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No.289-E/9(3)/2004-CIR.I

Recommendations of the group to review the guidelines for registration of pesticides and its formulations for export purpose


The comments of the Pesticide Industries Associations are invited within 15 days  on the  recommendations of the group constituted by Registration Committee in its 250th meeting:
1. The  registration for export of new molecule / formulation not registered for use in India may be considered only under the category of provisional registration 9(3b) in place of 9(3) category and shall be valid for a period of two years and may be renewed, if required.

2. Verification of the import / export activities of the registrant shall be done at random to ensure that   the conditions of registration are met.

3. Details of the export including the utilization of the total quantity imported / manufactured shall be submitted by the registrant within 30 days of the actual transaction as per the suggested format.

4. Details of previous export transactions undertaken, if any during last two years shall be submitted by the applicant.

5. In the guideline of category 1, the  outline of  process of manufacture shall be submitted by the indigenous manufacturer under requirement of  chemistry

6. The import of formulation for 100% export, may be kept under a separate category (Category 6).  The guideline shall be as per requirement of  category I* and category II* both. (enclosed).

INFORMATION TO BE FURNISHED BY THE EXPORTER




FORMAT
1. Name and address of the applicant

2. Chemexcil Number 

3. Validity of export certificate

4. Item of export

5. Quantity

6. Export order number & date

7. Name and full address of the buyer

8. Port of shipment

9. Destination

10. Is the applicant the producer/

Manufacturer of the item to be 

Exported.  If not, name source of import,

full address, telephone number, etc.

11. Port of shipment of import

12. Quantity imported.

DECLARATION / UNDERTAKING

I/ We solemnly declare / undertake that:-

(i) The particulars and the statements made in this application are true to the best of my / our knowledge and belief, and nothing has been concealed or withheld therefrom

(ii) If any information furnished in this application is found to be false, inaccurate, not correct or misleading, any licence granted on the basis of this application shall be liable to cancellation. 

(iii) Any information furnished in this application if proved incorrect, false, inaccurate, not correct or misleading will render me / us liable for any penal action or other consequences as may be prescribed in law or otherwise warranted.

Place

Date:                                                     Signature of the applicant__________________

                                                              Name in block letters ______________________

                                                             Designation               ________________________

                                                              Official Address        _______________________

                                                                                                ________________________

                                                             Residential Address  ________________________

                                                                                               ________________________

                                                              E. Mail Address       ________________________

Note:
Each page of this application should be signed individually by the Managing                                                                                                                                                     Director, or the Company Secretary or a Director of the firm.  If signed by a Director of the firm, then that Director must be duly authorized to do so by the Board of Directors of the firm.

GUIDELINES

Data requirements for Registration of Pesticides Exclusively for Export

Categories of Pesticides for Export Registration

Category – I

Import  and  indigenous manufacture of technical grade pesticides (not registered for manufacture and use in the country ) for export only.  (In case of registered pesticides, import from approved source only.)  

Category-II

Registration of indigenous manufacture of pesticides formulations based on technical grade pesticides not registered for use in the country.  ( in case of formulation export,  separate application for import / manufacture of technical grade pesticide is required to be submitted).

Category-III

Indigenous manufacture of pesticides (technical grade and their formulations) already registered for use in the country with same or different impurity  profile / different adjuvant with same, lower or higher concentration and new types of formulations for export only. ( In case of registered pesticides, import  from approved source only ).

Category-IV

New combination  of pesticidal formulations.

( In case of new unregistered constituents, separate application is required to be submitted). 

Category-V

Botanical pesticides including need based pesticides / Bt. / Bs. / NPV / GV / Antagonistic fungi etc.

Category – VI

Import of new formulation of pesticides ( not registered for manufacture and used in the country ) for export only.  ( In case of registered pesticides, import  from approved source of technical only ).

GUIDELINES FOR REGISTRATION OF  PESTICIDES EXCLUSIVELY FOR EXPORT

	Sl. No.
	Parameter
	CATEGORY

	
	
	I
	II
	III
	IV
	VI  



	1.
	Chemical composition 
	R
	R
	R
	R
	R**

	2.
	Physico-chemical properties 
	R
	R
	R
	R
	R

	3.
	Specification in BIS format along with undertaking for product quality 
	R
	R
	R
	R
	R

	4.
	Method of analysis
	R
	R
	R
	R
	R

	5.
	Outline of process of manufacture raw materials used / process of extraction of a.i.
	R*/NR
	R
	NR
	NR
	NR

	6.
	Source of import alongwith information on the technical
	R
	NR
	NR
	NR
	R


Packaging and Labelling for all categories

1. An undertaking w.r.t type of packaging

2. Labels and Leaflets as per Insecticides Rules, 1971.

* 
In case of indigenous manufacture.

** Information is required for technical also.

Data requirement for grant of registration of biopesticides for export

	Sl. No.
	Category - V
	Technical
	Formulations



	1.
	Systematic name, common name and strain
	R
	R

	2.
	Natural occurrence of the organism, it is relationship to other species and morphological history
	R
	R

	3.
	Chemical composition and physico-chemical properties
	R
	R

	4.
	Specification for product quality along with undertaking registration the product as NOT , GMO / naturally occurring
	R
	R

	5.

        a

       b.
	Method of analysis

 Determination of  toxin contents by DDT / SDS blot ELISA assay method 

Determination of potency by bioassay method
	R

R

R
	R

R

R


Packaging and Labelling for all categories

1. An undertaking w.r.t type of packaging

2. Labels and Leaflets as per Insecticides Rules, 1971.

Toxicity guidelines for registration of pesticides exclusively for export
	Sl. No.
	Parameter
	CATEGORY

	
	
	I
	II
	III
	IV
	V 
	VI***

	1.
	Acute Oral rat
	R*
	R*
	NR*
	R*
	R*
	R*

	2.
	Acute dermal
	R*
	R*
	NR*
	R*
	R*
	R*

	3.
	Acute inhalation
	R*
	R*
	NR*
	R*
	NR*
	R*

	4.
	Primary skin irritation
	R*
	R*
	NR*
	R*
	R*
	R*

	5.
	Irritation to mucous membrane
	R*
	R*
	NR*
	R*
	R*
	R*

	6.
	Effect on reproduction
	R**
	NR
	NR
	NR
	R**
	R**/NR

	7.
	Carcinogenicity
	R**
	NR
	NR
	NR
	R**
	R**/NR

	8.
	Mutagenicity
	R**
	NR
	NR
	NR
	R**
	R**/NR

	9.
	Neuro toxicity****
	NR
	NR
	NR
	NR
	R**
	R**/NR

	10.
	Sign and symptoms of poisoning & treatment
	R
	R
	R
	R
	R
	R


*
Published information on LD 50 / LC 50 / irritation index (moderate / severe / 
mild / none ) score value.  Alternatively same information as per studies 
undertaking according to the guidelines of OECD, EPA or the importing country / 
as per existing guidelines of Registration Committee.

**
Information on these parameters shall be acceptable from any of the following 
sources:

i) From the reviews undertaken by International organizations / institutions like WHO, joint bodies of FAO / WHO, International Registry for Potential Toxic Chemicals (IRPTC), International Agency on Research on Cancer (IARC), etc.

ii) Authenticated information from the Laboratory/Institute which would have undertaken these studies.

iii) Authentic information on these parameters from any National Pesticide Registration Authority.

iv) Information supported with published research studies / evaluation

v) Information with relevant details on these parameters could be considered if secured through Internet or Medline search.

vi) Information on neurotoxicity for  biopesticdide / concentrate and need based technical are required..

***
Information is required for technical also.

****
Information on neurotoxicity is required for OP, carbamate & neem based pesticides
	S.No.
	Toxicity data / information
	Category V

         Bt. & Bs based pesticides

	
	
	Technical
	Formulation

	A
	Single Exposure studies
	
	

	1.
	Oral toxicity / Pathogenecity
	R
	R

	2.
	Dermal toxicity / Pathogenicity
	R
	R

	3.
	Mucous membrane irritation
	R
	R

	4.
	Primary skin irritation
	R
	R

	5.
	Inhalation toxicity / Pathogenecity
	R
	R

	6.
	Allergy / Sensitization
	R
	R


Note:   Allergy test has to be conducted as per Standard Protocol prescribed by BIS
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