[bookmark: _Hlk112764819][bookmark: _Hlk112764346]Compositional Guideline: Name of substance
[bookmark: _Hlk104281624]This template applies to substances of animal origin.
· [bookmark: _Hlk110949692]Provide specifications in the table below in accordance with:
· ‘SECTION B – Information requirements’ in ‘Application requirements for new substances in listed medicines – Australian regulatory guidelines’. 
· All headings in the table correspond with the guidance document headings. 
· Note: Certain headings may not be applicable (e.g. ‘residual solvents’ if no solvents used). Add or delete rows as necessary.
· Blue information in the table are only common examples for guidance. Delete all blue guidance text before submitting.
	DESCRIPTION

	· Substance origin, genus, species, age, animal part, geographical location and method of manufacture (bred or wild, harvest time, extracted, dried, distilled, purified).
· Chemical names, molecular formulae, molecular structures, and molecular weight of the final substance, if applicable.



	Test
	Method reference
	Acceptance criteria[footnoteRef:1] [1:  Where limits exceed recommended thresholds of pharmacopeial standards and/or ICH/EMA guidelines, limits should be justified in the application.] 


	CHARACTERISATION

	General properties

	Physico-chemical properties: 
· appearance, colour, state, texture, smell
· particle size
· loss on drying 
· sulfated ash
· solubility
· pH 
· viscosity
· specific optical rotation
	· Loss on drying (USP-NF  <731>), 
· BP Appendix IX A Sulfated Ash (Ph. Eur. method 2.4.14)
· Solubility (USP-NF <1236>) 
· pH (USP-NF <791>) 
	Description and/or limits for the relevant tests 

	Identity

	[bookmark: _Hlk110848400]Relevant test(s):
· HPLC
· IR
· NMR
· GC

	· Part III, Ph. Eur. General Notice (1.5.1.8; Identification).
· Infrared Spectrophotometry (Ph. Eur. 2.2.24)
· Nuclear Magnetic Resonance Spectrometry (Ph. Eur. 2.2.33)
· Gas Chromatography (Ph. Eur. 2.2.28)
· Liquid Chromatography (Ph. Eur. 2.2.29)
	e.g.:
· For HPLC – Retention time of main peak corresponds to the retention time of the standard
· For NMR – chemical shifts (ppm) should conform with authenticated standard
· For spectroscopy – matches spectrum of reference material

	Assay

	Relevant test(s):
· HPLC
· GC
· NMR
	· Appendix III L. Amino acid analysis (Ph. Eur. method 2.2.56)
· Appendix XP. Oils Rich in Omega-3-acids (Ph. Eur. method 2.4.29)
· Gas Chromatography (Ph. Eur. 2.2.28)
· Liquid Chromatography (Ph. Eur. 2.2.29)
	Limits for the assay 

	Impurities and incidental constituents (as applicable)

	· Residual Solvents

	BP SC IV D. Residual Solvents (Ph. Eur. 5.4)
	· Appendix VIII L. Residual Solvents (Ph. Eur. method 2.4.24)
· Residual Solvents (USP-NF <467>)
· BP SC IV D. Residual Solvents (Ph. Eur. 5.4)
	Limits to comply with applicable standard, e.g.:
· ICH guideline Q3C(R8) Impurities: Guideline for Residual Solvents;
· BP SC IV D. Residual solvents (Ph. Eur. general texts 5.4)

	· Elemental impurities

	Total heavy metals 
Limits for specific metals or non-metals, such as: lead, cadmium, mercury, arsenic
	· Elemental Impurities-Procedures (USP-NF <233>)
· BP Appendix VII Limit tests (Ph. Eur. 2.4.8)
	Limits to comply with applicable standard, e.g.:
ICH Q3D (R1) Elemental impurities


	· Pesticide residues and environmental contaminants (including agricultural and veterinary substances)

	Pesticide residues
In addition, state any additional residue limits that may be relevant such as antibiotic residues
	Appendix XI L, Pesticide residues (Ph. Eur. method 2.8.13)
	Limits to comply with applicable standard, e.g.: Appendix XI L, Pesticide residues (Ph. Eur. method 2.8.13)

	· Other organic or inorganic impurities or toxins 

	Identified degradation products or impurities arising from manufacturing or storage.
Specific substances that are assayed, e.g.: 
· Dioxins
· Polychlorinated biphenyls
· Mycotoxins
· Aflatoxins
· Peroxides
· Anisidine value
· Unsaponifiable matter
	· Fish Oil, Rich in Omega-3-Acids (Ph. Eur. 1912)
· BP Appendices:
· Anisidine value (2.5.36)
· Peroxide value (2.5.5)
· Unsaponifiable matter (2.5.7)
	Limits to comply with applicable standards, e.g.:  Commission Regulation (EC) No 1881/2006 (Commission of the European Communities, 2006) 

	· Microbial contaminants 

	[bookmark: _Hlk111102063]Appendix XVI D. Microbiological Quality of Non-sterile Pharmaceutical Preparations and Substances for Pharmaceutical Use (Ph. Eur. general text 5.1.4) 
	· Microbial enumeration tests (USP-NF <2021>)
· Appendix XVI B. Microbiological examination of non-sterile products, Ph. Eur. general chapter 2.6.13
	Limits to comply with applicable standards, e.g.: Appendix XVI D. Microbiological Quality of Non-sterile Pharmaceutical Preparations and Substances for Pharmaceutical Use (Ph. Eur. general texts 5.1.4)


Footnotes
Where non pharmacopeial/proprietary methods are used, include a list and summary of analytical method details against each proprietary method here.
Abbreviations
BP = British Pharmacopoeia
EMA = European Medicines Agency
GC = Gas chromatography
HPLC = High-pressure liquid chromatography
ICH = International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use
IR = Infrared spectrophotometry
NMR = Nuclear magnetic resonance
Ph. Eur. = European Pharmacopoeia
	Version
	Description of change (for official use only)
	Effective date

	
	
	


USP-NF = United States Pharmacopeia and the National Formulary
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