[Monograph Title] Emulsion
DEFINITION 
[Drug] Emulsion contains NLT [##.#]% and NMT [###.#]% of the labeled amount of [chemical name] ([chemical formula]).
IDENTIFICATION 

( A. Infrared Absorption <197[{K},{M}, or {F}]>

Sample: [Text]
Standard: [Text]
Acceptance criteria: [Text]
OR

( A. Infrared Absorption <197S>
Wavelength range: [#]([#] [{µm} or {cm-1}] [if different from 2.6-15 µm or 3800-650 cm-1]
Cell: [cell size] [only add this subsection if size is other than 0.1-mm]
Standard solution: [#] µg/mL in [solvent]
Sample solution: [Text]
Acceptance criteria: [Text]
• B. Ultraviolet Absorption <197U> 

Standard solution: [#] µg/mL in [solvent]
[{Analytical wavelength} or {Wavelength range}]: [#]([#] [{nm} or {cm-1}]
Sample solution: [Text]
Acceptance criteria: [Text]
• C. Thin-Layer Chromatographic Identification Test <201> 
Adsorbent: [Text]
Standard solution: [#] µg/mL in [solvent]
Sample solution:  [Text]
Application volume: [#] µL
Developing solvent system: [Solvent 1], [solvent 2], and [solvent 3] ([#]:[#]:[#])
Spray reagent: [Text]
Analysis: [Text]
Acceptance criteria: The RF value of the principal spot of the Sample solution corresponds to that of the Standard solution.
• D. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ASSAY

•  Procedure [For chromatographic Assays.]
Buffer: [Text]
[{Mobile phase: [Solvent 1], [solvent 2], and [solvent 3] ([#]:[#]:[#])} 

or

{Mobile phase: See Table 1.
Table 1

	Time (min)
	Solution A (%)
	Solution B (%)

	       0 
	      [#]
	      [#]

	      [#]
	      [#]
	      [#]

	      [#]
	      [#]
	      [#]


}]
System suitability solution: [#] mg /mL of [drug (usually a USP Reference Standard)] and [#] mg/mL of [related compound drug] in [solvent]
Standard solution: [#] mg/mL of USP [Drug] RS in [solvent]
Sample solution: [Text]
Chromatographic system [for HPLC]
  (See Chromatography <621>, System Suitability.)

  Mode: LC [Use abbreviations as defined in the General Notices.]
  Detector: [Detector type] [#] nm
  Column: [#]-mm ( [#]-cm; packing L[#]
  Column temperature: [#]°

  Flow rate: [#] mL/min
  Injection size: [#] μL
Chromatographic system [for GC]
  (See Chromatography <621>, System Suitability.)

  Mode: GC [Use abbreviations as defined in the General Notices.]
  Detector: [Detector type] [#]
  Column: [#]-mm ( [#]-cm; packing G[#]
  Temperature
    Injector: [#]°

    Detector: [#]°

    Column: See Table 2.

Table 2

	Initial Temperature

 (°)
	Temperature Ramp

(°/min)
	Final Temperature

 (°)
	Hold Time at

 Final

 Temperature

 (min)

	[#]
	[#]
	[#]
	[#]

	[#]
	[#]
	[#]
	[#]

	[#]
	[#]
	[#]
	[#]


  Carrier gas: [Gas]
  Flow rate: [#] mL/min [or Linear velocity: [#] cm/s]
  Split ratio: [#]:[#]
  Injection size: [#] μL
System suitability 
Samples: System suitability solution and Standard solution [List solutions used.]
[Note—The relative retention times for [chemical names] are about [relative retention times], respectively.]

Suitability requirements [Add or subtract subsections as appropriate.]
Resolution: NLT [#] between [chemical] and [chemical]
Column efficiency: NLT [#] theoretical plates

Tailing factor: NMT [#]
  Relative standard deviation: NMT [#]% [for [#] injections] [Specify number of injections if needed per guidelines in Chromatography <621>, System Suitability.]
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amount of [chemical name] in the portion of Emulsion taken: 

Result = (rU/rS) x (CS/CU) x 100



rU
= peak response from the Sample solution


rS 
= peak response from the Standard solution


CS 
= concentration of USP [Drug] RS in the Standard solution (mg/mL)


CU 
= nominal concentration of [chemical name] in the Sample solution (mg/mL)
	
	


Acceptance criteria: [#]([#]%
IMPURITIES 

•  Organic Impurities [Use Organic Impurities if unnamed test; otherwise, insert test name]
Mobile phase, System suitability solution, Standard solution, Sample solution, Chromatographic system, and System suitability: Proceed as directed in the Assay. [Or if different, provide subsections with appropriate information. May also include additional subsections as needed.]
Analysis 
Samples: Standard solution and Sample solution

Calculate the percentage of [chemical name] in the portion of Emulsion taken: 

Result = (rU/rS) x (CS/CU) x (1/F) 100



rU
= peak response from the Sample solution


rS 
= peak response from the Standard solution


CS 
= concentration of USP [Drug] RS in the Standard solution (mg/mL)


CU 
= nominal concentration of [chemical name] in the Sample solution (mg/mL)
F 
= relative response factor (see Table 3)
Acceptance criteria: See Table 3.

Table 3  

	                           Name 
	Relative Retention Time
	Relative

 Response

 Factor
	Acceptance Criteria,

 NMT (%)

	[Drug] related compound [#}a 
	[#.##]
	[#.#]

[Two decimal places if less than 1.0; one decimal place if more than 1.0]
	[#.#]b

	[All identified impurities should be listed. If possible, provide a short name for an impurity when no USP Reference standard is available, for example: [Drug] Z-isomer,c [Drug] Butyl analog,d [Drug] 3-ketone.e Give full chemical names as footnotes.]
	[#.##]
	[#.#]
	[#.#]

	[Drug]
	[#.##]
	[#.#]
	[#.#]

	Any other individual, unidentified impurity 
	[#.##]
	[#.#]
	[#.#]

	Total impurities
	—
	—
	[#.#]



a [Chemical name].


b [Process impurity not reported].


c [Chemical name].


d [Chemical name].


e [Chemical name].

•  [Appropriate TLC Organic Impurity Test Name]
Standard solution: [#] mg/mL of USP [Drug] RS in [solvent]
Sample solution: [Text]
Chromatographic system
  (See Chromatography <621>, Thin-Layer Chromatography.)

  Mode: TLC

  Adsorbent: [#]-mm layer of chromatographic silica gel

  Application volume

Standard solution: [#] µL
Sample solution: [#] µL
  Developing solvent system: [Solvent 1], [solvent 2], and [solvent 3] ([#]:[#]:[#])

  Spray reagent: [Reagent] TS

  Analysis: [Text]
  Acceptance criteria: [Text]
SPECIFIC TESTS 
•  Microbial Enumeration Tests <61> and Tests for Specified Microorganisms <62>: [Drug substance] meets the requirements of the tests for the absence of [{Salmonella species} {Escherichia coli} {Staphylococcus aureus} and/or {Pseudomonas aeruginosa}]. The total aerobic microbial count does not exceed [## (e.g. 102)] cfu/g, and the total combined molds and yeasts count does not exceed [## (e.g. 102)] cfu/g.
•  pH <791>: [#]([#][, in a solution ([#] in [#])]
•  Water Determination, Method [{I}, {II}, or {III}] <921>: [{NMT [#]%} or {[#]%([#]%}]
•  Globule Size Distribution in Lipid Injectable Emulsions <729>: Meets the requirements

ADDITIONAL REQUIREMENTS 
•  Packaging and Storage: Preserve in [{well-closed} {tight} or {light-resistant}] containers. Store [{at controlled room temperature}, etc.].

•  Labeling: Label it to indicate [text].
•  USP Reference Standards <11> 

USP [Name] RS


[Chemical name].
[chemical formula]
[molecular weight]
USP [Name] Related Compound [#] RS


[Chemical name].
[chemical formula]
[molecular weight]
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