Minutes of the 298th    meeting of the Registration Committee

held on 27.03.2009 at 10.30  A.M.  in  Krishi Bhawan,  New Delhi.

The 298th   meeting of the Registration Committee (RC) was held under the Chairmanship of Dr. N.B. Singh, Agriculture Commissioner on 27.03.2009 at 10.30  A.M.  in Krishi Bhavan, New Delhi.   Dr. P. S. Chandurkar, Plant Protection Adviser to the Govt. of India,   Dr. T.P. Rajendran, ADG(PP), ICAR, and Dr. (Mrs.) S. Kulshrestha, Secretary, CIB&RC attended the meeting.  Dr. P.N. Maji attended the meeting as Special invitee.  Following officers from the Secretariat of CIB&RC were also present:

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

(ii) Dr. Hari Prashad, JD(Chem)

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

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

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

(vi) Shri Vipin Bhatnagar, DD(Chem)

(vii) Dr. Subhash  Kumar, Agro(H)

(viii) Dr.(Mrs.) Vandana Seth, AD(Chem)

(ix) Mrs.Kamlesh Miglani, AD(Chem)

(x) Shri S.K. Verma, SO(CIR-II)

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


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

	Agenda item No.
	

	Agenda item No.1.0
	Confirmation of minutes of the 297th     meeting of the Registration Committee

	The Minutes of the 297th   meeting of the Registration Committee (RC) were confirmed.

	Agenda item No.2.0
	Follow up action on the decision taken by the Registration Committee in its 297th     meeting.

	The Committee noted   with satisfaction  the follow-up action taken.

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

	The Committee noted the statement with reference to pending applications.

	Agenda item No.2.2
	Presentation by representative of M/s. Nirmal Organo Biotech Pvt. Ltd. on efficacy, stability and coding of Bio-Prahar

	         Secretary,CIB&RC  informed  that the applicant has informed his inability  to make presentation in this Registration Committee Meeting as the concerned scientist is not available on the date.

	Agenda item No.3.0
	Government Business

	Agenda item No.3.1
	Extension of period  for submission  of comments regarding new guidelines on packaging

	           The Committee accepted the request of Industry Association for extending the period for submission of comments on the guidelines of packaging till 31st March, 2009.

	Agenda item No.3.2
	Guidelines for registration of pesticides to be used in public health

	        The Committee deliberated the agenda in detail and decided that the copy of protocol of ICMR be sent to the Chairman (RC) and ADG(PP), ICAR for perusal and then  the Sectt. of CIB&RC may bring  the issue to the next meeting of the Registration Committee.  Further, the application of M/s. Syngenta may be scrutinized as per existing norms of three season bio-efficacy data.

	Agenda item No.3.3
	Clarification on issuance of Certificate of Registration in respect of  2,4-D Sodium Salt 80% WP

	      The Committee deliberated the agenda in detail and also considered the letter received from BIS to  M/s.Ambey Lab Ref. No.MDJ/A-840,3077, dt. 20.9.2006 and letter from M/s. Ambey Lab to Agricultural Commissioner dt 22.01.2007 and noted that the chemical composition of the registrations granted for  2,4-D Sodium  Salt 80% WP  and 2,4-D Sodium Salt  Technical  are same and also that this composition  does not contain any dispersing or wetting agent. Therefore,  the Committee decided that the  registration and coding for the following  composition of  2,4-D Sodium Salt 80% WP  should be considered under the category of technical:
                      2,4D Sodium Salt Tech
                     (equivalent of 80% acid content):         94.500%  w/w

                      Water(max):                                            5.0%   (w/w)

                      Sodium Chloride (max):                          0.5%    w/w

                      Total                                            :    100.00% 
          

	 Agenda item No.3.4
	Consideration of data requirement for registration of formulation of pesticides for indigenous manufacture where formulation is registered for import without registering the technical u/s.9(3)

	       The Committee deliberated the agenda in detail and approved the guidelines as per Annexure A.  Further, it has been decided that the guidelines be put up on the website to provide comments  within one month period by stakeholders.     

	Agenda item No.3.5
	Applicability of standard Input Output Norms(SION) for import of Boric Acid

	        The Committee deliberated the agenda in detail and decided that SION norm are to be applied for only new units for import of boric acid.

	Agenda item No.3.6
	Draft guidelines/Data requirements for registration of import of herbal sterilants for rodent management under Section 9(3b) and 9(3).

	         The Committee deliberated the agenda in detail and decided to seek the comments of Project Co-ordinators (Rodents), CAZRI,  Jodhpur and Dr. Mohan Rao, Rodent Expert,  NPPTI, Hyderabad.

	Agenda item No 4.0
	Export Cases

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

	Approved.

	Agenda item No 4.2
	Star Export case- Ex post facto approval

	                                                                 Approved.

	Agenda item No 4.2.1
	Ex-post facto approval for the registration granted to M/s. Syngenta India Ltd. Mumbai for indigenous manufacture of Propiconazole 13.9% + Difenoconazole 13.9% for export only 

	                                                                           Approved.

	Agenda item No 4.3
	Consideration of application of M/s. Bayer Crop Science Ltd., Mumbai for registration for indigenous manufacture of Fenamiphos Technical u/s.9(3) for export only

	             Approved.      Further, the Committee noted that it is an extremely toxic product, therefore, the applicant should be advised to follow GMP (Good Manufacturing Practices).

	Agenda item No 4.4
	Consideration of application of M/s United Phosphorus Ltd. for indigenous manufacture of registration of Aciflourfen Sodium 6.7% + Bentazone sodium 30.3% SL u/s 9(3) for export only

	 Approved.

	Agenda item No 4.5
	Consideration of application of M/s Parijat Industries (India) Pvt. Ltd., New Delhi for registration for indigenous manufacture of Bispyribac Sodium 40% SC u/s 9(3) for export only

	Approved.

	Agenda item No 4.6
	Consideration of application of M/s Parijat Industries (India) Pvt. Ltd., New Delhi for registration for import  of Diflufenican Technical u/s 9(3) for export only

	Approved.   

	Agenda item No 4.7
	Consideration of application of M/s Parijat Industries (India) Pvt. Ltd., New Delhi for registration for indigenous manufacture of Lambda Cyhalothrin 10.6% + Thiamethoxam 14.1%  u/s 9(3) for export only

	Approved.   

	Agenda item No 4.8
	Consideration of application of M/s Cheminova India Ltd., New Delhi for registration for indigenous manufacture of Kresoxim Methyl Technical u/s 9(3) for export only

	Approved.   

	Agenda item No 4.9
	Consideration of application of M/s United Phosphorus Ltd. for grant of registration for indigenous manufacture of Asulam 38% SL under section 9(3) for export only

	Approved.   

	Agenda item No 5.0
	9(3b) Cases

	Agenda item No 5.1
	Consideration of application of M/s Kilpest India Ltd., Bhopal for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.2
	Consideration of application of M/s Nico Orgo Manures, Gujarat for grant of registration for indigenous manufacture of Trichoderma viride 1% w/w  WP  under section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.3
	Consideration of application of M/s Sivashakthi Bio Planttec Ltd., Hyderabad for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.4
	Consideration of application of M/s Green Valley Bio-tech, Ujjain for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.5
	Consideration of application of M/s Biocontrol Laboratory, Meerut for grant of registration for indigenous manufacture of Trichoderma harzianum 1% WP  under section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.6
	Consideration of application of M/s Sivashakthi Bio Planttec Ltd., Hyderabad for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.7
	Consideration of application of M/s Jaypee Biotechs, Virudhunagar. T.N. for grant of registration for indigenous manufacture of Pseudomonas fluorescens 0.5% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.8
	Consideration of application of M/s Gujarat Life Sciences (P) Ltd., Vadodara for grant of registration for indigenous manufacture of Beauveria bassiana 1.15% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.9
	Consideration of application of M/s Advance Bio-Tech Industries & Research Inputs (India), Indore for grant of registration for indigenous manufacture of Beauveria bassiana 1.15% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.10
	Consideration of application of M/s Neelagriva Biosciences Pvt. Ltd., Hyderabad for grant of registration for indigenous manufacture of Bacillus thuringiensis var. kurstaki 0.5% WP  under section 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.11
	Consideration of application of M/s Ganesh Biocontrol System, Rajkot for grant of registration for indigenous manufacture of NPV of Helicoverpa armigera 2.0% AS  u/s 9(3B)

	Approved for a period of two years with commercialization..

	Agenda item No 5.12
	Consideration of application of M/s Yash Krishi Taknikii Evam Vigyan Kendra, Allahabad for grant

 of registration for indigenous manufacture of Beaauveria bassiana 1.15% WP  u/s 9(3B)

	             The Committee deliberated the agenda in detail and decided to send bio-efficacy data to ADG(PP), ICAR,  for  examination and comments.

	Agenda item No 5.13
	Request of M/s Vasundhara Agrotech, Aurangabad for extension of validity period of provisional certificate of registration Trichoderma viride 1% WP for one year with commercialization  u/s 9(3B) 

	Approved for a period of one year with commercialization.

	Agenda item No 5.14
	Request of M/s Sai Agrotech , Yavatmal for extension of validity period of provisional certificate of registration of NPV of Helicoverpa armigera 0.5% AS for one year with commercialization  u/s 9(3B)

	Approved for a period of one year with commercialization.

	Agenda item No 5.15
	Request of M/s Sri Biotech Laboratories India Pvt. Ltd., Erragadda, Hyderabad for extension of validity period of provisional certificate of registration of Pseuodomonas fluorescens  0.5% WP for one year with commercialization  u/s 9(3B) 

	Approved for a period of one year with commercialization.

	Agenda item No 5.16
	Request of M/s Rajshree Sugars & Chemicals Limited, Coimbatore for extension of validity period of provisional certificate of registration of Pseuodomonas fluorescens 0.5% WP for one year with commercialization  u/s 9(3B) 

	Approved for a period of one year with commercialization

	Agenda item No 5.17
	Request of M/s Anjali Biotech, Amravati for extension of validity period of provisional certificate of registration Trichoderma viride 1% WP for one year with commercialization  u/s 9(3B)

	Approved for a period of one year  with commercialization

	Agenda item No 6.0
	9(3) Cases

	Agenda item No 6.1
	Consideration of application of M/s E.I. Dupont India Pvt. Ltd.  Gurgaon  for grant of registration for import of Indoxacarb (KN 128) Technical and indigenous manufacture of Indoxacarb 15.8% EC under section 9(3)

	                                                                           Approved. 

	Agenda item No 6.2
	Consideration of application of M/s Bayer CropScience Ltd.,  Mumbai for grant of registration for import Improvalicarb technical under section 9(3)

	Approved subject to fixation of tolerance limit by M/o. Health & Family Welfare.

	Agenda item No 6.3
	Consideration of application of M/s Bayer CropScience Ltd., Mumbai for grant of registration for indigenous manufacture of Improvalicarb 5.5% + Propineb 61.25%WP under section 9(3)

	Approved subject to fixation of tolerance limit by M/o. Health & Family Welfare.

	Agenda item No 6.4
	Consideration of application of M/s Indore Biotech Inputs & Research (P) Ltd., Indore for grant of registration for indigenous manufacture of Trichoderma Viride 1% WP  under section 9(3)

	
	Approved.

	Agenda item No 6.5
	Evaluation of application of M/s BMR & Co., Pune seeking registrations u/s 9(3) of the Insecticides Act, 1968 for neem oil containing Azadirachtin 0.15% EC

	 
The  Committee deliberated the agenda in detail and perused the report submitted by the Committee constituted by Deptt. Agriculture & Cooperation under the Chairmanship of Dr. C.D. Mayee, Chairman, ASRB with Dr. S.N. Mukherjee, Senior Scientist, NCL, Pune and  Dr. A.P. Dash, Director,  NIMR, New Delhi, as members.  The Committee noted that the said committee has recommended to process the application of M/s. BMR and Co., Pune, for grant of registration u/s.(3) of the Insecticide Act, 1968, immediately and grant them the same for use of the product in public health programme.  In view of the recommendation of the Expert Committee and considering  the fact that the applicant  has generated certain data from National Institute of Malaria Research, ICMR, New Delhi and on  the basis of said data, the applicant has submitted the label claim for use of the product in doses of 140 mg a.i. per sq.m (1 lt.formulation diluted with 1ltr. of water  be sprayed in 10.7 sq.m) for control of mosquito larvae in different habitate,  the Committee decided to grant registration u/s.9(3b) with commercialization for use in public health  for a period of two years.  Further, the Committee decided that the applicant may be asked to generate the data as per the guidelines of the Registration Committee on deficient parameter within this period. 

	Agenda item No 7.0
	9(4) Cases

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

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

	Agenda item No 7.2
	Consideration of application of M/s Hyderabad Chemicals Products Ltd., Hyderabad for grant of

 registration for indigenous manufacture of Glyphosate technical under section 9(4)

	
	Approved.

	Agenda item No 7.3
	Consideration of application of M/s Rotam India Ltd. for grant of registration for indigenous manufacture of Carbendazim technical under section 9(4)

	 Approved.

	Agenda item No 7.4
	Application of M/s Krishi Rasayan for technical import of Cartap Hydrochloride u/s 9(4)

	      The Committee deliberated the agenda and decided to reject and application  as the consent letter is not in order.  It should be from the changed name of the approved source of the product.

	Agenda item No 8.0
	Endorsement Cases

	Agenda item No 8.1
	Deferred agenda of 294th meeting

	Agenda item No 8.1.1
	Consideration of application of M/s Vestergaard Frandsen (India) Pvt.Ltd. for change in name of supplier for Deltamethrin Impregnated Mosquito Bedmet 55 mg/m.

	Approved.

	Agenda item No 8.2
	Request from M/s FMC India Pvt. Ltd., Bangalore  for the endorsement of  repackaging for Carfentrazone-ethyl 40% EC in India

	Approved.

	Agenda item No 8.3
	Request from M/s United Phosphorus Ltd., Mumbai  for the endorsement of  alternate packaging for Mancozeb 75% WP

	Approved.

	Agenda item No 8.4
	Request from M/s FMC India Pvt. Ltd., Bangalore  for the endorsement of  new/alternate packaging in PET bottles for Carbosulfan 25%EC 

	Approved.

	Agenda item No 8.5
	Request from M/s FMC India Pvt. Ltd., Bangalore  for the endorsement of new/alternate packaging in PET bottles for Bifenthrin 10%EC

	Approved.

	Agenda item No 8.6
	Request from M/s Bayer Crop Science Ltd., Mumbai   for the endorsement of  additional pack size of 600 gm for Fenamidone 10% + Mancozeb 50% - 60 WG

	The Committee deliberated the agenda in detail and approved the pack size of 600 gm in lieu of 500gm pack size.  Accordingly, 500 gm pack size should be deleted from the Certificate of Registration of the applicant.

	Agenda item No 8.7
	Application from M/s Bayer Crop Science Ltd., Mumbai for endorsement of Aluminium container of 3 litres capacity for Fenoxaprop-P-ethyl 9.3% EC

	Approved.

	Agenda item No 8.8
	Change in the approved dose of Pirimiphos methyl 50% EC for control of immature Mosquitoes in polluted water under National Vector Borne Disease control Programme

	The Committee noted that the comments of M/o. Health & Family Welfare have been received and as per their comments, Indian Council of Medical Research( ICMR)  has been requested to provide further clarification.

	Agenda item No 8.9
	Request from M/s Bayer Crop Science Ltd., Mumbai for Label extension of Fenoxapeop-p-ethyl 9.3% EC for use in black gram    

	The Committee deliberated the agenda in detail and did not approve the application as two seasons data has not been submitted for the same location as per the guidelines and the data from Annamalai University may be submitted at the appropriate doses.

	Agenda item No 8.10
	Request from M/s Bayer Crop Science for extension of bio-efficacy claim of Imidacloprid 30.5% SC in Cotton and Rice crops

	Approved.

	Agenda item No 8.11
	Consideration of application of M/s Dow Agro Sciences India Pvt. Ltd., Mumbai for label expansion of Oxyfluorfen 22.5% EC on menthe crop

	Approved subject to fixation of tolerance limit by M/o. Health & Family Welfare.



	Agenda item No 8.12
	Consideration of a request of M/s United Phosphorus Ltd., Mumbai for incorporation of dye in the chemical composition of Carbendazim 12% + Mancozeb 63% WP

	               The Committee deliberated the agenda and decided to maintain status-quo.  Further, the Committee decided that the applicant may be asked to submit the information regarding International scenario on  addition of  dye in formulation for foliar application.  



	Agenda item No 8.13
	Consideration of application of M/s Dhanuka Agritech Ltd for endorsement of name of authorized agent along with the approved source of import of Ethofenprox technical



	Approved.



	Agenda item No 8.14
	Request for change in company’s name – transfer of Certificate of registration in favour of M/s Vallabh Bio Science (P) Ltd., Gujarat

	Approved.

	Agenda item No 9.0
	MISCELLANEOUS ITEMS 

	Agenda item No 9.1
	Approval of Protocols

	             Approved the Protocol of Abamectin1.9% of M/s. Crystal Phosphate for health monitoring and toxicity studies to livestock with a comments presented in the agenda.    It also approved the request of M/s. Chemtura for exemption of generation of data on health monitoring   studies of  Carboxin 17.5 + Thiram 17.5% FF  and the request of M/s. BASF India Ltd. for exemption of health monitoring studies  and toxicity to livestock for  Metiram 55% + Pyraclostrobin 5% WG.       

	Agenda item No 9.2
	Consideration of request of M/s Microplex Biotech & Agrochem Pvt. Ltd., Wardha for enhancement of shelf life of Peudomonas fluorenscens 0.5% WP u/s 9(3B)

	Approved the shelf life of one year.

	Agenda item No 9.3
	Consideration of a request of M/s Om Agro Organics, Yavatmal for enhancement of shelf-life from four months to one year of NPV of Helicoverpa armigera 0.50% AS registered u/s 9(3B) 

	Approved the shelf life of one year  subject to extension of validity of Certificate of Registration .

	Agenda item No 9.4
	Consideration of a request of M/s Yash Krishi Takniki Evam Vigyan Kendra, Allahabad for enhancement of shelf-life of Trichoderma viride 1.0% WP registered u/s 9(3B)

	Approved the shelf life of one year.

	Agenda item No 9.5
	Consideration of a request of M/s Vaibhavalaxmi Bio-Control Lab., Wardha for enhancement of shelf-life of Verticillium lecannii 1.15% WP registered u/s 9(3B)

	Approved the shelf life of one year.

	Agenda item No 9.6
	Request from M/s Gharda Chemicals Ltd., Mumbai for scrutiny of application as per old guidelines of herbicides for registration of indigenous manufacture of Dicamba 42% SL u/s 9(3B)

	Approved.

	Agenda item No 9.7
	Ex-post facto approval of the Terms of Reference of the Committee formed to inspect the premises of M/s Welsuit Glass & Ceramics Pvt. Ltd., Gavasad, Gujarat 

	Approved.



	Agenda item No 9.8
	Consideration of application for enhancement of Shelf- life under section (4) of Insecticides Act

	Approved.

	Agenda item No 9.9
	Revalidation of registration certificate under section 9(4) in respect of M/s Sumitomo Chemicals India (P) Ltd., Mumbai

	Approved.

	Agenda item No 9.10   
	Request from M/s Punjab Chemicals and Crop Products Ltd., Mumbai to use the existing packing material consequent to change in the name of I.A. & I.C.Chem Pvt. Ltd. to PCCPL

	              The Committee decided to permit the applicant to use the existing packaging material for a period of six months.

	Agenda item No 9.11
	Import of sample quantity of coded product NC-319 (75% WDG) request from M/s Dhanuka Agritech Ltd., New Delhi

	Approved.

	Agenda item No 9.12
	Consideration of a representation of M/s Parijat Industries (India) Pvt. Ltd regarding import of active ingredient for export of branded formulation

	         The Committee deliberated the agenda in detail and decided to maintain status-quo for the export guidelines.

	Agenda item No 9.13
	Ex-post facto approval for import permit issued for the period from

	Approved.

	Agenda item No 9.14
	Consideration of application for import permit for Boric acid and other substances for non-insecticidal use

	           The  Committee deliberated the agenda in detail and approved as per Annexure B, Part- I, II and III



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

	-NIL-

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

******


Annexure-A

Data Requirements for Registration of formulation of pesticides for indigenous manufacture where formulation is registered for import without registering the technical under Section 9(3)
	S.No.
	Parameter
	FIM
Vs
FIT

	1
	2
	3

	A. Chemistry 

	1.
	Source of  Supply
	NR

	2.
	Chemical Composition
	R

	3.
	Chemical Identity
	R

	4.
	Physico - Chemical Properties
	R

	5.
	Technical Bulletin
	NR

	6.
	Specification
	R

	7.
	Method of Analysis
	R

	8.
	Analytical Test Report
	R

	9.
	Identification& Quantification of identifiable Impurities
	NR

	10a.
	Shelf-life
	R

	10b. 
	Shelf-life Data
	R

	11.
	Establishment of Chemical Equivalence
	NR

	12a.
	Process of Manufacture
	R

	12b.
	Information about Raw Materials Used
	R

	12c.
	Their Source of Supply.
	R

	12d.
	Step-wise Manufacturing Process.
	R

	12e.
	Chemical Equation
	NR

	12f.
	Formula
	NR

	12g.
	Flow sheet diagram of process of manufacture
	R

	12h.
	Effluent Treatment method
	R

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

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


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

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

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

	B. Bio-efficacy 

	18a. 
	Bio-effectiveness
	R

	18b.
	Phyto-toxicity
	R

	18c.
	Effect on parasites & predators
	R

	19.
	Translocation in plants
	NR

	20.
	Metabolism on soil
	NR

	21.
	Metabolism on water
	NR

	22.
	Metabolism on plant
	NR

	23.
	Persistence in soil
	R

	24.
	Persistence in water
	R

	25.
	Persistence in plant
	R

	26.
	Compatibility with other chemicals, if claimed 
	R

	27.
	Residues in plant
	R

	28.
	Residues in soil
	R

	29.
	Residue tolerance limits fixed by foreign countries
	R

	30.
	Cost benefit ratio
	NR

	31.
	Registration status in foreign countries
	NR


	C. Toxicology 

	32.
	Acute oral in rat & mice
	R

	33.
	Acute dermal
	R

	34.
	Acute inhalation
	R

	35.
	Primary skin irritation
	R

	36.
	Irritation to mucous membrane
	R

	37.
	Sub-acute oral rat
	NR/R

	38.
	Sub-acute oral dog
	NR/R

	39.
	Sub-acute dermal
	NR/R

	40.
	Sub-acute inhalation
	NR/R

	41.
	Neuro-toxicity
	NR

	42.
	Synergism & potentiation
	NR

	43.
	Teratogenicity
	NR

	44.
	Effect on reproduction
	NR

	45.
	Carcinogenicity
	NR

	46.
	Metabolism
	NR

	47.
	Mutagenicity
	NR

	48.
	Toxicity to birds
	R

	49.
	Toxicity to fish
	R

	50.
	Toxicity to honeybees
	R

	51.
	Toxicity to live stock
	R

	52.
	Medical data
	R

	53.
	Human toxicity  information from foreign countries
	NR

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

	55.
	Health records of Industrial workers.
	R

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

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


	D. Packaging 

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

	59
	Labels to contents
	R

	a.
	Detailed Chemical composition
	R

	b.
	Purpose for import / manufacture.
	R

	c.
	Antidote
	R

	d.
	Toxicity triangle
	R

	e.
	Cautionary statement
	R

	f.
	Brief direction concerning usages
	R

	g.
	Restriction if any
	R

	60.
	Leaflets to contain
	

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

	b.
	Introductory para about the pesticide
	R

	c.
	Detailed directions concerning usages
	R

	d.
	Time of application 
	R

	e.
	Application equipment
	R

	f.
	Waiting Period
	R

	g.
	Symptoms of poisoning
	R

	h.
	First aid measures
	R

	i.
	Antidote & treatment
	R

	j.
	Restriction, if any
	R

	k.
	Instruction for storage
	R

	l.
	Information regarding disposal of used packages.
	R

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

	62.
	Manner of packaging
	R

	63.
	Specification for primary package
	R

	64.
	Specification for secondary packaging.
	R

	65.
	Specification for transport packaging.
	R

	66. 
	Manner of labeling
	R

	67.
	Performance of container during storage stability test
	R


 

Abbreviations :

R  :    Required    
          
NR :   Not required

FIT :  Formulation Import 
FIM :  Formulation Indigenous Manufacture 

TIT :  Technical Import         TIM :  Technical Indigenous Manufacture 

Note :   

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

2.
Data is required to be submitted on technical as per the  following guideline: 

(i) TIT Vs TI (New Source) 

or

(ii) TIT Vs TIM 

as the case may be. 

*****

Annexure -B
Part – I

STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF BORIC ACID

	S.No
	Name of the Applicant

(M/s)
	Decision of the RC

	1
	2
	3

	1. 
	MFPL Fluorine Products Ltd., Express Highway, Manali, Chennai – 600 068 

Letter No. MFPL/2008-09/107 

dated 27th December, 2008
	Approved issuance of import permit for 60 MT of Boric Acid taking into account the recommendation of the Nodal Agency as well as consumption of past four years.

	2. 
	Navin Fluorine International Limited, Kalpataru Point, Kamani Marg, Sion (East), Mumbai – 400 022

Letter No. Nil dated 25.2.2009 
	The applicants may be asked to explain first as to how did they import 1379 MT Boric Acid when they were granted import permit to import only 952 MT Boric Acid? 

	3. 
	Borax Morarji Limited, Prospect Chambers, 317/21, Dr. D.N. Road, 

Mumbai – 400 001

Letter No. BML/CIB/1709 dated 17th February, 2009 


	The applicants may be asked to first obtain an Advanced Authorization from Ministry of Commerce & Industry and submit a copy of the same before seeking import of Boric Acid.

	4. 
	Supreme Glazes Pvt. Ltd., Block No. 1537, 1538-A/I , Village-NADA, Taluka – JAMBUSAR, Distt. Bharuch, South Gujarat 

Letter No. dated 16.2.2009 
	The Committee noted that the applicants had obtained import permit for 625 MT Boric Acid, last year but used only 322.033 MT so far. They may, therefore, seek revalidation of the import permit for unused quantity. 

	5. 
	Growmore Ceramics Pvt. Ltd., Survey No. 519/1, Village Kotha, Taluka Kalol, Dist. Gandhinagar. , Gujarat 

Letter No. NIL dated 13.3.2009 
	Approved issuance of import permit for 25 MT of Boric Acid taking into account the recommendation of the Nodal Agency as well as consumption in the past four.

	6. 
	Atalas Fine Chemicals Pvt. Ltd., Debhanu Mansion, Nasik-Pune Highway, Nasik Road, Maharashtra – 422 101 

Letter No. NIL dated 3.3.2009 
	Approved issuance of import permit for 200 MT of Boric Acid taking into account the recommendation of the Nodal Agency as well as consumption in the past and subject to submission of process of manufacture of Coumarin, showing use of Boric Acid therein and copy of the application, made to DIC.


Part-II

STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF DUAL USE INSECTICIDES (EXCEPT BORIC ACID)

	Sl. No.
	Name of the Applicant

(M/s)
	Decision of the RC

	1
	2
	3

	1. 
	Gharda Chemicals Ltd., 5/6, Jer Mansion, W.P. Varde Road, Bandra (W), Mumbai 

Salem Dist., Tamil Nadu 

Letter No. IMD/2854

dated 10th February, 2009  
	Approved issuance of import permit for 1500 MT of Ethylene Dichloride taking into account the recommendation of the Nodal Agency as well as consumption in the past.                                                                                                                                                                                                                                                                                    

	2. 
	 M.B. Sales Corporation, 15/17, Khetwadi 8th Lane, Ratnakar C.H.S. Ltd., Ground Floor, Mumbai – 400 004 Lr. No. Nil dated 5th January, 2009 
	Approved issuance of import permit for 70 MT per annum of Potassium Cyanide in view of import figures of the past and subject to verification of original Poisons’ License.

	3. 
	Bhagiradha Chemicals & Industries Limited, Plot No.3, Sagar Society, Road No.2, Banjara Hills, Hyderabad – 500 034 Letter No. MCF/1149 dated 13th February, 2009 
	Approved issuance of import permit for 695 MT of Acrylonitrile taking into account the recommendation of the Nodal Agency as well as consumption in the past.

	4. 
	Divi’s Laboratories Ltd., Divi Towers, 7-1/77/E/303, Dharam Karan Road, Ameerpet, Hyderabad – 500 016  Letter No. Nil dated 09.03.2009  
	Approved issuance of import permit for 1800 MT of Ethylene Dichloride in view of import figures of the past and subject to verification of original Poisons’ License.

	5. 
	Divi’s Laboratories Ltd., Divi Towers, 7-1/77/E/303, Dharam Karan Road, Ameerpet, Hyderabad – 500 016 Letter No. Nil dt 09.03.2009  
	Approved issuance of import permit for 50 MT per annum of Ethylene Dibromide in view of import figures of the past and subject to verification of original Poisons’ License.

	6. 
	Reliance Industries Limited, Dahej Manufacturing Division, PO Dahej, Taluka Vagra, District Bharuch, Gujarat Letter No. NIL dated 19.2.2009 
	Approved issuance of import permit 3300 of Barium Carbonate taking into account the recommendation of the Nodal Agency as well as consumption in the past.

	7. 
	Northern Tannery , Jajmau, Kanpur – 208 010 

Letter No. NIL dated 9.3.2009 
	Approved issuance of import permit 1500 Kg of TCMTB (30%) taking into account the recommendation of the Nodal Agency as well as consumption in the past.


Part – III

Representations for Issuance of Import Permit for Dual Use Insecticides 

	S.No
	Name of the Applicant

(M/s)
	Issue raised 

	1
	2
	3

	1. 
	Tamilnadu Petroproducts Ltd.

Post Box No.9, Manali Express Highway, Manali, Chennai – 600 068

Lr.No.TPLOG/BaCO3 

 Dt 3rd February,2009
	Approved for extension of period of validity of the import permit, issued vide No.21-1/2008-CIR.II dated 03-03-2008, for import of Barium Carbonate for a period of one year after which they shall have to apply afresh as per laid down procedure.  

	2. 
	OCL India Ltd., Stephen House 4, B.B.D. Bag (East), P.B. No. 838, Kolkata – 700 001

Letter No. CL/100/401 dated 28th February, 2009 
	Approved a further quantity of 10 MT of Boric Acid in order to facilitate the applicants to import a container-full load of material.                                                               
 

	3. 
	Schott Glass India Pvt. Ltd., 2nd Floor, Sidcup Tower, Race Course, Baroda – 390 007 

Letter No. PTI.PU.PVK dated 05.03.2009 
	The applicants may be asked to apply afresh as they have imported almost all the quantity, for which import permit was vide No.21-3/2007-CIR.II dated 30th March ,2007 and revalidated vide No.21-1/2008-CIR.II dated 6th May, 2008 for one more year. 


