Technical or Manufacturing Grade of the Active Ingredient 

Product Chemistry Data Review

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



Manufacturing Plant Location:
Guarantee:

Specify if it is a nominal or minimum value.  Provide the limits if in nominal value.


INTRODUCTION:
	Table 1.   Product Identity of:

	DACO # / GLN
	Title
	Data/Information

	2.3 / 830.1000
	Trade Name
	

	2.3.1 / 830.1000
	Other Name
	

	2.4 / 830.1550
	Common Name
	

	2.5 / 830.1550
	IUPAC Chemical Name
	

	
	CAS Chemical Name
	

	2.6 / 830.1550
	CAS Number
	

	2.7 / 830.1550
	Structural Formula
	

	2.8 / 830.1550
	Molecular Formula
	

	2.9 / 830.1550
	Molecular Weight
	


SUMMARY OF FINDINGS:
APPLICANT(S CONCLUSIONS:
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   [ ]


not stated / applicable   [ ]

1. Chemical and Physical Properties:   See Table 2.

Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
	Table 2.  Chemical & physical properties.

	DACO # / GLN
	Title
	Test substance purity (%)
	MRID / Report #
	Result

	2.14.1 / 830.6302
	Colour
	
	
	

	2.14.2 / 830.6303
	Physical state
	
	
	

	2.14.3 / 830.6304
	Odour
	
	
	

	2.14.4 / 830.7200
	Melting point/range
	
	
	

	2.14.5 / 830.7220
	Boiling point/range
	
	
	

	2.14.6 / 830.7300
	Density or specific gravity at ??(C
	
	
	

	2.14.7 / 830.7840
	Water solubility at ??(C
	
	
	

	2.14.8 / 830.7860
	Solvent solubility at ??(C
	
	
	Solvent

Solubility (unit)


	2.14.9 / 830.7950
	Vapour pressure at ??(C
	
	
	

	830.7000
	pH
	
	
	

	2.14.10 / 830.7370
	Dissociation constant (pKa)
	
	
	

	2.14.11 / 830.7550

830.7560830.7570
	Octanol/water partition coefficient (Kow) at ??(C
	
	
	pH
log Kow




	2.14.12 / 830.7050
	UV/visible absorption spectrum (indicate conditions, if any)
	
	
	

	2.14.13 / 830.6313
	Stability (temperature, metals, sunlight)
	
	
	

	2.14.14 / 830.6317
	Storage stability
	
	
	For ISP only


Data Submitted:   See Table 3.

	Table 3.  Identity and Composition Data for the [common name] TGAI

	DACO # / GLN
	Title
	MRID / Report #
	Details

	2.12.2 / 830.1550
	Product Identity and Disclosure of Ingredients
	
	

	2.11.2, 2.11.3 / 830.1600

830.1620
	Starting Materials & Manufacturing Process
	
	

	2.11.4 / 830.1670
	Discussion of Impurities
	
	

	2.13.3 / 830.1700
	Preliminary Analysis
	
	

	2.12.1 / 830.1750
	Certification of Limits
	
	

	2.13.1 / 830.1800
	Enforcement Analytical Methods
	
	


ATTACHMENT: CONFIDENTIAL APPENDIX 

CONFIDENTIAL APPENDIX A: MANUFACTURING, COMPOSITION AND IMPURITY INFORMATION.
Manufacturing Methods:



Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
2.11.2 / 830.1600  
Description of Starting Materials
2.11.3 / 830.1620  
Detailed Production Process Description
2.11.4 / 830.1670
Discussion of Formation of Impurities/Impurities of Toxicological Concern
The chemical names, company codes, origin and chemical structures of impurities are shown in Table 1.

	Table 1.  Chemical names, company codes, possible origin and chemical structures of impurities in [common name] Technical.

	Chemical names
	Codes
	Possible origin
	Structure

	
	
	
	

	
	
	
	


Applicant Conclusion:     

Composition and Impurities
Reference:   
Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket). OR

Author, (Statement of Product Specification Form( dated yy/mm/dd.  (Data # in bracket).
2.12.1 / 830.1750
Certification of Limits
The nominal concentrations (NC) of the active ingredients and the upper and lower certified limits (UCL & LCL) are shown in Table 2.

	Table 2.  Certification of Limits

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

	
	
	
	


Applicant Conclusion:   

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

yes
[    ]

no 
[   ]

1. The certified limits are within the standard limits as per DACO 2.12.1/40CFR(158.175 or are adequately explained if different.

yes
[    ]

no 
[   ]

2.12.2 / 830.1550
Control Product Specification Form / Components
	Table 3.  Specifications and batch analytical data of [common name] technical product.

	Component
	CAS #
	Nominal % 
	Lower %
	Upper %
	Batch range % (n = ??)
	Confirmational method

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Material accountability
	
	
	
	
	
	

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


Applicant Conclusion:   

Analytical Methods:
2.13 / 830.1700
Preliminary Analysis:

Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
2.13.1/ 830.1700
Methodology/Validation
Method(s):  For each method, use the following table: 

	Table 4.  Details of the analytical methods used to determine active and impurities in [common name] Technical.

	Method ID
	
	

	Analyte
	Active
	Process related impurities

	Sample preparation
	
	

	Instrument
	
	

	Detector
	
	

	Column 
	
	

	Mobile phase (for LC)
	
	

	Oven temperature
	(C
	(C

	Quantitation
	specify standard used.
	specify standard used.

	Total run time
	
	

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


 The validation data are shown in Table 5.
	Table 5.  Method validation data

	Component
	Method Type / ID
	Anal. Range 

(w %)
	Retention time (min)
	Recovery (%)
	RSD (%)
	LOD (%)
	MA1


	Active
	
	
	
	
	
	
	

	Impurity 1
	
	
	
	
	
	
	

	Impurity 2
	
	
	
	
	
	
	

	Impurity 3
	
	
	
	
	
	
	

	Impurity 4
	
	
	
	
	
	
	

	Impurity 5
	
	Validation data not required (level <0.1 in 5 batches of  TGAI)
	

	Solvent
	GC/FID
	
	
	
	
	
	

	Chloride ion
	Ion chrom.
	Validation data not required (well established method).
	

	Sodium ion
	atomic absorption
	Validation data not required (well established method).
	

	Water
	Karl Fischer titration
	Validation data not required (well established method).
	

	1 MA = Method acceptability; Y = acceptable; N = not acceptable (see deficiency).


Applicant Conclusion:    

2.13.2 / 830.1700
Confirmation of Identity
Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
Column 7 in Table 3 lists the spectral methods used to confirm the identity of the active and all impurities.

Applicant Conclusion:   

2.13.3 / 830.1700
Batch Data
Reference:   Author(s), year and title of document, ID #, vol. #, page #.  (Data # in bracket).
Column 6 in Table 3 shows the data from 5 batches of TGAI to below 0.1% using the analytical methods described in DACO 2.13.1.

Applicant Conclusion:   

2.13.4
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  [   ]

2.15
Sample(s) of Chemical Standard(s):
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