Minutes of the 301st    meeting of the Registration Committee held on 05-06-2009 at 10.30  A.M.  in  Krishi Bhawan,  New Delhi.

The 301st meeting of the Registration Committee (RC) was held under the Chairmanship of Dr. N.B. Singh, Agriculture Commissioner on 05-06-2009 at 10.30  A.M.  in  Room No.142, Krishi Bhavan, New Delhi.   Dr. P. S. Chandurkar, Plant Protection Adviser to the Government  of India,   Dr. T.P. Rajendran, ADG(PP), ICAR, New Delhi and Dr. (Mrs.) S. Kulshrestha, Secretary (CIB&RC), Directorate of PPQ&S, Faridabad  attended the meeting.  Dr. P.N. Maji, Ex-Additional Industrial Adviser 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 Prasad, 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, AD(WS)

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

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

(x) Sh. 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.

1.0
	Confirmation of Minutes of the 300th   meeting of the Registration Committee held on 18-05-09




The Minutes of the 300th 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 300th    meeting.




(a)
The Committee noted the follow-up actions with satisfaction.

(b)
The Committee examined detailed data on translocation in plants from the application of Metaflumizone 22% SC U/s. 9(3) of M/s. BASF India Ltd., Mumbai as decided in earlier RC meeting and it was informed that the product is non-systemic.

In view of this, the Committee decided to approve the request of the applicant for registration of the product U/s.9(3).

	Agenda Item No.

2.1
	Applications pending under various Sub-sections of the Insecticides Act, 1968





The Committee appreciated the efforts of Secretariat of CIB&RC in launching Special Drive for issue of Certificate of Registration and disposing off a large number of applications reducing the pendency to below 1000.
	Agenda Item No.

2.2
	Presentation by representative of M/s. Nirmal Organo Biotech Pvt. Ltd. on efficacy, stability and coding of Bio-Prahar (Photorhabdus luminescens)




The representative of M/s. Nirmal Organo Biotech Pvt. Ltd. presented information on efficacy, suitability and coding of Photorhabdus luminescens formulation as per the decision in 297th RC meeting.  After detailed deliberation, the RC decided to approve the application U/s.9(3b) of  I.A. 1968 for a period of 2 years with commercialization.  However, considering the fact that the formulation contains 43% mineral oil, the RC decided that the applicant may be asked to submit comparative efficacy data with the formulation without a.i. and with Photorhabdus luminescens akhurstii strain K-1 which is included as a.i. in the formulation to know the extent to which it is contributing to the efficacy of the product.

	Agenda Item No.

3.0
	Government Business


	Agenda Item No.

3.1
	Guidelines for registration of insecticides to be used for control of pests in Poultry




The Committee deliberated the Agenda in detail and approved the guidelines as per Annexure-I for registration of insecticides to be used for control of Ectoparasites-Mites  in poultry.

	Agenda Item No.

3.2
	Consideration of a request of Crop Life India for reconsideration of guidelines for registration of Relatively Safer Formulations of already registered pesticides u/s 9(3) of the Insecticides Act, 1968 vs. Relatively Safety Criterions.



The Committee deliberated the Agenda in detail regarding request of Crop Life India for reconsideration of guidelines for registration of Relatively Safer Formulations (RSF) of already registered pesticides u/s 9(3) of the Insecticides Act, 1968 w.r.t.  Criterions for RSF.  The Committee also perused the criterion of RSF proposed by  Crop Life India but of the view that it is difficult to have definite criterion for RSF and also observed that whenever the registration for same formulation with lower a.i. is sought, exemption in relevant parameters are being granted on the request of the applicant.  Considering the fact that there is no definite criterion for RSF and relaxation on relevant parameters are being given depending on the merit of the case, the Committee decided to maintain status quo.

	Agenda Item No.

3.3
	National MRL setting process for agrochemicals – Proposal of M/s. Crop Life India for scrutiny of relevant data before passing on MRL proforma to MOH&FW


The Committee deliberated in detail and decided that the proforma for fixation of MRL may be sent to MOH&FW when the application for registration is complete from the discipline of Chemistry, Bio-efficacy and Toxicity except for the following parameters:-

(i) Chemistry
-
Shelf-life data

(ii) Toxicology
-
(a)  
Toxicity to bird

(b) 
Toxicity to fish

(c )
Toxicity to Honey bees

(d)
Health Monitoring Study in Spraymen
(e) Toxicity to Livestock (Field Study)
	Agenda Item No.

4.0
	Export Cases


	Agenda Item No.

4.1
	List of applications u/s 9(3) Export


The Committee approved 11 applications proposed in the Agenda and Application No.425-E/9(3)/2008 of M/s. Agricare, Panoli for Thiram Technical.
	Agenda Item No.

4.2
	Star Export- Ex-post-facto approval


	Agenda Item No.

4.2.1
	Consideration of an application of M/s Syngenta India Ltd. for registration of indigenous manufacture of Chlorantraniliprole 4.5% + Abamectin 1.8% SC u/s 9(3) for export only




Approved.

	Agenda Item No.

4.3
	Consideration of application of M/s Godrej Sara Lee Ltd. for registration of   Empenphrin technical for import  u/s 9(3) for export only


The Committee deliberated the Agenda in detail and decided to seek information on 2 years Carcinogenicity Study on Rat/18 months Carcinogenicity Study in Mice and also registration status of the product in other countries.

	Agenda Item No.

4.4
	Consideration of application of M/s Godrej Sara Lee Ltd. for registration of indigenous manufacture of  Empenphrin 1.8% w/w Antimoth Hanger u/s 9(3) for export only




The Committee deferred the Agenda for lack of information as in Item No.4.3 above and the application will be re-considered along with Item No.4.3. 

	Agenda Item No.

4.5
	Consideration of an application of M/s CIPLA Ltd., Mumbai for registration of Fluazifop-P-butyl technical for import u/s 9(3) for export only


Approved.
	Agenda Item No.

5.0
	9(3B) Cases


	Agenda Item No.

5.1
	Consideration of application of  Central Research Institute for Dryland Agriculture, Hyderabad  for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under section 9(3B)


Approved for a period of 2 years with commercialization.

	Agenda Item No.

5.2
	Consideration of application of M/s. Shriram Biotech & Biofertilizers, Dhule for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under section 9(3B)


Approved for a period of 2 years with commercialization

	Agenda Item No.

5.3
	Consideration of application of M/s. Gujarat Eco Microbial Technologies Pvt. Ltd., Vadodara for grant of registration for indigenous manufacture of Trichoderma harzianum 1% WP  under section 9(3B)


Approved for a period of 2 years with commercialization

	Agenda Item No.

5.4
	Consideration of application of M/s Green Plus Biotech, Nashik for grant of registration for indigenous manufacture of Verticillium Lecannii 1.15% WP  under section 9(3B)


Approved for a period of 2 years with commercialization

	Agenda Item No.

5.5
	Consideration of application of M/s. Green Plus Biotech, Nashik for grant of registration for indigenous manufacture of Beauveria bassiana  1.15% WP  under section 9(3B)


Approved for a period of 2 years with commercialization

	Agenda Item No.

5.6
	Consideration of application of M/s Gujarat Eco Microbial Technologies Pvt. Ltd., Vadodara for grant of registration for indigenous manufacture of Trichoderma viride 1% WP  under section 9(3B)


Approved for a period of 2 years with commercialization

	Agenda Item No.

5.7
	Consideration of application of M/s Tiffco Fertilizers & Chemicals, Thrissur, Kerala for grant of registration for indigenous manufacture of Pseudomonas fluorescens o.5% WP  u/s 9(3B)


Approved for a period of 2 years with commercialization

	Agenda Item No.

6.0
	9(3) Cases


	Agenda Item No.

6.1
	Consideration of application of M/s. Bayer CropScience Ltd., Mumbai  for grant of registration for import of Ethiprole Technical and indigenous manufacture of its formulation Ethiprole 9.71% SC  under section 9(3)




The Secretariat of CIB&RC informed that the applicant has made submission on 03-06-2009 providing certain clarifications regarding source of import and changes in Form-I and Label & Leaflet etc.  Therefore, the Agenda was withdrawn and will be again placed in the RC meeting after examination of the submission of the applicant.

	Agenda Item No.

6.2
	Consideration of application of M/s E.I. Dupont India Pvt.  Ltd., Gurgaon  for grant of registration for indigenous manufacture of Chlorantraniliprole 0.4% GR  under section 9(3)


Approved.

	Agenda Item No.

6.3
	Consideration of application of M/s BASF India Ltd., Mumbai  for grant of registration for import of Metiram 55% + Pyraclostrobin 5% WG formulation  under section 9(3)


Approved.

	Agenda Item No.

6.4
	Consideration of application of M/s Chemtura Chemical Pvt. Ltd., Mumbai  for grant of registration for indigenous manufacture of Carboxin 17.5% + Thiram 17.5% FF  under section 9(3)


Approved.
	Agenda Item No.

6.5
	Consideration of application of M/s Nagarjuna Agrichem Ltd., Hyderabad for grant of registration for import of Metsulfuron methyl 20% WG  under section 9(3)


Approved.
	Agenda Item No.

6.6
	Consideration of application of M/s Syngenta India Ltd., Mumbai for grant of registration for indigenous manufacture of Difenoconazole 3% WS u/s (93)


The Committee deliberated the Agenda in detail and decided to seek information from the applicant regarding the safety of the Red Monoazo Dye  (CAS No.5281-04-9) present in pesticide formulation to the extent of 4%.

	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. GSP Crop Science (P) Ltd., Ahmedabad for grant of registration for indigenous manufacture of Pretilachlor technical under Section 9(4)


Approved.

	Agenda Item No.
7.3
	Consideration of application of M/s. Hyderabad Chem. Prod. Ltd., Hyderabad for grant of registration for indigenous manufacture of Indoxacarb technical under Section 9(4)


Approved

	Agenda Item No.
7.4
	Consideration of application of M/s. Heranba Industries Ltd. for grant of registration for indigenous manufacture of Dichlorvos technical under section 9(4)


Approved

	Agenda Item No.
8.0
	Endorsement Cases


	Agenda Item No.
8.1
	Request from M/s FMC India Pvt. Ltd., Bangalore for the change in pack size of Bifenthrin Technical   



The Committee decided to seek comments of Shri Madhav Chakraborty, Dy. Director, Indian Institute of Packaging, New Delhi and Co-opted Member.

	Agenda Item No.

8.2
	Request from M/s United Phosphorus Ltd., Mumbai  for the endorsement of  new/alternate packaging for Acephate 75% SP.


Approved

	Agenda Item No.

8.3
	Request from M/s Pesticide India Industries Ltd., Gurgaon for the endorsement of  new/alternate packaging for Phorate technical


The Committee decided to seek comments of Shri Madhav Chakraborty, Dy. Director, Indian Institute of Packaging, New Delhi and Co-opted Member.

	Agenda Item No.

8.4
	Request from M/s Reckitt Benckiser (India)  Ltd., Gurgaon for the endorsement of  additional packaging for Imiprothrin 0.07% + Cypermethrin 0.2% Aerosol 


Approved

	Agenda Item No.
8.5
	Request from M/s S.C. Johnson Product Pvt. Ltd., New Delhi  for the endorsement of alternate packaging for PVC to PET bottles for packaging of Transfluthrin 0.88% LV


Approved

	Agenda Item No.

8.6
	Request from M/s Syngenta India Ltd., Mumbai   for the endorsement of  alternate packaging for Difenoconazole 25%EC


The Committee deliberated the Agenda in detail and decided that the deficiency as indicated by the Co-opted Member, Packaging be communicated to the applicant.
	Agenda Item No.

8.7
	Request from M/s Syngenta 
India Ltd., Mumbai  for the endorsement of  alternate packaging for Lufenuron 5.4%EC


The Committee deliberated the Agenda in detail and decided that the deficiency as indicated by the Co-opted Member, Packaging be communicated to the applicant.

	Agenda Item No.

8.8
	Request from M/s Syngenta India Ltd., Mumbai  for approval of small packing for Azoxystrobin 23% SC


Approved
	Agenda Item No.

8.9
	Request from M/s Syngenta India Ltd., Mumbai  for the endorsement of  alternate packaging for Propiconazole 25% EC




The Committee deliberated the Agenda in detail and decided that the deficiency as indicated by the Co-opted Member, Packaging be communicated to the applicant.

	Agenda Item No.

8.10
	Consideration of application of M/s Cheminova India Ltd.. for endorsement of name of supplier along with already approved source of import of trizophos 60% LC


Approved
	Agenda Item No.
8.11
	Consideration of application of M/s Hifield AG Chem India Pvt. Ltd. For endorsement of new name of supplier along with already approved source of import of Gibberellic Acid technical


Approved

	Agenda Item No.

8.12
	Consideration of application of M/s. Hifield AG Chem India Pvt. Ltd. for endorsement of name of supplier along with already approved source of import of Hydrogen Cyanamide 50% SL


Approved

	Agenda Item No.
9.0
	Miscellaneous Items


	Agenda Item No.
9.1
	Approval of protocols


Approved

	Agenda Item No.
9.2
	Consideration of application of M/s Maa Bhagwati Biotech & Chemicals, Wardha for enhancement of shelf life from four months to one year in respect of the product Beauveria bassiana 1.15% WP


Approved
	Agenda Item No.
9.3
	Consideration of an application for enhancement of shelf life under section ((4) of the Insecticides Act, 1968 




Approved

	Agenda Item No.
9.4
	Request from M/s Syngenta India Ltd. for 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 deliberated the Agenda in detail and noted that the two Institute of ICMR i.e., VCRC and NIMR has recommended different doses for Culex quinquefasciatus (100 g  a.i/ha), Anopheles (200 g a.i/ha) & Culex (300- 400 g a.i./ha) and therefore, it is not feasible for the Committee to come to any just conclusion.  Therefore, the Committee decided to constitute a Group under the Chairmanship of  Director, NVBDCP, New Delhi with the following members:-

(i) Director, NIMR, New Delhi or its nominee
(ii)
Dr. T.P. Rajendran, ADG(PP), ICAR, New Delhi

(iii) Dr. T.P. Tridevi, Project Director & ADG,

Directorate of Information & Publication, ICAR, New Delhi.



(iv)   
Dr. R.M. Shukla, DD(Ento.), CIB&RC-  Member Secretary

	Agenda Item No.
9.5
	Request from M/s Syngenta India Ltd. for label expansion of Metalaxyl-M 35 ES for control of downey mildew on pearl millet, sorghum and sunflower


Deferred due to paucity of time.

	Agenda Item No.
9.6
	Consideration of request of M/s Syngenta India Ltd., Mumbai for approval of modified labels & leaflets in respect of their Certificate of Registration of Emamectin Benzoate 5%SG.


Deferred due to paucity of time.

	Agenda Item No.
9.7
	Appeal of M/s United Phosphorus Ltd., New Delhi regarding registration of Cypermethrin 3%SG for general public use – its outcome


Deferred due to paucity of time.

	Agenda Item No.
9.8
	Summary of Joint Inspection Report on verification of  Bonafide of M/s Welsuite Glass and Ceramics (P) Ltd., Gavasad, Vadodara


Deferred due to paucity of time.
	Agenda Item No.
9.9
	Ex-post facto approval for import permit issued for the period from 01.04.2009 to 28.05.2009


Deferred due to paucity of time.

	Agenda Item No.
9.10
	Consideration of application for import permit for Boric acid and other substances for non-insecticidal use


Deferred due to paucity of time.

	Agenda Item No.
10.0
	Any Other Item with the permission of Chair



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

ANNEXURE-I

Guidelines for Registration of insecticides for control of Ectoparasites (Mites, Bedbugs, Ticks etc.) in poultry.
	S.
No.
	Parameter
	Technical
	Formulation

	
	
	9(3B)
	9(3)
	9(3B)
	9(3)

	1
	2
	3
	4
	5
	6

	A.
	CHEMISTRY
	
	
	
	

	1.
	Source of  Supply
	R
	R
	R
	R

	2.
	Chemical Composition
	R
	R
	R
	R

	3.
	Chemical Identity
	R
	R
	R
	R

	4.
	Physico - Chemical Properties
	R
	R
	R
	R

	5.
	Technical Bulletin
	R
	R
	
	

	6.
	Specification
	R
	R
	R
	R

	7.
	Method of Analysis
	R
	R
	R
	R

	8.
	Analytical Test Report
	R
	R
	R
	R

	9.
	Identification& Quantification of identifiable Impurities
	R
	R
	
	

	10a.
	Shelf-life claim
	R
	R
	R
	R

	10b. 
	Shelf-life Data
	NR
	R
	R
	R

	11a.
	Process of Manufacture
	R
	R
	R
	R

	11b.
	Information about Raw Materials Used
	R
	R
	R
	R

	11c.
	Their Source of Supply.
	R
	R
	R
	R

	11d.
	Step-wise Manufacturing Process.
	R
	R
	R
	R

	11e.
	Chemical Equation
	R
	R
	NR
	NR

	11f.
	Formula
	R
	R
	R
	R

	11g.
	Flow sheet diagram of process of manufacture
	R
	R
	R
	R

	11h.
	Effluent Treatment method
	R
	R
	R
	R

	12. 
	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 (source in case of import)
	R
	R
	NR
	NR

	13.
	Certificate from manufacturer that the dealer/ trader is an authorised dealer/ trader of the manufacturer (Authorisation of supplier by the source).
	R
	R
	R
	R

	14.
	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.
	R
	R
	R
	R

	15.
	The applicant should provide sample along- with standards, technical sample from the principals/ authorized dealers for verification of the claim and the method of analysis for quality monitoring.  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
	R
	R
	R

	16.
	Methodology for residue estimation as per BIS format.

	R
	R
	R
	R

	B.
	BIOEFFICACY & RESIDUES
	
	
	
	

	17 
	Bioeffectiveness – data generated in National/ ICAR/SAU Laboratories [three for 9(3) and 2 for 9(3B)] against the claimed pest based on repeated trials. 
	NR
	NR
	R
	R

	18
	Effect on layers (duration 3 months, study to commence preferably at the age of 40 weeks) - data generated in National/ ICAR/SAU Laboratories  [three for 9(3) and 2 for 9(3B) ] on  

(i) change in body weight,

(ii) feed in take, water intake, Feed Conversion Ratio (FCR)

(iii) mortality and morbidity pattern,

(iv) * Clinical symptoms/morphological changes in organs, 
(v)  * Blood profile and Enzymology,

(vi) egg production records for 15 days
	NR
	NR
	R
	R

	19.
	Metabolism in soil
	R
	R
	NR
	NR

	20.
	Metabolism in water
	R
	R
	NR
	NR

	21.
	Persistence in soil
	R
	R
	NR
	NR

	22.
	Persistence in water
	R
	R
	NR
	NR

	23
	Persistence and residue on treated surface
	NR
	NR
	R
	R

	24.
	Compatibility with other chemicals, if claimed
	NR
	NR
	R
	R

	25(a).
	Residues in various organs of birds and edible products 
	NR
	NR
	R
	R

	
	Residue in birds excreta
	NR
	NR
	R
	R

	25(b).
	Residue tolerance limits fixed by foreign countries
	R
	R
	R
	R

	.
	Registration status in foreign countries
	R
	R
	R
	R

	C.
	TOXICITY
	R
	R
	R
	R

	26
	Acute oral in rat & mice
	R
	R
	R
	R

	27
	Acute dermal
	R
	R
	R
	R

	28
	Acute inhalation
	R
	R
	R
	R

	29
	Primary skin irritation
	R
	R
	R
	R

	30
	Irritation to mucous membrane
	R
	R
	R
	R

	31
	Sub-acute oral rat
	R
	R
	NR/R
	NR/R

	32
	Sub-acute oral dog
	R
	R
	NR/R
	NR/R

	33
	Sub-acute dermal
	R
	R
	NR/R
	NR/R

	34
	Sub-acute inhalation
	R
	R
	NR/R
	NR/R

	35
	Neuro-toxicity
	NR
	NR/R
	NR
	NR

	36
	Synergism & potentiation
	NR
	NR/R
	NR
	NR/R

	37
	Teratogenicity
	NR
	R
	NR
	NR

	38
	Effect on reproduction
	NR
	R
	NR
	NR

	39
	Carcinogenicity
	NR
	R
	NR
	NR

	40
	Metabolism
	NR
	R
	NR
	NR

	41
	Mutagenicity
	NR
	R
	NR
	NR

	42
	Toxicity to birds (two species other than poultry)
	R
	R
	R
	R

	43
	Toxicity to fish
	R
	R
	R
	R

	44
	Toxicity to earthworm
	R
	R
	R
	R

	45
	Toxicity to live stock
	R
	R
	NR
	NR

	46
	Medical data
	R
	R
	R
	R

	47
	Human toxicity  information from foreign countries
	R
	R
	NR/R
	NR/R

	48
	Observation in man (Health records of spray operators)
	NR
	NR
	NR
	R

	49
	Health records of Industrial workers.
	NR
	R
	NR
	R

	50
	Toxicity to live stock (Field trial & observation)
	NR
	NR
	NR
	NR

	51
	International report on carcinogenicity & genotoxicity status
	NR/R
	NR/R
	NRR
	NR/R

	D.
	PACKAGING AND LABELLING
	
	
	
	

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

	59
	Labels to contents
	
	
	
	

	a.
	Detailed Chemical composition
	R
	R
	R
	R

	b.
	Purpose for import / manufacture.
	R
	R
	R
	R

	c.
	Antidote
	R
	R
	R
	R

	d.
	Toxicity triangle
	R
	R
	R
	R

	e.
	Cautionary statement
	R
	R
	R
	R

	f.
	Brief direction concerning usages
	R
	R
	R
	R

	g.
	Restriction if any
	R
	R
	R
	R

	60.
	Leaflets to contain
	
	
	
	

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

	b.
	Introductory para about the pesticide
	R
	R
	R
	R

	c.
	Detailed directions concerning usages
	R
	R
	R
	R

	d.
	Time of application 
	NR
	NR
	R
	R

	e.
	Application equipment
	NR
	NR
	R
	R

	f.
	Waiting Period
	NR
	NR
	R
	R

	g.
	Symptoms of poisoning
	R
	R
	R
	R

	h.
	First aid measures
	R
	R
	R
	R

	i.
	Antidote & treatment
	R
	R
	R
	R

	j.
	Restriction, if any
	R
	R
	R
	R

	k.
	Instruction for storage
	R
	R
	R
	R

	l.
	Information regarding disposal of used packages.
	R
	R
	R
	R

	61.
	Type of packaging (pkg material + compatibility with content)
	R
	R
	R
	R

	62.
	Manner of packaging
	R
	R
	R
	R

	63.
	Specification for primary package
	R
	R
	R
	R

	64.
	Specification for secondary packaging.
	R
	R
	R
	R

	65.
	Specification for transport packaging, including UN Number
	R
	R
	R
	R

	66. 
	Manner of labelling
	R
	R
	R
	R

	67.
	Performance of container during storage stability test
	NR
	R
	NR
	R


*To be scrutinised by toxicity expert. R: Required; NR: Not Required
Note: 
In case of import of formulation without registering technical, whole set of data on technical shall be submitted along with the application. 
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