Minutes of the 284th     meeting of the Registration Committee 

held on 13.12.2007 at 10.30  A.M.  in Room No.142, Krishi Bhawan,  New Delhi.
The 284th   meeting of the Registration Committee (RC) was held under the Chairmanship of Dr. N.B. Singh, Agriculture Commissioner on 13.12.2007 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, Assistant Director General(PP), ICAR and Dr. (Mrs.) S. Kulshrestha, Secretary, CIB&RC attended the meeting. 

Following officers from the Secretariat of CIB&RC were also present:

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

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

(iii) Dr. Ravi Prakash, Jt. Dir(PP)

(iv) Shri Vipin Bhatnagar, Jt.Dir.(Chem)

(v) Shri. A.K. Bandhopadhya, DD (Ent.)

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

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

(viii) Sh. L. Ananth, SO(CIR-II)

(ix) 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 283rd    meeting of the Registration Committee

	The Minutes of the 283rd  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 283rd   meeting.



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



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

	Noted.



	Agenda item No.3.0
	Government Business 



	Agenda item No 3.1
	Review of various pesticides which are banned in other countries but are being used in India



	  The agenda was discussed in detail and the Committee reiterated its decision of 276 the R.C. Meeting  that the protocols on these studies should be submitted by the Industry Associations.



	Agenda item No 3.2
	Reconsideration of draft guidelines for data requirement for registration of combination products of one registered Insecticide  and one registered Fungicide 



	The Committee approved the guidelines for registration of combination product of  one registered insecticide and one registered fungicide, as per Annexure 1

	Agenda item No 3.3
	Part-III report of the Expert Group constituted under the Chairmanship of Dr. C.D. Mayee for pesticides reviewed for their continued use or otherwise in the country.



	  The Committee deliberated the agenda and decided  that comprehensive agenda  note may be brought to the next Meeting of  Registration Committee 

	Agenda item No 3.4
	Reviews of various pesticides which are banned in other countries but are being used in India-Ethofenprox



	The Committee deliberated the agenda in detail and did not approve the request of the applicant  to use the stock of old label-leaflets which did not bear the precautions as approved by the Registration Committee.

	Agenda item No 3.5
	Existence of patents in regard of manufacture of pesticides

	The Committee noted the contents of the agenda and decided to refer the matter to DAC for seeking advice from the Ministry of Law.  Further, the Committee decided that three major Pesticides Associations viz. Crop Life, Crop Care & PMFAI should be invited to present their views on the issue of patent in the 286th meeting of the Registration Committee.

	Agenda item No 3.6
	Representation of Pesticides Manufacturers & Formulators Association of India regarding priority for Star Export Houses

	             The Committee considered the representation of PMFAI on the issue  of  yearly fee for Rs.25,000/- for accreditation and decided to adhere to it.   However, with reference to the deposit amount of Rs.50,000/-, the Committee decided to refer the matter to DAC as the same has been prescribed by DAC.                                                  

	Agenda item No 3.7
	Procedure for registration of “formulation”for import and its technical grade insecticide

	            The Committee deliberated the agenda in detail and approved the following guidelines for registration of formulations for import and its technical grade insecticide:

1. Registration of formulation for import without registering its technical grade insecticide:  Formulations for import shall continue to be registered without registering  technical grade insecticide as per the existing guidelines of the Registration Committee, wherein complete data on technical grade insecticide shall also be submitted by the applicant as per Technical Import Guidelines of the Registration Committee.

2. Issuance of Certificate of Registration for technical :  The Certificate of Registration of Technical Grade insecticide for Technical Import Category shall be issued simultaneous to the issuance of Certificate of  Registration for the formulation import, with the condition that it shall come into force on expiry of a period of three years from  the date of its issue.

3. Consideration of applications of other applicants:  After coming into force of the Registration of such technical grade insecticide, applications of other applicants under Technical Import(New Source), Technical Indigenous Manufacture, Formulation Indigenous Manufacture, etc. shall be considered by the Registration Committee as per its guidelines.

Further, the Committee deliberated the representation submitted by Crop Life India on this issue and observed that the directives in this regard have been received from DAC and, therefore, requires to be implemented.

In view of the directives of the DAC that these norms (technical be deemed registered after expiry of three years from the date of registration of formulation for import) will be applicable to all the pesticides which are already registered for  formulation import, without registering the technical, the Committee directed the Registration Secretariat to issue the registration certificate for technical import of such insecticides, which have been registered for import of formulation without registering technical.



	Agenda item No 3.8
	Regulation of multi-use insecticides-formulation of simplified registration procedure of multi-use pesticides

	          In view of the submission of report during the meeting, the Committee decided the report may be critically perused by the Members and may be deliberated in the next meeting.           

	Agenda item No 3.9
	Guidelines for enhancement of shelf-life of insecticides registered under Section 9(4) of the Insecticides Act,1968. 

	            The Committee deliberated agenda in detail and approved the guidelines which are annexed. (Annexure II).

	Agenda item No 3.10
	Consideration of guidelines for data requirement of Seed Treatment products registration and extension of label claims for insecticides / fungicides for seed treatments already registered as foliar spray

	           The Committee deliberated agenda in detail and approved  the guidelines as annexed. (Annexure-III).

	Agenda item No 3.11
	Guidelines for registration of Herbicides

	           The Committee deliberated agenda in detail and decided  that in  view of the request of Industry Association, they may be asked to make presentation in the next meeting of  the Registration Committee.

	Agenda item No 3.12
	Toxicological data requirement pertaining to Cell Culture for Bio-pesticides (Baculoviruses)

	            The Committee deliberated agenda in detail and decided  that the Deptt. of Bio-Technology may be asked to provide the suggestion for amendment in the protocol for testing on Cell culture.

	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
	Consideration of application of M/s United Phosphorous Limited, Mumbai , for grant of registration for indigenous manufacture of Beta Cypermethrin10% EC (Insecticide) under section 9(3) for export only.

	                                                Approved.

	Agenda item No 4.3
	Consideration of application of M/s Excel Crop Care Limited, Mumbai , for grant of registration for indigenous manufacture of Triclopyr Butoxy Ethyl Ester Technical  (Herbicide) under section 9(3) for export only.

	                                                           Approved.

	Agenda item No 4.4
	Consideration of application of M/s Bayer Crop Science Limited, Mumbai , for grant of registration for indigenous manufacture of Tebuconazole25% WG (Fungicide)  under section 9(3) for export only.

	                                                          Approved.

	Agenda item No 5.0
	9(3b) Cases

	Agenda item No 5.1
	Reconsideration of application of M/s T.Stanes & Co. Ltd., Coimbatore, for grant for indigenous manufacture of Ampelomyces quisqualis 2.0% WP

	The Committee deliberated the agenda in detail and decided to seek clarification from the applicant on the comments/observations of ADG(PP), ICAR.

	Agenda item No 5.2
	Consideration of application of M/s Sri Venkateswara Chemicals, for grant of registration for indigenous manufacture of Verticillium Lecannii 1.15% WP under Section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.3
	Consideration of application of M/s Junna Life Sciences, Hyderabad,  for grant of registration for indigenous manufacture of Verticillium Lecannii 1.15% WP under Section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.4
	Consideration of application of M/s Shri Ram Solvent Extractions Pvt. Ltd., Jaspur (Uttaranchal) for grant of registration for indigenous manufacture of Verticillium Lecannii 1.15% WP under Section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.5
	Consideration of application of M/s Surya Bio Products, Elurru, A.P.for grant of registration for indigenous manufacture of Pseudomonas flrorescens 0.5% 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 Om Agro Organics, Yavatmal, Maharashtra, for grant of registration for indigenous manufacture of Beauvaria bassiana  1.15% 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 Chaitra Agri Organics, Mysore, for grant of registration for indigenous manufacture of Trichoderma Viride 1.15% WP under Section 9(3B)

	Approved for a period of two years with commercialization.

	Agenda item No 5.8
	Request for extension of validity period of provisional certificate of registration of Trichoderma Viride 1.% for two years with commercialization of M/s Harit Bio-control Lab., Yavatmal.

	Approved for a period of one year with commercialization.

	Agenda item No 5.9
	Request for extension of validity period of provisional certificate of registration of Trichoderma Viride 1.% for two years with commercialization of M/s Vidharbha Bio Tech Lab., Yavatmal.

	                                                   Approved for a period of one year with commercialization.

	Agenda item No 5.10
	Request for extension of validity period of provisional certificate of registration of Trichoderma Viride 1.% for two years with commercialization M/s Central Biotech , Nagpur.

	Approved for a period of one year with commercialization.

	Agenda item No 5.11
	Request for extension of validity period of provisional certificate of registration of Trichoderma Viride 1.% for one year  with commercialization of M/s Ocean Agro (I) Ltd., Baroda. 

	Approved for a period of one year with commercialization.

	Agenda item No 5.12
	Request for extension of validity period of provisional certificate of registration of Trichoderma Viride 1.% for  one year with  commercialization of M/s Jai Kissan Agro, Indore

	Approved for a period of one year with commercialization.

	Agenda item No 5.13
	Request for extension of validity period of provisional certificate of registration of Pseudomonas flrorescens 0.5% for one year  with commercialization of M/s Ocean Agro (I ) Ltd., Vadodara 

	Approved for a period of one year with commercialization.

	Agenda item No 5.14
	Request for extension of validity period of provisional certificate of registration of Tichoderma Viride 1.0% WP for a period of one year with commercialization and shelf life as one year of M/s Microplex (India) Ltd., Wardha.

	 Approved for a period of one year with commercialization and also shelf life of one year.

	Agenda item No 5.15
	Request for extension of validity period of provisional certificate of registration of Tichoderma Viride 1.0% WP for a period of one year with commercialization and shelf life as one year of M/s Om Organics, Yavatmal.

	                                                            Approved for a period of one year with commercialization.   

	Agenda item No 5.16
	Request for extension of validity period of provisional certificate of registration of Tichoderma Viride 1.0% WP for a period of one year with commercialization and shelf life as one year of M/s Indore Biotech Inputs & Research (P) Ltd., Indore

	                                                             Approved for a period of one year with commercialization.    

	Agenda item No 5.17
	Request for extension of validity period of provisional certificate of registration of Tichoderma Viride 1.0% WP for a period of one year with commercialization and shelf life as one year of M/s Universal Agro Biotech, Nohar

	                                                            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 Willowood Agro-Chem Pvt. Ltd., Bikarner for grant of registration for import of Validamycin Technical

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

	Agenda item No 6.2
	Consideration of application of M/s Chemtura Chemicals India Pvt. Ltd.  for grant of registration for import of Diflubenzuron 2% Tab formulation

	Approved.



	Agenda item No 6.3
	Consideration of application of M/s Biostadt India Ltd for grant of registration for import of Hexythiazoxd  Technical and indigenous manufacture of its 5.45% EC formulation

	                                                                    Approved subject to fixation of  tolerance by Ministry of Health & Family Welfare.      

	Agenda item No 6.4
	Consideration of application of M/s Hyderabad Chemicals Ltd. for grant of registration for indigenous manufacture of Thiodicarb  Technical

	         The Committee deliberated the agenda in detail and decided that the applicant may be asked to submit the sample of technical for testing in CIL for its acute oral toxicity of rat.

	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 Punjab Chemicals & Crop Protection Ltd. for grant of registration for indigenous manufacture of Sulfosulfuron Technical.



	                                                           Approved.



	Agenda item No 7.3
	Consideration of application of M/s Punjab Chemicals & Crop Protection Ltd. for grant of registration for indigenous manufacture of Clodinafop Propargyl Technical.



	                                                                 Approved.



	Agenda item No 7.4
	Consideration of application of M/s Sharda Worldwide Exports Pvt. Ltd. for grant of registration for indigenous manufacture of Imidacloprid Technical.



	                                                                 Approved.    

                    

	Agenda item No 7.5
	Consideration of application of M/s Tagros Chemicals India  Ltd. for grant of registration for indigenous manufacture of Indoxacarb Technical.



	                                                                 Approved.   

                     

	Agenda item No 7.6
	Consideration of application of M/s Sharda Worldwide Exports Pvt. Ltd. for grant of registration for indigenous manufacture of Clodinafop Propargyl Technical.



	                                                                 Approved.   



	Agenda item No 7.7

	Consideration of application of M/s Sharda Worldwide Exports Pvt. Ltd. for grant of registration for indigenous manufacture of Thiomethoxam Technical.



	                                                                 Approved.



	Agenda item No 7.8

	Consideration of application of M/s Sabero Organics Gujarat Ltd. for grant of registration for indigenous manufacture of Imidacloprid Technical.



	                                                                 Approved.



	Agenda item No 8.0
	Miscellaneous Items

	Agenda item No 8.1
	Request for endorsement by M/s Bayer Crop Science Ltd., Mumbai of additional pack of 10 litre capacity for Cyperfluthrin 5% w/w EV



	Deferred.

	Agenda item No 8.2
	Request for endorsement by M/s Bayer Crop Science Ltd., Mumbai of additional pack of 9 ml as “Unit Pack” of HDPE bottle for Imidacloprid 48% w/w FS

	                                               Deferred.

	Agenda item No 8.3
	Request for removal of shrink sleeve of polyproplylene film from aerosol cans of d-trans Allethrin 0.25% ww and Imiprothrin 0.07% + Cypermethrin 0.2% made by M/s Godrej Sara Lee Ltd.

	 Deferred.

	Agenda item No 8.4
	Consideration of extension of Bioefficacy claims of Prallethrin 0.05% w/w Mosquito Coil in favour of M/s Godrej Sara Lee Ltd.

	     The Committee deliberated the agenda in detail and decided that  the  details  of  various  Mosquito Coils registered with different  burning time duration along with their specification and chemical composition till date be brought to the next meeting of Registration Committee for reconciling the chemical composition  and burning time duration.                                            



	Agenda item No 8.5
	Request for endorsement of alternate packing of Carbendazim 12%+Mancozeb 63% proposed by M/s United Phosphorus Ltd.  

	                                                           Deferred.

	Agenda item No 8.6
	Priority on Scrutiny for Seed Treatment Formulation File No. 20-F/9(3)/2007-Application for registration of Difenconazole 3% WS for local manufacgture and use as seed treatment on wheat  u/s 9(3) of IA, 1968.

	    The Committee deliberated the agenda in detail and observed that now the insecticide would be required for next Rabi season and further alternative is available and, therefore, did not consider necessary to accord the priority.

                                

	Agenda item No 8.7
	Approval of Protocols.

	                                                            Approved.

	Agenda item No 8.8
	Issue of Import Permit for Boric Acid & other substances for non-insecticidal use.

	     The Committee deliberated the agenda in detail and decided as per Annexure IVA.                                                               

	Agenda item No 8.9
	Deferred Agenda Item of 283rd RC Meeting



	Agenda item No 3.4
	Procedure for registration of “formulation” for imports and its technical grade insecticide.

	             Already discussed vide Agenda Item No.3.7 of 284th Registration Committee.

	Agenda item No. 3.5
	Decision of the Appellate Authority in the Appeal filed by M/s.Supreme Glazes Pvt. Ltd., Village Nada, Ta. Jambusar, Distt. Bharuch for import permit of Boric Acid

	            The Committee considered the decision of the Appellate  Authority.

	Agenda item No. 3.6
	Consideration of the case of M/s. Navin Fluorine International Ltd. import of Boric Acid

	             The    Committee noted the decision of the  High Court.  Further, Secy.CIB&RC  apprised the Committee  that as per the decision of the Hon”ble High Court of Delhi,  the Appellate Authority  has reconsidered the appeal and  has directed the Secy.CIB&RC to issue import permit of 952 MT of Boric Acid to the applicant and accordingly the same has been issued.                                        

	Agenda item No. 5.2


	Request from M/s.High Field Ag.Chem Pvt. Ltd., Aurangabad for extension of provisional registration of Forchlorfenuron 0.1%SL u/s.9(3B)

	The Committee deliberated the agenda in detail and observed  that  the applicant has not yet applied for the registration u/s.9(3) and, therefore, decided to advise the applicant to submit application u/s.9(3) along with complete data. 

   

	Agenda item No.  8.2
	Issue of import permit for Boric Acid & other substances for non-insecticidal use.



	         The Committee deliberated the agenda in detail  and decide as per Annexure IVB.                                                   


	Agenda item No.  8.3
	Clarification regarding End use (No Objection) Certificate for import of Boric Acid



	         The Committee  noted the clarification issued by DGFT, Ministry of Commerce and decided to refer the same to DAC for inclusion in the list of Nodal Ministries from where the recommendations can be obtained by the applicants.

	Agenda item No.  8.4
	Endorsement for change of Company name in respect of M/s. Dhanuka Agritech Ltd.



	                                                            Approved.

	Agenda item No.  8.5
	Endorsement for change of Company name in respect of M/s. Dhanuka Agritech Ltd.

	                                                            Approved.

	Agenda item No 9.0
	Any other item with the permission of the Chair. 



	    Endorsement of 20 gm in lieu of 16 gm for Clodinafop, Propargyl 15% WP-

     The Committee observed that this packaging endorsement is already approved by the Registration Committee and in view of the request from the Director of  Agriculture, Punjab and various registrants and considering the use of this herbicides for wheat  in the ensuing Rabi season, the Committee decided that this  endorsement  for other applicants may be issued by the Registration Secretariat on priority.

 

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

******




ANNEXURE – I 

DATA REQUIREMENTS FOR REGISTRATION OF COMBINATION PRODUCT OF ONE REGISTERED INSECTICIDE AND ONE REGISTERED FUNGICIDE

A. 
CHEMISTRY

1. Detailed chemical composition




R

2. Chemical identity of individual a.i. content



R

3. Physico-chemical properties of the combination product

R

4. Specifications







R

5. Method of analysis






R

6. Analytical test report






R

7. Shelf-life claim/data






R

8. Manufacturing process

B.
BIO-EFFICACY

1. Bio-effectiveness*






R

2. Phytotoxicity







R

3. Persistence in soil**






R

4. Persistence in plant**






R

5. Persistence in water**






R

6. Compatibility with other chemicals***




R

7. Residues in plant**






R

8. Residues in soil**






R

*Bioefficacy evaluation of insecticide and fungicide alone and in combination is to be evaluated against insect pest(s) and disease(s) as per label claim(s) under different agro-climatic conditions for two seasons.

**If the a.i. content in the combination product is higher than the a.i. content of the registered formulation under the Insecticides Act, the applicant is required to submit the data.

***If the product is proposed to be mixed with other chemicals, the data on compatibility with these chemicals are required to be submitted.

C.
TOXICOLOGY

1. Technical product of individual pesticides should be 
R

regularly registered.

2. The toxicity data on Final Product (Combination product 
R

have to be generated as per the data prescribed for 

formulated products in Gaitonde Committee report provided

that the strength of individual component is lower than 

the registered formulations.  

3. Primary skin irritation





R

4. The components of combination should preferably be
R

 limited to two only.

D.
PACKAGING AND LABELLING

1. Label and Leaflets as per Insecticides Rules, 1971 
R

existing norms

2. Type of packing





R

3. Manner of Packing (Packging material plus 

R

compatibility with content)

4. Specifications for primary packing



R

5. Specifications for Secondary packing


R

6. Specifications for transport packing


R

7. Manner of Labelling





R

8. Instructions for storage and use, etc.


R

9. Information regarding disposal of used package.
R

R-Required.

ANNEXURE-II

GUIDELINES FOR ENHANCEMENT OF SHELF LIFE OF INSECTICIDES REGISTERED UNDER SECTION 9(4) OF THE INSECTICIDES ACT, 1968 


Following guidelines are proposed for making an application for enhancement of shelf life of insecticides, registered u/s 9(4) of the Insecticides Act, 1968:- 

General Information   

An applicant who is registered u/s 9(4) may apply in the prescribed performa giving his/her name, addresses of office as well as manufacturing premises, the product,  for which the shelf life enhancement is applied and the  registration status of the product along with the proof for each of them in the form of notarized copies of supporting documents. 

Proof of Shelf Life Enhancement 

The applicant while making an application may substantiate that the shelf life of the product has already been enhanced before his application giving the registration status of the registration in respect of which the shelf life has been enhanced. 

Chemical Equivalence 


The applicant may submit chemical composition of his product and that of the product of the registrant who has already obtained shelf life enhancement in a comparative form to prove that the two products are identical. 

Equivalence of Packaging


The applicant may submit a details of primary packaging, approved in respect of his product and compare it with the primary packaging approved based on which the shelf life of the product of another registrant was enhanced before to prove that the primary packaging of the two is identical. 

Verification 


The applicant is required to verify (declare) that the information furnished by him is correct and if the same is found to be incorrect at any point of time, the enhancement shall be liable to be withdrawn. 

-----

Application proforma for enhancement of shelf-life of insecticides,

registered under Section 9 (4) of the Insecticides Act, 1968

1. Name & Address of the Applicant


:

2. Address(s) of Manufacturing Premises

:

3. Name of the Product for which shelflife 

enhancement is applied for



:



4. Whether the product is  registered u/s 9(3) or 9(4) 

in respect of the applicant, if so enclose a 

notarized copy of the Certificate of Registration
 :

5. Name of the registrant who has got the shelflife 

enhanced, give particulars w.r.t. Section [9(3)

or 9(4)] of Registration 

     

:

6. Whether the Chemical Composition of the

Product of the applicant and that of the

Registrant, who got enhancement earlier,

is identical (give comparative 

detailed Chemical Composition)


 :

7. Whether the Primary Packaging of the

Product of the applicant and that of the 

Registrant, who got the shelflife earlier,

is identical (give comparative 

detailed Primary Packaging) 



:

Date:






Signature of the applicant 

With seal

Verification 

I, _______________, s/o ______________ in my capacity as ________ do hereby solemnly verify that I am competent to make this application and that the information given in the application and the annexure(s) and statements, accompanying it, is correct and complete. I clearly understand that in the event of any information, or part thereof, being found incorrect, the enhancement shall be liable to be withdrawn without any notice.

Place:                                                                                           Signature of the applicant

 Date:

                          





   With seal.

ANNEXURE-III

GUIDELINES/DATA REQUIREMENT FOR REGISTRATION OF NEW FORMULATION  USED AS SEED TREATMENT U/S. 9(3) OF INSECTICIDE ACT 1968.

A.
CHEMISTRY
i) Source of supply of technical

ii) Chemical composition

iii) Chemical identity of technical

iv) Physico-chemical properties of adjuvants

v) Specific specification method of analysis

vi) Analytical test report

vii) (a)  Shelf life claim

(b) Shelf life data

viii) (a)   Process of manufacture

(b) Information about raw material used

(c) Their source of supply 

(d) Step-wise manufacturing process

(e) Flow-sheet diagram of process of manufacture

(f) Effluent treatment method

ix) The applicant should provide sample along with standard technical sample

from Principal/Authorised Dealers for chemicals verification.  In case of technical grade pesticides u/s.9(3), samples of standard impurities are also to be provided for chemical verification.  In process sample to be provided in case of indigenous manufacture of technical u/s.9(3) TIM & 9(4) TIM with undertaking.

x) Methodology for residue estimation as per BIS  format 

Copy of Form-I

Labels/Leaflets

Copy of RTT permit, if relevant

MRL proforma

B.
BIOEFFICACY & RESIDUES
1. *Bio-effectiveness

2. Phytotoxicity

3. **Effect on parasites & predators

4. Persistence in soil, water and plant

5. ***Compatibility with other chemicals, if claimed

6. Residue in plant and soil

7. Registration status in foreign countries

8. Copy of Form-I

9. Chemical composition

10. Copy of RTT permit, if relevant

11. Labels/Leaflets

C.
****TOXICITY

1. Acute oral in rat and mice

2. Acute dermal

3. Acute Inhalation

4. Primary skin irritation

5. Irritation to mucous membrane

6. Observation in man

D.
Packaging and Labelling

1.
Labels and leaflets as per-1971


existing norms (i) for size 250 ml &


below (ii) for 500 & above.

2.
Label to contents


(a)  Detailed Chemical composition


(b)  Purpose for import/manufacture


(c)  Antidote


(d)  Toxicity triangle


(e)   Cautionary statement


(f)   Brief direction concerning usages


(g)  Restriction if any

3.
Leaflets to contain


(a)  Detailed Chemical composition leaflets


      accompanying small labels (upto 250 ml size container)


(b)  Introductory para about the pesticide


(c)  Detailed directions concerning usages


(d)  Time of application


(e)   Application equipment


(f)   Waiting period


(g)   Symptoms of poisining


(h)   First-aid measures


(i)    Antidote and treatment


(j)    Restriction, if any


(k)   Instruction for storage


(i)    Information regarding disposal of used packages

4.
Type of packaging (packing material + compatibility with content)

5.
Manner of packing

6.
Specification for primary package

7.
Specification for secondary packaging

8.
Specification for transport packaging

9.
Manner of labelling

10.
Performance of container during storage stability test


Copy of Form-I

Bio-efficacy evaluation of the product for seed treatment is to be evaluated against insects, pest(s), disease(s) and weed(s) as per label claim(s) under different agro-climatic zones/multi-locational field trial for two season/year.

**
Data on effect on parasites and predators is not required in case of fungicides and herbicides, but data on antagonist microbial spectrum in rhizosphere soil is desired.

***
If the product is proposed to be mixed with other chemicals, the data on compatibility with other pesticides bio-control microbials used for seed dressing and bio-fertilizers on these chemicals are required to be submitted.

****
In case of wettable powder, if the toxicological data is generated for EC formulations applicable as per guidelines, then there is no need to generate data on wettable powder containing the a.i.

GUIDELINES/DATA REQUIREMENT FOR REGISTRATION OF ALREADY REGISTERED FORMULATIONS (AS FOLIAR SPRAY) FOR LABEL EXPANSION OF SEED TREATMENT U/S. 9(3) OF INSECTICIDES ACT 1968.

For already registered formulations as foliar spray, application for seed treatment would be considered as label expansion.  

         *
1.
Bio-effectiveness

2.
Phytotoxicity


       **
3.
Residue in plant

       **
4.
Persistence in plant

5. Registration status in foreign countries

6.
Effect on parasites and predators  (applicable in case of insecticides              only)

7.
Seven copies of revised labels/leaflets in English & Hindi.

[*
Two season multi-locational data required for each crop as per label claim.]

[**
I.
Required for additional crop as per label claim.

II.
Required for vegetable crops and crops where young seedlings are consumed as vegetables.]

ANNEXURE-IVA

Decision on the cases of 284th Meeting 

Part-I

STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF BORIC ACID

	Sl. No.
	Name of the Applicant (M/s)
	Decision, if any taken by the RC

	1
	2
	6

	1.
	Supreme Glazes Pvt Ltd, Block No. 1537, 1538-A-1, Village Nada,

Taluka-Jambusar, Distt Bharuch,

Gujarat

Lr No. Nil dated 03.12.2007
	Approved for issuance of import permit for 600 MT Boric Acid.

	2.
	Bhanu Cerglaze Private Limited, Hyderabad
	The applicant may be advised to apply in the prescribed proforma.


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, if any taken by the RC

	1
	2
	6

	1.
	Hindustan Zinc Limited

Lr. No. RAM/COM/07-08 dated 17.10.2007 
	Approved for issuance of import permit for 3000 MT Copper Sulphate.

	2.
	Coromandal Fertilizers Limited, 1-2-10, Sardar Patel Road, 

Secundrabad – 500 003
	Approved for issuance of import permit for 32 MT of Acrylonitrile and 66 MT of Ethylene Di-chloride.

	3.
	M/s Bakul Pharma, SterlingCentre, 4th Floor, 16/2 Dr. Annie Basent Road, Worli, Mumbai-400 018.

Lr. No. Nil dt. 02.11.2007
	Approved for issuance of import permit for 150 MT Sodium Cyanide.

	4.
	The Andhra Sugars Limited, Venkatarayapuram, TANUKU-534215 (A.P.)
	Approved for issuance of import permit for 229 MT Barium Carbonate.

	5.
	Gujarat Glass Ltd,

Nicholas Piramal Tower, 1st Floor,

Peninsula Corporate Park, G.K. Marg, Lower Parel(W),

Mumbai-400 018
	The applicant is required to submit the recommendation of the Nodal Ministry for consideration of his case.

	6.
	Saral Chem, 50, Haveli Building, 4th Floor, 296, Samual Street, Mumbai-400 003.

Lr. No. Nil Dt. 05.11.2007
	The applicant is required to submit the recommendation of the Nodal Ministry as well as the quantity imported and consumed during last five years for consideration of the case.


ANNEXURE-IVB

Decision on the Deferred Cases of 283rd Meeting

Part-I

STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF BORIC ACID

	Sl. No.
	Name of the Applicant (M/s)
	Decision, if any taken by the RC

	1
	2
	6

	1.
	Welsuit Glass and Ceramics Pvt Ltd, Nr. DGS Gas Station, Padra-Jambusar Highway, Opposite Haldyn Glass, At P.O. Gavasad-391 430 (Distt. Vadodara) Gujarat

Lr. No. Nil Dated Nov. 07, 2007
	The applicant is required to clarify about the product-wise annual quantity permitted by Pollution Control Board and the composition of the product (%w/w) vis-à-vis the quantity of the Boric Acid applied for.


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, if any taken by the RC

	1
	2
	6

	1.
	Tamil Nadu Petro Products Limited

Lr. No. TPLOG/BCIP dated 30.10.2007 
	The applicant is required to submit the recommendation of the Nodal Ministry for consideration of his case.



*********

