(4)/2012
	Excel Biotech Pvt Ltd
	Chlropyriphos 20% EC
	   S
	PF

	688. 
	12922
	9268-F/9(4)/2012
	Excel Biotech Pvt Ltd
	Deltamethrin 0.72%+ 

Buprofezin 5.65%EC
	   C
	F

	689. 
	12923
	9269-F/9(4)/2012
	Excel Biotech Pvt Ltd
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	690. 
	12943
	9270-F/9(4)/2012
	Total Agricare Concern Pvt Ltd
	Fipronil 5%SC
	   Rb
	F

	691. 
	12945
	9271-F/9(4)/2012
	Total Agricare Concern Pvt Ltd
	Fipronil 0.3%GR
	   Rb
	F

	692. 
	12946
	9272-F/9(4)/2012
	Total Agricare Concern Pvt Ltd
	Phorate 10%CG
	   Rb
	PF

	693. 
	13269
	9273-F/9(4)/2012
	Gopal Industries
	Acetamiprid 20% SP
	   S
	F

	694. 
	13271
	9274-F/9(4)/2012
	Gopal Industries
	Triazophos 40%EC
	   S
	PF

	695. 
	13272
	9275-F/9(4)/2012
	Gopal Industries
	Glyphosate 41% SL
	   S
	F

	696. 
	13273
	9276-F/9(4)/2012
	Gopal Industries
	Fipronil 0.3%GR
	   S
	F

	697. 
	13274
	9277-F/9(4)/2012
	Gopal Industries
	Buprofezin 25% SC
	   S
	F

	698. 
	13275
	9278-F/9(4)/2012
	Gopal Industries
	Lambdacyhalothrin 5%EC
	   S
	F

	699. 
	13276
	9279-F/9(4)/2012
	Gopal Industries
	Chlorpyriphos 50% EC
	   S
	F

	700. 
	13277
	9280-F/9(4)/2012
	Gopal Industries
	Hexaconazole 5%SC
	   S
	F

	701. 
	13299
	9281-F/9(4)/2012
	Gopal Industries
	Thiomethoxam 25%WG
	   S
	F

	702. 
	13301
	9282-F/9(4)/2012
	Gopal Industries
	Ammonium salt of 

glyphosate 71% SG
	   S
	F

	703. 
	13302
	9283-F/9(4)/2012
	Gopal Industries
	Carbendazim 12%+ 

Mancozeb 63%WP
	   S
	PF

	704. 
	13305
	9284-F/9(4)/2012
	Gopal Industries
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	705. 
	13526
	9285-F/9(4)/2012
	Triveni Chemicals & Industries 
	Sulphur 80% WG
	   Rb
	NR

	706. 
	13528
	9286-F/9(4)/2012
	Triveni Chemicals & Industries 
	Carbendazim 12%+ 

Mancozeb 63%WP
	   Rb
	PF

	707. 
	13561
	9287-F/9(4)/2012
	Total Agricare Concern Pvt Ltd
	Chlorpyriphos 50% EC
	   Rb
	F

	708. 
	13563
	9288-F/9(4)/2012
	Total Agricare Concern Pvt Ltd
	Neem Extract Containing Azadirachtin 5%EC w/w min.
	   Rb
	NR 

	709. 
	13564
	9289-F/9(4)/2012
	ECI Agrochem pvt ltd ,
	Cypermethrin 0.25%DP
	   S
	F

	710. 
	13565
	9290-F/9(4)/2012
	Ankar Industries Pvt. Ltd.
	Glyphosate 71%SG
	   S
	F

	711. 
	13567
	9291-F/9(4)/2012
	Super Agro India Pvt Ltd
	Deltamethrin 0.72%+ 

Buprofezin 5.65%EC
	   C
	F

	712. 
	13568
	9292-F/9(4)/2012
	Super Agro India Pvt Ltd
	Hexaconazole 4%+ 

Zineb 68%WP
	   S
	F

	713. 
	13569
	9293-F/9(4)/2012
	Super Agro India Pvt Ltd
	Tricyclazole 18%+ 

Mancozeb 62%WP
	   S
	F

	714. 
	13570
	9294-F/9(4)/2012
	Super Agro India Pvt Ltd
	Fipronil 0.3%GR
	   S
	F

	715. 
	13571
	9295-F/9(4)/2012
	Super Agro India Pvt Ltd
	Profenofos 40%+ 

cypermethrin 4%EC
	   S
	F

	716. 
	13572
	9296-F/9(4)/2012
	Super Agro India Pvt Ltd
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	717. 
	14170
	9297-F/9(4)/2012
	Nitapol industries
	Fipronil 0.3%GR
	   C
	F

	718. 
	14191
	9298-F/9(4)/2012
	Alsons Crop Care Pvt Ltd
	Pendimethalin 30% EC
	   S
	PF

	719. 
	14202
	9299-F/9(4)/2012
	Bharat Agrochem
	2,4 D Ethyl Ester 38% EC
	   S
	F

	720. 
	14209
	9300-F/9(4)/2012
	Bharat Agrochem
	Lambdacyhalothrin 5%EC
	   S
	F

	721. 
	14227
	9301-F/9(4)/2012
	Bharat Agrochem
	Profenofos 40%+ 

Cyeprmethrin 4%EC
	   S
	F

	722. 
	14230
	9302-F/9(4)/2012
	Bharat Agrochem
	Imidacloprid 70%WG
	   S
	F

	723. 
	14231
	9303-F/9(4)/2012
	Bharat Agrochem
	Carbendazim 50% WP
	   S
	PF

	724. 
	14465
	9304-F/9(4)/2012
	Bharat Agritech Industries
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	725. 
	14466
	9305-F/9(4)/2012
	Bharat Agritech Industries
	Acephate 50% +

Imidacloprid 1.8% SP
	   S
	F

	726. 
	12057
	9306-F/9(4)/2012
	Ascent Crop Science
	Propiconazole 25%EC
	   S
	PF

	727. 
	12055
	9307-F/9(4)/2012
	Ascent Crop Science
	Carbendazim 46.27% SC
	   S
	PF

	728. 
	12054
	9308-F/9(4)/2012
	Ascent Crop Science
	Lime sulphur 22%SC
	   S
	NR

	729. 
	12053
	9309-F/9(4)/2012
	Ascent Crop Science
	Atrazine 50% WP
	   S
	F

	730. 
	12052
	9310-F/9(4)/2012
	Ascent Crop Science
	Mancozeb 75%WG
	   S
	F

	731. 
	12051
	9311-F/9(4)/2012
	Ascent Crop Science
	Monocrotophos 36%SL
	   S
	PF

	732. 
	12045
	9312-F/9(4)/2012
	Ascent Crop Science
	Acetamiprid 20% SP
	   S
	F

	733. 
	12044
	9313-F/9(4)/2012
	Ascent Crop Science
	Glyphosate 41% SL
	   S
	F

	734. 
	12043
	9314-F/9(4)/2012
	Ascent Crop Science
	Tebuconazole 25.9%EC
	   S
	F

	735. 
	12041
	9315-F/9(4)/2012
	Ascent Crop Science
	Phorate 10%CG
	   S
	PF

	736. 
	12040
	9316-F/9(4)/2012
	Ascent Crop Science
	Cypermethrin 25%EC
	   S
	F

	737. 
	12038
	9317-F/9(4)/2012
	Ascent Crop Science
	Copper oxychloride 50% WP
	   S
	PF

	738. 
	12037
	9318-F/9(4)/2012
	Ascent Crop Science
	Cartap hydrochloride 4% GR
	   S
	F

	739. 
	9434
	9319-F/9(4)/2012
	Laxmi Agro Chemicals
	Lufenuron  5.4%EC
	   S
	

	740. 
	9435
	9320-F/9(4)/2012
	Laxmi Agro Chemicals
	Pretilachlor 37%EW
	   S
	F

	741. 
	9436
	9321-F/9(4)/2012
	Laxmi Agro Chemicals
	Thiomethoxam 30%FS
	   S
	NR

	742. 
	9437
	9322-F/9(4)/2012
	Laxmi Agro Chemicals
	Tebuconazole 25.9%EC
	   S
	F

	743. 
	9438
	9323-F/9(4)/2012
	Laxmi Agro Chemicals
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	744. 
	9439
	9324-F/9(4)/2012
	Laxmi Agro Chemicals
	Indoxacarb 14.5%+ 

Acetamprid 7.7% SC
	   S
	F

	745. 
	9440
	9325-F/9(4)/2012
	Laxmi Agro Chemicals
	Kresoxim methyl 44.3%SC
	   S
	F

	746. 
	9442
	9326-F/9(4)/2012
	Laxmi Agro Chemicals
	Tricyclazole 18%+ 

Mancozeb 62%WP
	   S
	F

	747. 
	9443
	9327-F/9(4)/2012
	Laxmi Agro Chemicals
	Profenofos 40%+

 Cyeprmethrin 4%EC
	   S
	F

	748. 
	9445
	9328-F/9(4)/2012
	Laxmi Agro Chemicals
	Oxyflourfen 23.5%EC
	   S
	F

	749. 
	9450
	9329-F/9(4)/2012
	Nova Farmaid (I)
	Thiophanate methyl 70%WP
	   S
	PF

	750. 
	9451
	9330-F/9(4)/2012
	Nova Farmaid (I)
	Acephate 25% +  

Fenvalerate 3% EC
	   S
	F

	751. 
	9452
	9331-F/9(4)/2012
	Nova Farmaid (I)
	Sulphur 80%WP
	   S
	NR

	752. 
	9453
	9332-F/9(4)/2012
	Nova Farmaid (I)
	Chlorantraniliprole 18.5% SC
	   S
	F

	753. 
	9454
	9333-F/9(4)/2012
	Nova Farmaid (I)
	Hexaconazole 5%SC
	   S
	F

	754. 
	9455
	9334-F/9(4)/2012
	Nova Farmaid (I)
	Imidacloprid 70%WG
	   S
	F

	755. 
	9456
	9335-F/9(4)/2012
	Nova Farmaid (I)
	Chlorpyriphos 50% EC
	   S
	F

	756. 
	9457
	9336-F/9(4)/2012
	Nova Farmaid (I)
	Acephate 75% SP
	   S
	F

	757. 
	9460
	9337-F/9(4)/2012
	National Pesticides & Chemicals
	Ethephone 39%SL
	   S
	F

	758. 
	9461
	9338-F/9(4)/2012
	National Pesticides & Chemicals
	Metalaxyl 35%WS
	   S
	

	759. 
	9462
	9339-F/9(4)/2012
	National Pesticides & Chemicals
	Hexaconazole 5%SC
	   S
	F

	760. 
	9463
	9340-F/9(4)/2012
	National Pesticides & Chemicals
	Chlorpyriphos 50% EC
	   S
	F

	761. 
	9464
	9341-F/9(4)/2012
	National Pesticides & Chemicals
	Fipronil 5%SC
	   S
	F

	762. 
	9471
	9342-F/9(4)/2012
	National Pesticides & Chemicals
	Imidacloprid 70%WG
	   S
	F

	763. 
	9479
	9343-F/9(4)/2012
	National Pesticides & Chemicals
	Cyfluthrin 10% WP
	   S
	NR

	764. 
	9480
	9344-F/9(4)/2012
	National Pesticides & Chemicals
	Lambdacyhalothrin 5%EC
	   S
	F

	765. 
	11615
	9345-F/9(4)/2012
	Amsons Laboratories Pvt Ltd
	Captan 70%+ 

Hexaconazole 5% WP
	   S
	PF

	766. 
	11619
	9346-F/9(4)/2012
	Amsons Laboratories Pvt Ltd
	Carbendazim 46.27% SC
	   S
	PF

	767. 
	11621
	9347-F/9(4)/2012
	Amsons Laboratories Pvt Ltd
	Ammonium salt of 

glyphosate 71% SG
	   S
	F

	768. 
	11623
	9348-F/9(4)/2012
	Amsons Laboratories Pvt Ltd
	Validamycin 3%L
	   S
	F

	769. 
	11630
	9349-F/9(4)/2012
	Amsons Laboratories Pvt Ltd
	Thiomethoxam 30%FS
	   S
	NR

	770. 
	11700
	9350-F/9(4)/2012
	Amsons Laboratories Pvt Ltd
	Propiconazole 25%EC
	   S
	PF


Clarification = 20 
Rejected      = 137 
Satisfactory = 801                Total  =  958      

a – Application rejected due to non-submission of list of products for which registration has been given to the firm and license obtained and which of the listed products are actually manufactured. 
b- Incomplete/Incorrect submission of online Form-I along with the application.

C- Application applied under wrong category of registration.

d- Other issue related to SSI certificates, BOD etc.  
e- Other issue/miscellaneous reason (CR already issued for the same product, MRL not fixed       

LIST OF APPLICATIONS RECEIVED U/S 9(4) ME TOO (FIM/TI/FI) ONLINE WHICH WERE UNDER CLARIFICATION ,NOW SCRUTINIZED TO BE INCLUDED IN 336TH RC FILE LIST               

	Sl. No.
	On

line No. 
	F. No.
	Applicant Name   
	Product Name  
	Remarks
	MRL

	1. 
	   901
	1670-F/9(4)/2010
	Astec Life Sciences Ltd.    
	Difenconazole 25% EC               
	S
	PF

	2. 
	 5036
	3378-TI/9(4)/2011
	Jai Shree Rasayan Udyog Ltd.
	Dimethoate Technical for Import
	Re
	PF

	3. 
	6415
	3852-F/9(4)/2011
	Srikar Biotech Pvt. Ltd
	Pretilachlor 50% EC
	   Ra
	F

	4. 
	6416
	3853-F/9(4)/2011
	Srikar Biotech Pvt. Ltd
	Imidacloprid 70% WG
	Ra
	F

	5. 
	6417
	3854-F/9(4)/2011
	Srikar Biotech Pvt. Ltd
	Lambdacyhalothrin  5% EC
	   Ra
	F

	6. 
	6462
	3892-F/9(4)/2011 
	Lakshmi Suvarna Agro Agencies
	Chlorpyriphos 20%E.C
	Ra
	PF

	7. 
	6463
	3893-F/9(4)/2011 
	Lakshmi Suvarna Agro Agencies
	Chlorpyrifos 50% E.C.
	   Ra
	F

	8. 
	6464
	3894-F/9(4)/2011 
	Lakshmi Suvarna Agro Agencies
	Carbendazim 50% WP
	Ra 
	PF

	9. 
	7408
	4548-F/9(4)/2012
	Tripura Bio tech Ltd. 
	Neem Seed Kernel Based EC containing Azadirachtin 1.0% EC (10000 ppm) min
	   Ra
	NR

	10. 
	7411
	4549-F/9(4)/2012
	Tripura Bio tech Ltd.
	Neem Oil Based EC containing Azadirachtin 0.03% ( 300 PPM) Min.
	Ra
	NR

	11. 
	7431
	4550-F/9(4)/2012
	Tripura Bio tech Ltd.
	Neem Seed Kernel Based EC containing Azadirachtin 0.15% EC (1500 ppm) min
	   Ra
	NR

	12. 
	7480
	4603-F/9(4)/2012
	Deep Chemicals Industries
	Pyrethrum 0.05% + 

Malathion 1%
	Ra
	F

	13. 
	8013
	4874-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Fipronil 5% SC
	S
	F

	14. 
	8019
	4876-F/9(4)/2012
	Safe Crop Science Pvt Ltd
	Imidacloprid 30.5% SC
	   Re 
	F

	15. 
	8340
	5106-TI/9(4)/2012
	Agrico Organics Ltd.
	Carbofuran Technical for import
	Ra
	PF

	16. 
	8632
	5206-F/9(4)/2012
	Angel Agro Chemicals
	Cartap Hydrochloride 50% SP
	   Ra
	F

	17. 
	8633
	5207-F/9(4)/2012
	Angel Agro Chemicals
	Acephate 50% +
Imidacloprid 1.8% SP
	Ra
	F

	18. 
	8634
	5208-F/9(4)/2012
	Angel Agro Chemicals
	Cypermethrin 10% E.C.
	   Ra
	PF

	19. 
	8635
	5209-F/9(4)/2012
	Angel Agro Chemicals
	Thiamethoxam 25% WG
	Ra
	F

	20. 
	8636
	5210-F/9(4)/2012
	Angel Agro Chemicals
	Carbosulfan 25% EC
	   Ra
	PF

	21. 
	8637
	5211-F/9(4)/2012
	Angel Agro Chemicals
	Sulfosulfuron 75% WG
	Ra
	F

	22. 
	8638
	5212-F/9(4)/2012
	Angel Agro Chemicals
	Chlormequat Chloride 50% Sol.
	   Ra
	F

	23. 
	8639
	5213-F/9(4)/2012
	Angel Agro Chemicals
	Carbendazim 12% + 
Mancozeb 63% WP
	Ra
	PF

	24. 
	8640
	5214-F/9(4)/2012
	Angel Agro Chemicals
	Acetamiprid 20% SP
	   Ra
	F

	25. 
	8641
	5215-F/9(4)/2012
	Angel Agro Chemicals
	Pendimethalin 30 % EC
	Ra
	PF

	26. 
	8642
	5216-F/9(4)/2012
	Angel Agro Chemicals
	Mancozeb 75 % WP
	   Ra
	PF

	27. 
	8645
	5217-F/9(4)/2012
	Angel Agro Chemicals
	Pretilachlor 50% E.C.
	Ra
	F

	28. 
	8647
	5218-F/9(4)/2012
	Angel Agro Chemicals
	Imidacloprid 70% WG
	   Ra
	F

	29. 
	8648
	5219-F/9(4)/2012
	Angel Agro Chemicals
	Phorate 10% C.G
	Ra
	PF

	30. 
	8649
	5220-F/9(4)/2012
	Angel Agro Chemicals
	Isoproturon 75% W.P
	   Ra
	F

	31. 
	8650
	5221-F/9(4)/2012
	Angel Agro Chemicals
	Deltamethrin 1%+ 
Triazophos 35% EC
	Ra
	PF

	32. 
	8651
	5222-F/9(4)/2012
	Angel Agro Chemicals
	Imidacloprid 17.8% SL
	   Ra
	F

	33. 
	8652
	5223-F/9(4)/2012
	Angel Agro Chemicals
	Bifenthrin 10% EC 
	Ra
	F

	34. 
	8654
	5224-F/9(4)/2012
	Angel Agro Chemicals
	Metsulfuron methyl 20% WP
	   Ra
	F

	35. 
	8656
	5225-F/9(4)/2012
	Angel Agro Chemicals
	Ethion 40% +
 Cypermethrin 5% EC
	Ra
	F

	36. 
	8658
	5226-F/9(4)/2012
	Angel Agro Chemicals
	Indoxacarb 14.5% SC
	   Ra
	F

	37. 
	8660
	5227-F/9(4)/2012
	Angel Agro Chemicals
	Fenvalerate 20% E.C.
	Ra
	F

	38. 
	8662
	5228-F/9(4)/2012
	Angel Agro Chemicals
	Dichlorvos 76% E.C.
	   Ra
	PF

	39. 
	8664
	5229-F/9(4)/2012
	Angel Agro Chemicals
	Chlorpyriphos 20%E.C
	Ra
	PF

	40. 
	8669
	5230-F/9(4)/2012
	Angel Agro Chemicals
	Profenofos 40% + 

Cypermethrin 4% EC
	   Ra
	F

	41. 
	8671
	5231-F/9(4)/2012
	Angel Agro Chemicals
	Cypermethrin 25% E.C.
	Ra
	F

	42. 
	8673
	5232-F/9(4)/2012
	Angel Agro Chemicals
	Fipronil 5% SC
	   Ra
	F

	43. 
	8674
	5233-F/9(4)/2012
	Angel Agro Chemicals
	Metribuzin 70% W.P.
	Ra
	PF

	44. 
	8675
	5234-F/9(4)/2012
	Angel Agro Chemicals
	Copper Oxychloride 50% WP
	   Ra
	PF

	45. 
	8676
	5235-F/9(4)/2012
	Angel Agro Chemicals
	Hexaconazole 5% EC
	Ra
	F

	46. 
	8678
	5236-F/9(4)/2012
	Angel Agro Chemicals
	Imidacloprid 70% WS
	   Ra
	F

	47. 
	8679
	5237-F/9(4)/2012
	Angel Agro Chemicals
	Lambdacyhalothrin 5% EC
	Ra
	F

	48. 
	8680
	5238-F/9(4)/2012
	Angel Agro Chemicals
	Fenoxaprop-p-ethyl 9.3% EC
	   Ra
	F

	49. 
	8681
	5239-F/9(4)/2012
	Angel Agro Chemicals
	2,4-D Amine salt 58% S.L.
	Ra
	PF

	50. 
	8682
	5240-F/9(4)/2012
	Angel Agro Chemicals
	Metalaxyl 35% W.S.
	   Ra
	PF

	51. 
	8683
	5241-F/9(4)/2012
	Angel Agro Chemicals
	Buprofezin 25% SC
	Ra
	F

	52. 
	8684
	5242-F/9(4)/2012
	Angel Agro Chemicals
	Propiconazole 25% E.C
	   Ra
	PF

	53. 
	8685
	5243-F/9(4)/2012
	Angel Agro Chemicals
	Tricyclazole 75% W.P.
	Ra
	F

	54. 
	8686
	5244-F/9(4)/2012
	Angel Agro Chemicals
	Ethion 50% EC
	   Ra
	F

	55. 
	8687
	5245-F/9(4)/2012
	Angel Agro Chemicals
	Sulphur 85% D.P.
	Ra
	NR

	56. 
	8688
	5246-F/9(4)/2012
	Angel Agro Chemicals
	Oxyflourfen 23.5% E.C 
	   Ra
	F

	57. 
	8689
	5247-F/9(4)/2012
	Angel Agro Chemicals
	Gibberellic acid 0.186% S.P
	Ra
	NR

	58. 
	8690
	5248-F/9(4)/2012
	Angel Agro Chemicals
	Captan 70%+ 

Hexaconazole 5% WP
	   Ra
	PF

	59. 
	8691
	5249-F/9(4)/2012
	Angel Agro Chemicals
	Gibberellic Acid 0.001% L
	Ra
	NR

	60. 
	8692
	5250-F/9(4)/2012
	Angel Agro Chemicals
	Quinalphos 25% EC
	   Ra
	F

	61. 
	8693
	5251-F/9(4)/2012
	Angel Agro Chemicals
	Tricyclazole 18% +
Mancozeb 62% WP
	Ra
	F

	62. 
	8694
	5252-F/9(4)/2012
	Angel Agro Chemicals
	Dimethoate 30% E.C
	   Ra
	PF

	63. 
	8750
	5256-F/9(4)/2012
	Angel Agro Chemicals
	Triazophos 40% EC
	Ra
	PF

	64. 
	8751
	5257-F/9(4)/2012
	Angel Agro Chemicals
	Chlorothalonil 75% WP
	   Ra
	F

	65. 
	8752
	5258-F/9(4)/2012
	Angel Agro Chemicals
	Propargite 57% EC
	Ra
	F

	66. 
	8116
	5673-F/9(4)/2012
	Sunshine Agri Pvt. Ltd.
	Imidacloprid 17.8% SL
	   Ra
	F

	67. 
	8119
	5674-F/9(4)/2012
	Sunshine Agri Pvt. Ltd.
	Fenoxaprop-P-  Ethyl 9.3% EC
	Ra
	F

	68. 
	8121
	5675-F/9(4)/2012
	Sunshine Agri Pvt. Ltd.
	Carbosulfan 25% EC
	   Ra
	PF

	69. 
	8124
	5676-F/9(4)/2012
	Sunshine Agri Pvt. Ltd.
	Azadirachtin Conc. 25% W/W  
	Ra
	NR

	70. 
	10318
	6318-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Neem Seed Kernel Based EC containing Azadirachtin 1% (10000 ppm) min
	S
	NR

	71. 
	10317
	6319-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Glyphosate 41% SL
	S
	F

	72. 
	10316
	6320-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Fenoxaprop-P- Ethyl 9.3%EC
	S
	F

	73. 
	10315
	6321-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Pendimethalin 30%EC
	S
	PF

	74. 
	10314
	6322-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Oxyfluorfen 23.5%EC
	S
	F

	75. 
	10307
	6323-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Metsulfuron methyl 20% WP
	S
	F

	76. 
	10306
	6324-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Profenofos 50%EC
	S
	PF

	77. 
	10305
	6325-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Imidacloprid 17.8% SL
	S
	F

	78. 
	10303
	6326-F/9(4)/2012
	Eagle Plant Protect Pvt. Ltd.
	Imidacloprid 30.5%SC
	S
	F

	79. 
	10128
	6329-F/9(4)/2012
	Minksun Agro Pvt. Ltd.
	Imidacloprid 30.5% SC
	   S
	F

	80. 
	10126
	6330-F/9(4)/2012
	Minksun Agro Pvt. Ltd.
	Chlorantraniliprole 18.5% SC
	   S
	F

	81. 
	10123
	6331-F/9(4)/2012
	Minksun Agro Pvt. Ltd.
	Carbofuran 3% CG
	   S
	PF

	82. 
	10096
	6332-F/9(4)/2012
	Tender sips, 
	Neem Seed Kernel Based EC containing Azadirachtin 0.03% (300ppm)  min
	   Ra
	NR

	83. 
	10095
	6333-F/9(4)/2012
	Tender sips, 
	Neem Seed Kernel Based EC containing Azadirachtin 0.3% (3000 ppm) min 
	Ra
	NR

	84. 
	10094
	6334-F/9(4)/2012
	Tender sips, 
	Gibbrellic Acid 0.001% L
	   Ra
	NR

	85. 
	10543
	6383-F/9(4)/2012
	Ambuja Agrochem Industries
	Cartap Hydrichloride 4% Gr
	   S
	F

	86. 
	11207
	6679-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Cartap hydrochloride 4%GR
	   S
	F

	87. 
	11222
	6680-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Chloropyriphos 20%EC
	   S
	PF

	88. 
	11228
	6681-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Acephate 75%SP
	   S
	F

	89. 
	11242
	6682-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Buprofezin 25%SC
	   S
	F

	90. 
	11244
	6683-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Imidaclorpid 17.8%SL
	   S
	F

	91. 
	11246
	6684-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Acetamiprid 20%SP
	   S
	F

	92. 
	11248
	6685-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Tricyclazole 75%WP
	   S
	F

	93. 
	11252
	6686-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Pretilachlor 50%EC
	   S
	F

	94. 
	11253
	6687-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Metribuzin 70%WP
	   S
	PF

	95. 
	11268
	6688-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Clodinafop-Propargyl 15%WP
	   S
	F

	96. 
	11284
	6689-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Chlormequat chloride 50%SL
	   S
	F

	97. 
	11286
	6690-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Sulhpur 80%WDG
	   S
	NR

	98. 
	11288
	6691-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Pendimethalin 30%EC
	   S
	PF

	99. 
	11295
	6692-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Hexaconazole 5%SC
	   S
	F

	100. 
	11297
	6693-F/9(4)/2012
	FMC India Pvt.  Ltd.
	Metsulfuron methyl 20%WP
	   S
	F

	101. 
	11061
	6761-F/9(4)/2012
	Millenium Fertilizer Industries
	Oxyflourfen 23.5%EC
	   S
	F

	102. 
	11063
	6762-F/9(4)/2012
	Millenium Fertilizer Industries
	Quinalphos 25%EC
	   S
	F

	103. 
	11064
	6763-F/9(4)/2012
	Millenium Fertilizer Industries
	Acephate 75%SP
	   S
	F

	104. 
	11065
	6764-F/9(4)/2012
	Millenium Fertilizer Industries
	Fenvalerate 0.4%DP
	   S
	PF

	105. 
	11066
	6765-F/9(4)/2012
	Millenium Fertilizer Industries
	Phorate 10%CG
	   S
	PF

	106. 
	11068
	6766-F/9(4)/2012
	Millenium Fertilizer Industries
	Imidacloprid 17.8%SL
	   S
	F

	107. 
	11069
	6767-F/9(4)/2012
	Millenium Fertilizer Industries
	2,4 D Amine salt 58%SL
	   S
	PF

	108. 
	11070
	6768-F/9(4)/2012
	Millenium Fertilizer Industries
	Monocrotophos 36%SL
	   S
	PF

	109. 
	11072
	6769-F/9(4)/2012
	Millenium Fertilizer Industries
	Indoxacarb14.5%SC
	   S
	F

	110. 
	11073
	6770-F/9(4)/2012
	Millenium Fertilizer Industries
	Sulphur 80%WDG
	   S
	NR

	111. 
	11074
	6771-F/9(4)/2012
	Millenium Fertilizer Industries
	Acetamiprid 20%SP
	   S
	F

	112. 
	11076
	6772-F/9(4)/2012
	Millenium Fertilizer Industries
	Cypermethrin 25%EC
	   S
	F

	113. 
	11078
	6773-F/9(4)/2012
	Millenium Fertilizer Industries
	Lambdacyhalothrin 2. 5%EC
	   S
	F

	114. 
	11079
	6774-F/9(4)/2012
	Millenium Fertilizer Industries
	Hexaconazole 5%EC
	   S
	F

	115. 
	9842
	6793-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Azadirachtin 0.15% EC
	S
	NR

	116. 
	11531
	6834-F/9(4)/2012
	B R Agrotech Ltd
	Bifenthrin 10%EC
	   S
	F

	117. 
	10502
	6850-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Diafenthiuron 50% WP

	   S
	F

	118. 
	11537
	7185-F/9(4)/2012
	B R Agrotech Ltd
	Lufenuron 5.4%EC
	   S
	PF

	119. 
	11540
	7186-F/9(4)/2012
	B R Agrotech Ltd
	Imidacloprid 2.15%gel
	   S
	NR

	120. 
	11566
	7188-F/9(4)/2012
	B R Agrotech Ltd
	Bifenthrin 10%WP
	   S
	F

	121. 
	9843
	7239-F/9(4)/2012
	Rajhans Fertilizers  Ltd
	Sulphur 80%WDG
	S
	NR

	122. 
	10168
	7240-F/9(4)/2012
	Rajhans Fertilizers  Ltd
	Triacontanol 0.05%GR min.
	S
	NR

	123. 
	11453
	7249-F/9(4)/2012
	Agrimas chemicals Ltd
	Pretilachlor 30.7% EC
	   S
	F

	124. 
	11470
	7250-F/9(4)/2012
	Agrimas chemicals Ltd
	Glufosinate Ammonium 13.5%SL
	   S
	F

	125. 
	11478
	7251-F/9(4)/2012
	Agrimas chemicals Ltd
	Carbendazim 46.27% SC
	S
	PF

	126. 
	11772
	7258-F/9(4)/2012
	Agro Life Science Co.
	Imidacloprid 30.5%SC
	Rae
	F

	127. 
	11773
	7259-F/9(4)/2012
	Agro Life Science Co.
	Copper oxychloride 50%WP
	Rae 
	PF

	128. 
	11924
	7260-F/9(4)/2012
	Krishi Rasayan Exports Pvt Ltd
	Thiomethoxam 30%FS
	Rae
	NR

	129. 
	11925
	7262-F/9(4)/2012
	Krishi Rasayan Exports Pvt Ltd
	Lambdacyhalothrin 4.9%CS
	Rae
	F

	130. 
	11926
	7266-F/9(4)/2012
	Krishi Rasayan Exports Pvt Ltd
	Deltamethrin 0.72%+ 
Buprofezin 5.65%EC
	Rae
	F

	131. 
	11845
	7276-F/9(4)/2012
	Agrimas chemicals Ltd
	Imidacloprid 48%FS
	   S
	F

	132. 
	12066
	7283-F/9(4)/2012
	Riddhi Chemicals
	Lambdacyhalothrin 2.5%EC
	   S
	F

	133. 
	12067
	7284-F/9(4)/2012
	Riddhi Chemicals
	Lambdacyhalthrin 5%EC
	   S
	F

	134. 
	12068
	7285-F/9(4)/2012
	Riddhi Chemicals
	Fenvalerate 20%EC
	   S
	F

	135. 
	12069
	7286-F/9(4)/2012
	Riddhi Chemicals
	Pretilachlor 50%EC
	   S
	F

	136. 
	12070
	7287-F/9(4)/2012
	Riddhi Chemicals
	Metalaxyl 35%WS
	   S
	PF

	137. 
	12071
	7288-F/9(4)/2012
	Riddhi Chemicals
	Carbendazim 50%WP
	   S
	PF

	138. 
	12073
	7289-F/9(4)/2012
	Riddhi Chemicals
	Hexaconazole 5%SC
	   S
	F

	139. 
	12074
	7290-F/9(4)/2012
	Riddhi Chemicals
	Mancozeb 75%WP
	   S
	PF

	140. 
	12075
	7291-F/9(4)/2012
	Riddhi Chemicals
	Hexaconazole 5%EC
	   S
	F

	141. 
	12076
	7292-F/9(4)/2012
	Riddhi Chemicals
	Acephate 75%SP
	   S
	F

	142. 
	12077
	7293-F/9(4)/2012
	Riddhi Chemicals
	Chloropyriphos 50%EC
	   S
	F

	143. 
	12080
	7294-F/9(4)/2012
	Riddhi Chemicals
	Chlorimuron ethyl 25%WP
	   S
	F

	144. 
	12082
	7295-F/9(4)/2012
	Riddhi Chemicals
	Cypermethrin 25%EC
	   S
	F

	145. 
	12083
	7296-F/9(4)/2012
	Riddhi Chemicals
	Imidacloprid 17.8%SL
	   S
	F

	146. 
	12084
	7297-F/9(4)/2012
	Riddhi Chemicals
	Propiconazole 25%EC
	   S
	PF

	147. 
	12086
	7298-F/9(4)/2012
	Riddhi Chemicals
	Cypermethrin 10%EC
	   S
	PF

	148. 
	12087
	7299-F/9(4)/2012
	Riddhi Chemicals
	Glyphosate 41%SL
	   S
	F

	149. 
	12089
	7300-F/9(4)/2012
	Riddhi Chemicals
	Isoprothiolane 40%EC
	   S
	F

	150. 
	12088
	7301-F/9(4)/2012
	Riddhi Chemicals
	Tricyclazole  75%WP
	   S
	F

	151. 
	12092
	7302-F/9(4)/2012
	Riddhi Chemicals
	Chlorpyriphos 20%EC
	   S
	PF

	152. 
	12094
	7303-F/9(4)/2012
	Riddhi Chemicals
	Metsulfuron methyl 20%WP
	   S
	F

	153. 
	12097
	7304-F/9(4)/2012
	Riddhi Chemicals
	Chlorpyriphos 10%GR
	   S
	F

	154. 
	12099
	7305-F/9(4)/2012
	Riddhi Chemicals
	Carbendazim 12%+
Mancozeb 63%WP
	   S
	PF

	155. 
	12193
	7306-F/9(4)/2012
	Riddhi Chemicals
	Triazophos 40%EC
	   S
	PF

	156. 
	12271
	7307-F/9(4)/2012
	Riddhi Chemicals
	Sulphur 80%WDG
	   S
	NR

	157. 
	12273
	7308-F/9(4)/2012
	Riddhi Chemicals
	Acetamiprid 20%SP
	   S
	F

	158. 
	12275
	7309-F/9(4)/2012
	Riddhi Chemicals
	2,4 D Ethyl ester 38%EC
	   S
	F

	159. 
	10690
	7344-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Carbendazim 12%+ 
Mancozeb 63%WP
	   S
	PF

	160. 
	11957
	7469-F/9(4)/2012
	Agrimas chemicals Ltd
	Lambdacyhalothrin 4.9%CS
	S
	F

	161. 
	10688
	7603-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Hexaconazole 5%SC
	   S
	F

	162. 
	10691
	7604-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Ethion 40%+ 

cypermethrin 5%EC
	   S
	F

	163. 
	10694
	7605-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Deltamethrin 1%+

Triazophos 35%EC
	   S
	PF

	164. 
	12328
	7643-F/9(4)/2012
	Bharat Agrochem
	Gibberllic acid 0.001%L
	S
	NR

	165. 
	12330
	7644-F/9(4)/2012
	Bharat Agrochem
	Gibberllic acid 0.186%SP
	S
	NR

	166. 
	12335
	7647-F/9(4)/2012
	B R Agrotech Ltd
	Gibberllic acid 0.001%L
	S
	NR

	167. 
	12336
	7648-F/9(4)/2012
	B R Agrotech Ltd
	Gibberllic acid 0.186%SP
	S
	NR

	168. 
	12294
	7714-F/9(4)/2012
	Amsri Chemicals Ltd
	Alachlor 50%EC
	S
	PF

	169. 
	11653
	7772-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Spiromesifen 22.9%SC
	S
	F

	170. 
	10692
	7840-F/9(4)/2012
	Elan agrochem pvt ltd, 
	Metiram55% +

Pyraclostrobin 5% WG
	Rc 
	PF

	171. 
	10692
	7842-F/9(4)/2012
	Elan agrochem pvt ltd, 
	Ethophenprox 10%EC
	S
	PF

	172. 
	12983
	7924-F/9(4)/2012
	Bharat agrochem, 
	Lambdacyhalothrin 10%WP
	S
	NR

	173. 
	12656
	7966-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Triacontanol 0.1%EW Min.
	S
	NR

	174. 
	7948
	7966-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Tricyclazole 75% WP
	S
	F

	175. 
	12657
	7967-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Clodinafop propargyl 15%WP
	S
	F

	176. 
	12658
	7968-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Neem Seed Kernal Based EC containing Azadirachtin 1%w/w min. (10000 ppm) 
	S
	NR

	177. 
	12659
	7969-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Profenofos 40%+
Cypermethrin 4%EC
	S
	F

	178. 
	13104
	7976-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Buprofezin 25%SC
	S
	F

	179. 
	13106
	7977-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Hexaconazole 5%EC
	S
	F

	180. 
	13107
	7978-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Sulfosulfuron 75%WG
	S
	F

	181. 
	13109
	7979-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Acephate 50%+ 

Imidacloprid 1.8% SP
	S
	F

	182. 
	13143
	7980-F/9(4)/2012
	Rajhans Fertilizers Ltd
	Emamectin benzoate 5% SG
	S
	F

	183. 
	11564
	8012-F/9(4)/2012
	Thripura Fertilizers & Pesticides Pvt Ltd 
	Deltamethrin 1.8 % EC
	S
	F

	184. 
	13584
	8458-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Flubendiamide 39.35%SL
	S
	F

	185. 
	13585
	8459-F/9(4)/2012
	S K Bio Extract & Application Pvt Ltd. 
	Alphacypermethrin 10% SC
	S
	F

	186. 
	12692
	8520-F/9(4)/2012
	Grow Safe Chemicals Pvt. Ltd
	Anilofos-24% + 

2,4- D Ethyl Ester 32%EC
	S
	F

	187. 
	13020
	8537-F/9(4)/2012
	Grow Safe Chemicals Pvt. Ltd
	Diathianon 75%WP
	S
	F

	188. 
	13039
	8548-F/9(4)/2012
	Grow Safe Chemicals Pvt. Ltd
	Fenazaquin 10%EC   
	S
	PF


a – Application rejected due to non-submission of list of products for which registration has been given to the firm and license obtained and which of the listed products are actually manufactured.  

b- Incomplete/Incorrect submission of online Form-I along with the application.

C- Application applied under wrong category of registration.

d- Other issue related to SSI certificates, BOD etc.  

e- Other issue/miscellaneous reason (CR already issued for the same product, MRL not fixed     
Annexure 10.1.1

LIST OF APPLICATION RECEIVED ONLINE U/S 9(4) IMPORT AND SCRUTINIZED TO BE INCLUDED IN 336TH RC                 

	S. No.
	C. No
	F. No.
	Applicant Name
	Product Name 
	Remarks  
	MRL

	1
	15449
	10878-TI/9(4)/2012
	M/s Meghmani Organics Limited, Ahmedabad
	Acetamiprid Technical for Import 
	R  
	

	2
	15916
	11011-TI/9(4)/2012
	M/s Gharda Chemicals Ltd.,
	Cartap Hydrochloride Technical Import 
	C
	

	3
	20842
	11217-FI/9(4)/2012
	M/s Insecticides India Limited 
	Quizalofop Ethyl 5% EC  for formulation import     
	S    
	


