      Minutes of the 296th   meeting of the Registration Committee

held on 24.12.2008 at 10.30  A.M.  in Room No.142, Krishi Bhawan,  New Delhi.
The 296th    meeting of the Registration Committee (RC) was held under the Chairmanship of Dr. N.B. Singh, Agriculture Commissioner on 24.12.2008 at 10.30 A.M.  in Krishi Bhawan, New Delhi.   Dr. P. S. Chandurkar, Plant Protection Adviser to the Govt. of India, Dr. T.P. Rajendran, ADG(PP), Indian Council of Agriculture Research, New Delhi , Shri Janak Raj, AD (CI) (representing for Drug Controller of India), Dr. P.N. Maji (Special Invitee) 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. A.K. Sinha, Jt. Dir(PP)

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

(iv) Shri Vipin Bhatnagar, Deputy Director(Chem)

(v) Er. G. Shanker, Deputy Director (Engg)
(vi) Dr. R.M. Shukla,  Deputy Director(Ento.) 

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

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

(ix) Miss 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 295th  meeting of the Registration Committee

	The Minutes of the 295th   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 295th  meeting.



	The Committee noted with satisfaction the status of follow-up actions 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 Pest Control(India) Pvt. Ltd. on Chlorfluazuron used for termite colony elimination in buildings


	     Secretary (CIB&RC) informed that a letter has been received from M/s Pest Control (India) Pvt. Ltd. requesting to postpone their presentation for the meeting to be held in February. The Committee agreed to their request. 
           

	Agenda item No.2.3
	Presentation by the representative of M/s Excel Crop Care Ltd., Mumbai on the request to exempt the requirement of data on persistence in plants 


	         Dr. A.V. Dhuri,  representative of M/s Excel Crop Care Ltd., Mumbai made a representation regarding exemption of requirement of data on persistence in plants(weeds) for label claims in non-crop area for their combination herbicide formulation Glyphosate 13.5 % + 2,4-D 13.5 % SL.  The Committee observed that the product has actually been recommended for use in non-crop area mainly in airport areas, power-stations & transmission, Border Security Force areas, hydro-electricity power plants, industrial plants, Indian army premises, thermal power plants, and oil & petroleum refineries & tanks, which will not normally be grazed by cattles and therefore, accepted the request of the applicant to exempt the requirement of data on persistence in weeds for use of this product.  However, a condition on the label & leaflet may be incorporated that no animal should be allowed to graze in the treated area.

	Agenda item No.3.0
	Government Business

	Agenda item No.3.1
	Clarification regarding new guidelines on packaging 

	                 The Crop Care Federation of India requested to extend the time period from one to three months for receipt of comments on the packaging guidelines approved by the Committee. The Committee agreed to their request. 

	Agenda item No.3.2
	Exemption of MRL in respect of Copper based pesticides 


	The Committee deliberated the agenda in detail and decided as follows:
                 i)  to seek the basis for  fixation of MRL for Copper based compound,

                     Copperoxychloride (Determined as copper) as fixed earlier under PFA from

                   ADG (PFA).
                ii) the decision of  the  PFA, Ministry of Health & Family Welfare may be 
                    communicated  to the Associations of Pesticide Industry  with the request that   their
                   members  may be informed to submit data as per the guidelines for fixation of MRL
                          

	Agenda item No.3.3
	Deferred Items of 295th meeting 

	  

	Agenda item No.3.3.1
	Toxicology Data requirements for registration of combination pesticides – re-evaluation of existing guidelines          
 

	         The Committee deliberated the agenda in detail and approved the toxicological data requirement for registration of combination pesticides as per Annexure-I. 


	Agenda item No 3.3.2
	Review of Seed treatment Guidelines – a comparative statement for deliberation 


	           The Committee deliberated the agenda in detail and approved the data requirement guidelines for seed treatment as per Annexure-II.

	Agenda item No 3.3.3
	Consideration of guidelines for Toll manufacturing of products



	                       The Committee deliberated the agenda in detail and decided that the applications for Toll manufacture shall be dealt as per the guidelines for registration of new source under section 9(3).     

	

	Agenda item No 4.0 
	Export Cases

	Agenda item No 4.1

	List of applications u/s.9(3)Export



	                        Approved except S.No. 48,  wherein Secretary (CIB&RC) informed that the application is deficient and therefore will be brought to the Committee after fulfilling the deficiency. 

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

	Approved.



	Agenda item No 4.2.1
	Cyhalothrin 2.8% EC for indigenous manufacture u/s 9(3) (Ex-post facto approval to application of M/s Syngenta India Ltd., Mumbai for grant of registration of Lambda) for export only

	Approved.

	Agenda item No 4.3
	Consideration of application of M/s United Phosphorus Ltd., Mumbai for grant of registration for indigenous manufacture of Abamectin Technical u/s 9(3) for export only

	Approved.

	Agenda item No 4.4
	Consideration of application of M/s United Phosphorus Ltd.,  Mumbai for grant of registration for indigenous manufacture of Abamectin 1.8% EC u/s 9(3) for export only

	Approved.

	Agenda item No 4.5
	Consideration of application of M/s Sabero Organics Gujarat Ltd., Mumbai  for grant of registration for indigenous manufacture of Methamidophos technical u/s 9(3) for export only

	Approved.

	Agenda item No 4.6.
	Consideration of application of M/s Punjab Chemicals & Crops Protection Ltd., Chandigarh  for grant of registration for indigenous manufacture of Diflufenican 50% SC  u/s 9(3) for export only

	Approved.

Agenda item N o. 4.7 

	Consideration of application of M/s Sharda Worldwide Export Pvt. Ltd., Bandra for grant of registration for indigenous manufacture of Fipronil Technical u/s 9(3) for export only


	                  The Committee deliberated the agenda in detail and decided to seek the process of manufacture of the product, proposed to be followed by the applicant for further consideration of the case. 

	Agenda item No 5.0
	9(3B) Cases

	Agenda item No 5.1
	Consideration of application of M/s Nirmal Organo Bio-tech Pvt. Ltd., Pachora (MS) for grant of registration for indigenous manufacture of Bio-Prahar (Photorohabdus Luminescens Akhuristii strain K-1)  under section 9(3B)



	                  The Committee deliberated the agenda in detail and observed that the applicant has mentioned that this is a symbiotic bacteria of the entomopathogenic nematode which is not supported by literature . Further, the Committee desired to have clarification as to whether this bacteria is gram positive or gram negative?  In addition, the Committee also decided to seek clarification about EC coding of the formulation which may not be justified in case of bio-pesticide.

 

	Agenda item No 5.2
	Consideration of application of M/s Sujay Biotech Pvt. Ltd., Andhra Pradesh for grant of registration for indigenous manufacture of Pseudomones fluorescens 0.5% 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 Sainath Agro Vet Ind. Ltd., Ahmednagar 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 Advance Biotech Inds. & Research Inputs (India), Indore 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 5.5
	Consideration of application of M/s Modi Agro Products, 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 5.6 
	Consideration of application of M/s Shilabati Horticulture & Agriculture, Kolkata 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 5.7
	Consideration of application of M/s Jai Shree Rasayan Udyog Ltd., New Delhi 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 5.8
	Consideration of application of M/s Krishi Rasyan Exports Pvt. Ltd., New Delhi 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 5.9
	Request of M/s Krishi Rasyan Export Pvt. Ltd., New Delhi for extension of validity period of provisional certificate of registration of Beaveria bassiana 1.15% WP  for one year with commercialization 

	                 Approved for a period of one year with commercialization. The Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee within this period for 9(3) registration during this period.

	Agenda item No 5.10
	Request of M/s Microplex (India), Wardha for extension of validity period of provisional certificate of registration of NPV of Helicoverpa armigera 0.5% AS u/s 9(3B)


	           Approved for a period of one year with commercialization. The Committee also decided that the applicant should submit complete data as per the guidelines of the Registration Committee within this period for 9(3) registration during this period.

	Agenda item No. 6                                            9(3) Cases                       
	 

	           

	Agenda item No 6.1
	Consideration of application of M/s P.I. Industries Ltd., Gurgaon for grant of registration for import of Bispyribac sodium 10% SC under Section 9(3) 

	  The Committee deliberated the agenda in detail and observed that the data on persistence in soil and  water in case of technical has been generated under Indian conditions with non-labelled compound.  The Committee decided to seek the data generated by their principal by using labelled compound on these parameters. 

	Agenda item No 6.2
	Consideration of application of M.s BASF India Ltd., Mumbai for grant of registration for import of Pendimethalin 38.7% CS u/s/ 9(3).   



	          The Committee deliberated the agenda in detail and approved the application for registration.  The Committee also decided that a condition regarding post-marketing surveillance on at least 30 persons for a period of two years shall be laid down on the Certificate of Registration. 

	Agenda item No 6.3
	Consideration of application of M/s Sygenta India Ltd., Mumbai for grant of registration for indigenous manufacture of Pretilachlor 37% EW u/s 9(3) 

	Approved.

	Agenda item No 6.4
	Consideration of application of M/s Reckitt Benckiser (India) Pvt. Ltd., for grant of registration for indigenous manufacture of Bifenthrin 0.05% Mosquito Coils under Section 9(3). 

	          The Committe deliberated the agenda in detail and approved the registration of Bifenthrin 0.05% Mosquito Coils for 8 hours duration only.  However, the Committee also decided that for 10 and  12 hour duration coils, the applicant may be asked to submit the complete data supporting their claim. 

	Agenda item No. 7
	9(4) Cases 

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



	         The Committee approved the applications, which are completed from Chemistry angle and for which MRL are fixed, partially fixed or not required, except file at S.No. 304 (File No. 27-TI/2008) which may be brought to the Committee after clarification. 

	Agenda item No 8.0
	Endorsement Cases

	Agenda item No 8.1
	Request from M/s Syngenta India Ltd. New Delhi for endorsement of trilaminated pouch of Chlorothalonil 7%% WP 


	Approved.


	Agenda item No 8.2
	Application of M/s Biotech International, New Delhi for change in dose of Bacillus thringensis israelensis WP


	       The Committee deliberated the agenda in detail and decided that the data, submitted earlier, may be presented to it along with the data submitted with the present application.  The applicant may be  asked to make a presentation before the Committee for change in the doses in the next meeting of RC. 


	Agenda item No 8.3
	Request from M/s Dhanuka Agritech Ltd. for registration of Kasuugamycin 3% SL for label expansion of tomato – Status of MRL of Kasugamycin 3% SL on tomato in foreign countries. 


	         Approved the expansion of label claim  for Kasugamycin 3% SL on tomato. 



	

	Agenda item No 9.0
	MISCELLANEOUS ITEMS

	Agenda item No 9.1
	Approval of protocols 


	         Approved the protocols at S.No. 3 & 4 of the Agenda and also the request of  M/s FMC India Pvt. Ltd., Bangalore for exemption of data on health monitoring studies and toxicity on livestock for Bifenthrin 8% SC formulation. 


	Agenda item No 9.2
	Consideration of a request of M/s Maa Bhagwati Biotech & Chemcials, Wardha for enhancement of shelf-life of Trichoderma Virde 1.0% WP u/s 9(3B).


	Approved.


	Agenda item No 9.3
	Consideration of an application for enhancement of Shelf life under Section 9(4) of Insecticides Act, 1968. 


	Approved.


	Agenda item No.9.4
	Revalidation of Registration Certificates under Section 9(4) in respect of M/s Sumitomo Chemicals India (P) Ltd., Mumbai 


	                  The Committee deliberated the agenda in detail and decided to seek the reasons from the applicant for not obtaining the manufacturing license for the products within the period, stipulated in the Certificate of Registration. 


	Agenda item No 9.5
	Application for registration under Section 9(4) for 10 Nos. (5 Nos. each) submitted by M/s Bongeri Crop Science (P) Ltd. and Sri Vinayak Agro Agencies (P) Ltd. on same address. 


	                   The Committee deliberated the agenda in detail and decided to seek clarification from the State concerned as to whether the manufacturing license to two different manufacturers can be given for the same premises? 

	Agenda item No 9.6
	Ex-post facto approval for import permit issued for the period from 01.11.08 to 30.11.08 


	Approved. 

	Agenda item No 9.7
	Consideration of applications for issuance of import permit for Boric acid and other insecticides  for non-insecticidal use.
 

	            The issue of import of Boric acid was discussed in light of recommendations made by some DICs which have recommended higher quality of Boric acid than the quantity requested for by the applicant.  It was decided that 

(i) Recommendations received only in the approved proforma (294th meeting) only together with specified enclosures, with recommended quantity as the average of last five years consumption (certified by Central Excise) may only be accepted by Secretariat.  In case of new units, the copies of applicable SION norm and annual production capacity permitted by Pollution Control Board (quantity arrived at as per SION norm and permitted production capacity) may be accepted by  Secretariat. In case of non availability of SION norm, the applicant may be asked to get the same approved from the Ministry of Commerce for acceptance by Secretariat.

               The said proforma requires enclosing an acknowledged copy of application submitted to DIC which must be in proforma as approved in 281st meeting of Registration Committee. The Secretariat may verify that application have been made to DIC in the proforma along with documents.   
(ii) In case recommendation meet the above two criteria, the same may be put up to Registration Committee for consideration with copies of DIC letter and excise certificate for last five years.

(iii) The application may be scrutinized by an Officer and also be verified by another Officer designated by Sectt. of CIB & RC.

(iv) In cases where the recommendation is not received in proforma approved in 294th meeting with specified documents, the Sectt. may inform the applicant to furnish the same in approved proforma only and such cases may not be put up to RC.

(v) Cases where in false data has been submitted by applicant may be forwarded to the Office of Dev. Commissioner, Ministry of Mines, Small and Medium Enterprises, Government of India, Nirman Bhawan, 7th Floor, New Delhi for appropriate action to avoid parallel trade of boric acid/illegal import. 
             The Committee deliberated the agenda items in detail.  The decision in each case is given against respective applicant in Annexure – III (Part-I , II & 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- I

TOXICITY DATA REQUIREMENT FOR REGISTRATION OF COMBINATION PESTICIDES

1.      The technical product of individual pesticides should be registered U/s. 9(3) of Insecticides Act 1968.

Or

Data on technical is to be submitted as per existing guidelines in respect of that individual component/(s) which is/are not registered U/s.9(3) of Insecticides Act 1968.  This data submission would be irrespective of applicant desire for registration of individual product(s) for registration of Technical component(s).

2.      Data on individual components of formulation is not required.

3.      The following data will be required (observed value*) on combination formulation to be registered:-

(a)    Acute oral rat and mice

(b)   Acute dermal

(c)    Acute inhalation

(d)   Primary skin irritation

(e)   Irritation to mucous membrane

(f)     Toxicity to birds- chicken & pigeon 

(g)    Toxicity to fresh water fish

(h)   Toxicity to honey bees  (Apis indica)

(i)      Data on human volunteers [it may not be required depending on toxicity of the product where higher concentration studies have already been done.  It is to be decided by RC on case to case basis].

(j)     Data on toxicity to livestock (field trials and observations) [same as (i) above]

(k)    Medical data 

(l)      Human toxicity information from foreign countries/industrial workers

4.      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.

Annexure-II

1. Guidelines/Data Requirement for Registration of New Formulation for Seed Treatment U/s.9(3).

A.
CHEMISTRY
i) Source of supply of technical
ii) Chemical composition

iii) Chemical identity of technical

iv) Physico-chemical properties of technical and adjuvants

v) specification method of analysis

vi) Analytical test report

vii) Shelf life claim & 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

(ix) The applicant should provide sample along with ref./analytical standard for pre-registration verification.

(x) (1) Methodology for residue estimation as per BIS  format 

(2)  Copy of Form-I

(3)  Labels/Leaflets

(4) Copy of RTT permit, if relevant

B.
BIOEFFICACY AND 
RESIDUES
1. Bio-effectiveness
Bio-efficacy evaluation of the product for seed treatment is to be evaluated against insects pest (s), diseases (s) as per label claim (s) under different agro-climatic zones/ multi-location field trial for two season/ year.

2. Phytotoxicity
Data required as for bio-effectiveness above.

3. Effect on parasites & predators

Data on effect on parasites and predators is not required in case of fungicides, but data on beneficial flora and fauna in soil is required. 

4. Persistence in soil, water and plant- Data as per existing guidelines required 

5. Compatibility with other chemicals, if claimed

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

6. Residue in plant and soil

Residue data as per label claim for four locations, one season is required to be submitted. 

7. Registration status in foreign countries- required 
8. Copy of Form-I- required 
9. Chemical composition- required 
10. Copy of RTT permit, if relevant-required 

11.  Labels/Leaflets- required 

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- If the concentration is lower and type of formulation is such i.e. wg in place of EC etc., data may not be required.

D.
Packaging and Labeling

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 (up to 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 poisoning

(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 labeling

10.
Performance of container during storage stability test

11.       Copy of Form-I

2. 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

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

2. 
Phytotoxicity- Data required as for Bio-effectiveness above
3.  
Residue in plant

i) 
Required for additional crop as per label claim.

ii) 
Required for vegetable crop and crops where young seedling are consumed 



as vegetables

4.   
 Persistence in plant

i) 
Required for additional crop as per label claim.

ii) 
Required for vegetable crop and crops where young seedling are consumed 



as vegetables
5. 
Registration status in foreign countries- required 
6. 
Effect on parasites and predators (applicable in case of insecticides only) – 

Data required as per existing guidelines.

7. 
Seven copies of revised labels/leaflets in English & Hindi.- required 
3. GUIDELINES/DATA REQUIREMENTS FOR REGISTRATION OF COMBINATION          PRODUCT OF ONE REGISTERED INSECTICIDE AND ONE REGISTERED FUNGICIDE
A.
CHEMISTRY

1. Detailed chemical composition

2. Chemical identity of individual a.i. content

3. Physico-chemical properties of the combination product

4. Specifications

5. Method of analysis

6. Analytical test report

7. Shelf-life claim/data

8. Manufacturing process

B.
Bioefficacy
1. Bio-effectiveness

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.

2. Phytotoxicity-  
data required as for Bio-effectiveness above.
3. Persistence in soil

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

4.  Persistence in plant
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.

5. Persistence in water
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.

6. Compatibility with other chemicals

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

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.

TOXICOLOGY
1. Technical product of individual pesticides should be regularly registered.

2. The toxicity data on Final Product (Combination product have to be generated as per the data prescribed for formulated product in Gaitonde Committee Report) . (Data on health monitoring study may not be required if the the same type of formulation of higher concentration is registered or the type of formulation is such i.e. WG in place of EC)

3. The components of combination should preferably be limited to two only.

4. Comparison of observed Vs predicted value to show that the combination is not more toxic than individual component.

D. PACKAGING AND LABELLING
1. Label and Leaflets as per Insecticides Rules, 1971

2. Type of packing

3. Manner of Packing (Packaging material plus compatibility with content) 

4. Specifications for primary packing 

5. Specifications for transport packing

6. Manner of Labeling

7. Instructions for storage and use, etc.

8. Information regarding disposal of used package.
Note:- All data related to Chemistry, Bio-efficacy, Toxicology, Packaging & Labeling are required individually  and on combined product. 

4. REGISTRATION OF NEW FORMULATION (OF SAME a.i.) WHERE ANOTHER FORMULATION   (OF SAME  a.i.) IS ALREADY REGISTERED FOR SEED TREATMENT.

CHEMISTRY
1. Chemical composition

2. Physico-chemical properties of adjuvants

3. Specification & Method of Analysis

4. Analytical Test Report

5. Shelf-life  claim and data

6.  (a) Process of manufacture

(b) Information about raw materials used 

(c) Their source of supply

(d)Stepwise manufacturing process

(e) Flow-sheet diagram of process of manufacture

7. 
The applicant should provide sample of formulation along with reference/analytical standard.

8.   Method of residue estimation as per BIS specification

9.     Copy of Form-I

10.   Labels/Leaflets

B.   BIO-EFFICACY & RESIDUES
1. (a) Bio-effectiveness

Data under different agro-climatic zones/ multi-location field trials  for two seasons/ year is required if the pest is different while for the same pest one season under three to four different locations / agro-climatic zones is required to be submitted.

2.   Phytotoxicity-  data required as for bio-effectiveness above. 

3. Residue in plant
(i)  Required for additional crop as per label claim

(ii) Required for vegetable crops and crops where young seedlings are consumed as vegetables.

4. Persistence in plant, soil & water:

(i)Required for additional crop as per label claim

(ii) Required for vegetable crops and crops where young seedlings are consumed as vegetables.

5. Registration status in foreign countries- required 
6. Effect on parasites and predators (applicable in case of insecticides only)- 
Data required as per existing guidelines.
7. Seven copies of revised labels/leaflets in English & Hindi.- required

 TOXICOLOGY
1. Acute oral-rat and mice

2. Acute dermal- rabbit/rat

3. Acute inhalation-rat

4. Primary skin irritation-rabbit

5. Irritation to mucous membrane-rabbit

6. Observation in man-
If the concentration is lower and type of formulation is such i.e. wg in place of EC etc., data may not be required.

5.        APPROVAL OF MINOR CHANGE IN FORMULATIONS MEANT FOR SEED 

TREATMENTS.

Addition or deletion of dye will be decided by the approval of RC on case to case basis. 
Annexure - III

Part – I

DECISION ON APPLICATIONS FOR IMPORT PERMIT OF BORIC ACID
	S.No
	Name of the Applicant

(M/s)
	Decision of the RC 

	1. 
	Galaxy Glass Inds, 8-A, National Highway, B/h, 132, K.V.A. Lalpar Power Station, Lalpar, Morbi – 363 642 (Gujarat) 
Lr.NO.NIL 

 dt 29th November,2008
	The applicant may be asked to provide justification for making application for import permit of 975 MT of Boric Acid whereas his consumption during 2007-08 has been only 52.906 MT.   

	2. 
	Welsuit Glass & Ceramic Pvt. Ltd., Nr. D.G.G. Gas Station, Padra-Jambusar Highway, Opp. Haldyn Glass, Gavasad- 391 430 

Letter No. NIL dated 3rd December, 2008 
	The applicant may be asked to clarify as to why the quantity of Boric Acid consumed only for one year has been given in stead of last five years whereas the same was given earlier with the previous application? They may also be asked to clarify the variation in quantity consumed, as given earlier, and that certified by Excise Authorities for different years.    Their application will be considered after getting clarification. 


 Part-II

STATUS OF PENDING APPLICATIONS FOR IMPORT PERMIT OF DUAL USE INSECTICIDES 

(EXCEPT BORIC ACID)

	Sl. No.
	Decision of RC 


	1
	2
	

	1. 
	Sujitha Chemicals,

B-7, Sidco Industrial Estate, Mettur Dam – 636 402

Salem Dist., Tamil Nadu 

Letter No. NIL dated 

5th December, 2008  
	Approved issuance of import permit for import of 272 MT of Barium Carbonate in view of recommendation of the nodal ministry and consumption in the preceding years.    

	2. 
	Tagros Chemicals India Ltd., “Jhaver Centre’ Rajah Annamalai Buidling, IV Floor, 72, Marshalls Road, Egmore, Chennai – 600 008 

Letter No. NIL dated 30.9.2008 
	Approved issuance of import permit for import of 507 MT of Acrylonitrile in view of recommendation of the nodal ministry and consumption in the preceding years.    

	3. 
	Tagros Chemicals India Ltd., “Jhaver Centre’ Rajah Annamalai Buidling, IV Floor, 72, Marshalls Road, Egmore, Chennai – 600 008 

Letter No. NIL dated 30.9.2008 
	Approved issuance of import permit for import of 375 MT of Ethylene Dichloride in view of recommendation of the nodal ministry and consumption in the preceding year.    

	4. 
	Tagros Chemicals India Ltd., “Jhaver Centre’ Rajah Annamalai Buidling, IV Floor, 72, Marshalls Road, Egmore, Chennai – 600 008 

Letter No. NIL dated 30.9.2008 
	Approved issuance of import permit for import of 1547 MT of Carbon Tetrachloride in view of recommendation of the nodal ministry and consumption in the preceding year.    

	5. 
	Tagros Chemicals India Ltd., “Jhaver Centre’ Rajah Annamalai Buidling, IV Floor, 72, Marshalls Road, Egmore, Chennai – 600 008 

Letter No. NIL dated 30.9.2008 
	Approved issuance of import permit for import of 127 MT of Sodium Cyanide in view of recommendation of the nodal ministry and consumption in the preceding year.    


Part – III
Representations for Issuance of Import Permit for Dual Use Insecticides 

	S.No
	Name of the Applicant

(M/s)
	Decision of the RC  

	1
	2
	3

	1. 
	Sentini Cermica (P) Ltd., 

Plot No. 1229, Road No. 60, Jubilee Hills, Hyderabad – 500 034  
Lt. No. SCPL/CIBRC/2008-09 dated 27th October, 2008  
	Approved issuance of import permit for import for 67 MT of Boric Acid being the balance quantity from Nodal Ministry recommendation. 

	2. 
	Raj Borax Limited,

40-44A, Dheeraj Heritiage, 4th Floor, S.V. Road, Santacruz (West), Mumbai – 4000 054 

Letter No. NIL dated 10th November, 2008 
	Approved issuance of import permit for import of 100 MT of Boric Acid in view of recommendation of the nodal ministry and consumption in the preceding year.    

	3. 
	Laopala RG Ltd.,

“Chitrakoot” 10th Floor, 230A, A.J.C. Bose Road, 

Kolkata – 700 020 

Letter No. NIL

 dated 19th  November,2008 


	Approved grant of extension of validity of Import Permit No. 21-14/2007-CIR.II, issued earlier on 17th September, 2008 for import of Barium Carbonate, for a period of one year. 

	4. 
	Laopala RG Ltd.,

“Chitrakoot” 10th Floor, 230A, A.J.C. Bose Road, 

Kolkata – 700 020 

Letter No. NIL

 dated 22nd   November,2008 
	Approved issuance of import permit for import for 23.37 MT of Barium Carbonate being the balance quantity from Nodal Ministry recommendation. 

	5. 
	Knight Queen Industries (P) Ltd., A-14, Ist Floor, Wazirpur Industrial Area, (Ring Road) , Delhi – 110052 

Letter No. NIL dated 15.12.2008 
	Approved issuance of import permit for import of 1.8 MT of Piperonyl Butoxide (PBO) in view of recommendation of Nodal Ministry and the justification provided by the applicant. 
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