End Use Product Chemistry Data Review

Product Chemistry Data Review 

NAFTA Profile Template (Version 2003)
Applicant(s / Registrant(s Name and Address:


Formulating Plant(s Name and Address:
Product Name:
TGAI(s) or MUP(s) used in EP:

Guarantee:
State if it is a nominal or minimum value. 

Good Laboratory Practices Compliance Statement:

The studies contained within this report were conducted in accordance with the Good Laboratory Practice Standards as specified in 40 CFR 160 or equivalent.

yes   [   ]

no   [  ]

INTRODUCTION:
SUMMARY OF FINDINGS:
APPLICANT(S CONCLUSIONS:
Label Review
1. The active ingredients statement (chemical identities, nominal concentrations) is consistent with the CSF / SPSF. 

yes   [  ] 


 no   [  ]

The formulation contains one of the following:

10% or more of a petroleum distillate:   
yes   [  ]  
no   [  ]

 
1% or more of methyl alcohol:            
yes   [  ]  
no   [  ]

sodium nitrite at any level:            

 
yes   [  ]  
no   [  ]

a toxic inert at any level:       


yes   [  ]  
no   [  ]

arsenic in any form:                     
yes   [  ]  
no   [  ]

If yes to any of the above, does the inert ingredients statement contain a footnote indicating this? 

 

yes [  ]

no [  ]

not applicable [  ]

2. The appropriate physical and chemical hazards statement regarding flammability or explosive characteristics of the product are given on the label:

      


yes [  ]

no [  ]

not applicable [  ]

3. The storage and disposal instructions for the pesticide and container are in compliance with PMRA Registration Handbook / PR Notice 84-1 for household use products or PR Notice 83-3 for all other uses:        

       


yes [  ]

no [  ] 



Chemical and Physical Properties:   See Table 1.

1.0   
Chemical and Physical Properties
Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
	Table 1.  Chemical & Physical Properties

	DACO # / GLN
	Title
	MRID / Report #
	Result

	3.5.1 / 830.6302
	Colour
	
	

	3.5.2 / 830.6303
	Physical State
	
	

	3.5.3 / 830.6304
	Odour
	
	

	3.5.4
	Formulation Type
	
	

	3.5.5
	Container Material and Description
	
	

	3.5.6 / 830.7300
	Density or Specific Gravity
	
	

	3.5.7 / 830.7000
	pH
	
	

	3.5.8 / 830.6314
	Oxidizing or Reducing Action
	
	

	3.5.9 / 830.7100
	Viscosity


	
	

	3.5.13 / 830.6319
	Miscibility
	
	

	3.5.14 / 830.6320
	Corrosion Characteristics
	
	

	3.5.15 / 830.6321
	Dielectric Breakdown Voltage
	
	


Data Submitted:   See Table 2.

	Table 2.  Data Submitted for the ??? EP

	DACO # / GLN
	Title
	MRID / Report #
	Details

	3.2.1 / 830.1600 
	Description of Starting Material 
	
	

	 3.2.2 /

830.1620

830.1650
	Production / Formulation Process
	
	

	3.2.3 / 830.1670
	Discussion of Impurities
	
	

	3.3.2 / 830.1550
	Control Product Specification Form / Confidential Statement of Formula
	
	

	3.3.1 /

830.1750
	Certification of Limits
	
	

	830.17
	Preliminary Analysis
	
	For EP containing non-registered TGAI or for EP which is an ISP only.

	3.4.1 / 830.1800
	Enforcement Analytical Method
	
	


ATTACHMENT: CONFIDENTIAL APPENDIX 

CONFIDENTIAL APPENDIX A: MANUFACTURING, COMPOSITION AND FORMULANT INFORMATION.
Formulation Process
Reference:   

3.2.1 / 830.1600
Description of Starting Materials
3.2.2 / 830.1650
Description of the Formulation Process.

3.2.3 / 830.1670
Discussion of the Formation of Impurities/Impurities Toxicological Concern.
Applicant Conclusion:      

3.3.1 / 830/1750
Certification of Limits:
The nominal concentration (NC) of the active ingredient and the upper and lower certified limits (UCL & LCL) are shown in Table 1.

	Table 1.  Certification of Limits

	Active Ingredient 
	NC (w %)
	LCL (w %)
	UCL (w %)

	
	
	
	


Applicant Conclusion:   

3. The calculated NC, based on the pure active ingredient (PAI) is identical to that on the label.

yes
[  ]

no 
[  ]

3. The certified limits are within the standard limits as per DACO 3.3.1/40CFR(158.175 or are adequately explained if different.

  


yes 
[  ]

no    
[  ]

not applicable   [   ]

3.4.1 / 830.1800
Enforcement Analytical Method
Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
	Table 2.  Details of the analytical method used to determine [active name] in [product name]

	Method ID
	

	Sample preparation
	

	Instrument
	

	Detector
	

	Column 
	

	Mobile phase (for LC)
	

	Oven temperature
	

	Quantitation
	

	Retention time
	

	Total run time
	

	Chromatograms
	

	Enter explanations to table (if any) in this row.  Delete this row if none.


 The validation data are shown in Table 3

	Table 3.  Validation data for [active name] in [product name]

	Method ID
	Method type
	Linearity 
	Recovery (%)
	RSD (%)
	Method

	
	
	
	
	
	


Applicant Conclusion:     An analytical method was provided for the determination of the active.  The method was assessed to be specific, precise and accurate for use as an enforcement analytical method. 

3.3
Specifications:
Reference:   Product specification form dated ??? .   (Data # ??? in bracket)
3.3.2 / 830.1550  Control Product Specification Form / Confidential Statement of Formula
	Table 4.   Specifications of [product name]

	Component
	CAS No.
	Purpose
	% weight

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Total
	
	
	

	Enter explanations to table (if any) in this row.  Delete this row if none.


3.4.2
Impurities of toxicological concern
Reference:
Chemical name:



Level detected:



# of batches analyzed:


Method LOQ & LOD:


Has the manufacturer used the best available technology to reduce the amount of impurities to the lowest level?



Yes
[   ]

no [   ]

not stated / applicable   [   ]
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