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Phenelzine Sulfate

C,H N, - H,S0, 234.27

Hydrazine, (2-phenylethyl)-, sulfate (1:1);
Phenethylhydrazine sulfate (1:1) CAS RN®: 156-51-4; UNII: 2681D7P965.

DEFINITION

Phenelzine Sulfate contains NLT 98.0% and NMT 102.0% of phenelzine sulfate (C,H, N, - H_SO,), calculated on the dried basis.

IDENTIFICATION
*B.
Sample: Dissolve 100 mg of Phenelzine Sulfate in 5 mL of water, render the solution alkaline with 1 N sodium hydroxide, and add 1 mL of
alkaline cupric tartrate TS.
Acceptance criteria: A red to yellow-red precipitate is formed
* C. loeniricaTion Tests—GeneraL (191), Chemical Identification Tests, Sulfate

Sample solution: 1 in 10 solution of Phenelzine Sulfate in water
Acceptance criteria: Meets the requirements

ASSAY
Change to read:
* PROCEDURE

Solution A: About 6.8 g/L of monobasic potassium phosphate and about 2.16 g/L of sodium 1-octanesulfonate in water. Adjust with

phosphoric acid to a pH of 3.0.
Mobile phase: Methanol and Solution A (40:60)

Standard solution: 40.26,, (IRA 1-May-2023) Mg/mL of USP Phenelzine Sulfate RS in Mobile phase

Sample solution: 40.26 mg/mL of Phenelzine Sulfate in Mobile phase , (IRA 1-May-2023)

Chromatographic system

(See Chromatography (621), System Suitability.)
Mode: LC

Detector: UV 210 nm

Column: 3.9-mm x 15-cm; 45-um, (IRA 1-May-2023) Packing L1

Flow rate: 1 mL/min

Injection volume: 20 pL

ARun time: NLT 2 times the retention time of phenelzine, (IRA 1-May-2023)

System suitability
Sample: Standard solution
Suitability requirements

A
A (IRA 1-May-2023)

Tailing factor: NMT 2.0

Relative standard deviation: NMT 2.0%
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Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of phenelzine sulfate (CBH12N2- HZSO4) in the portion of Phenelzine Sulfate taken:

Result = (r /rg) x (C/C) x 100
r, = peakresponse of phenelzine from the Sample solution

r, = peakresponse of phenelzine from the Standard solution

C, = concentration of USP Phenelzine Sulfate RS in the Standard solution (mg/mL)

C, = concentration of Phenelzine Sulfate in the Sample solution (mg/mL)

Acceptance criteria: 98.0%—102.0% on the dried basis

IMPURITIES

* ORDINARY IMPURITIES (466)
Standard solution: Methanol and water (50:50)
Sample solution: Methanol and water (50:50)

Eluent: Acetone

[Note—Prewash the plate with Eluent, and dry.]
Visualization: 1
Acceptance criteria: Meets the requirements
Change to read:
* Limit oF HypRAZINE
Solution A: 1% monobasic ammonium phosphate in water
Mobile phase: Methanol and Solution A (75:25)

Astandard stock solution A: 0.1 mg/mL hydrazine prepared as follows. Dissolve about 42.0 mg of hydrazine sulfate, equivalent to about 10
mg of hydrazine, in water in a 100-mL volumetric flask, and sonicate for about 5 min. Dilute with methanol to volume.
Standard stock solution B: 5.0 ng/mL of hydrazine from Standard stock solution A in methanol

System suitability solution: 0.125 pug/mL of hydrazine and 0.129 mg/mL of USP Phenelzine Sulfate RS prepared as follows. Transfer about

25.8 mg of USP Phenelzine Sulfate RS to a 200-mL volumetric flask, add 50 mL of methanol, and sonicate to dissolve. Add 5 mL of

Standard stock solution B and 0.7 mL of ammonium hydroxide and shake. Add 0.5 mL of salicylaldehyde and shake by mechanical means

for about 5 min. Dilute with methanol to volume, sonicate for about 2 min, and mix.
Standard solution: 0.125 pg/mL of hydrazine prepared as follows. Transfer 5.0 mL of Standard stock solution B to a 200-mL volumetric flask,
add 50 mL of methanol and 0.7 mL of ammonium hydroxide, and shake. Add 0.5 mL of salicylaldehyde and shake by mechanical means for

about 5 min. Dilute with methanol to volume, sonicate for about 2 min, and mix. 4 (IRA 1-May-2023)

Sample solution: 40.129 mg/mL of Phenelzine Sulfate prepared as follows. 5 (IRA 1-May-2023) Transfer about 25.8 mg of Phenelzine Sulfate to

a 200-mL volumetric flask, add about 50 mL of methanol, and sonicate to dissolve. Add 0.7 mL of ammonium hydroxide and shake. Add 0.5

mL of salicylaldehyde and shake by mechanical means for about 5 min. Dilute with methanol to volume, sonicate for about 2 min, and mix.
Chromatographic system
(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 340 nm

Column: 4.6-mm x 25-cm; 5-um packing L1

AFlow rate: 1.5 mL/min, (ra 1-May-2023)

Injection volume: 50 pL

ARun time: NLT 1.4 times the retention time of hydrazine derivative (salazine) , (IRA 1-May-2023)
System suitability

Samples: ASystem suitability solution o (IRA 1-May-2023) @nd Standard solution

[Note—The relative retention times for salicylaldehyde, phenelzine 4 , (IRA 1-May-2023) derivative, and Ahydrazine derivative (salazine) o

(IRA 1-May-2023) are about 40.16,0.56,, (IRA 1-May-2023) @nd 1.0, respectively.]

Suitability requirements
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Resolution: NLT 1.25 between phenelzine AderivativeA (IRA 1-May-2023) and Ahydrazine derivative (salazine), System suitability solution o

(IRA 1-May-2023)
Relative standard deviation: NMT 7%, Standard solution
Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of hydrazine ‘(N2H4)A (IRA 1-May-2023) in the portion of Phenelzine Sulfate taken:
Result = (r/rg) x (C/C) x 100

Ty = peak response of Ahydrazine derivative (salazine) o (IRA 1-May-2023) from the Sample solution

s = peak response of 4hydrazine derivative (salazine) , (IRA 1-May-2023) from the Standard solution

Cs = concentration of hydrazine 4 . (IRA 1-May-2023) in the Standard solution (mg/mL)

C, = concentration of Phenelzine Sulfate in the Sample solution (mg/mL)

Acceptance criteria: NMT 0.1%

SPECIFIC TESTS

* Loss on DryinG (731)
Analysis: Dry at 80° for 2 h over silica gel, at a pressure not exceeding 5 mm of mercury.
Acceptance criteria: NMT 1.0%

*pH (791)
Sample solution: 10 mg/mL of Phenelzine Sulfate in water

Acceptance criteria: 1.4-1.9
* MEeLTiNG RANGE OR TEMPERATURE (741),

Acceptance criteria: 164°-168°

ADDITIONAL REQUIREMENTS
* PackaciNG AND STorAGEe: Preserve in tight containers. Protect from heat and light.

* USP RerFERENCE STANDARDS (11)
USP Phenelzine Sulfate RS

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee
PHENELZINE SULFATE Documentary Standards Support SM42020 Small Molecules 4
RS Technical Services
REFERENCE STANDARD SUPPORT SM42020 Small Molecules 4
RSTECH@usp.org

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. 48(5)

Current DocID: GUID-34ABA9D5-BF3B-420B-B874-7D66FED42DDB_5_en-US

DOI: https://doi.org/10.31003/USPNF_M63070_05_01
DOI ref: kicxe

www.webofpharma.com


https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1DE4082B-E660-4E89-A199-2344AE2E03EB_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0FA214DE-5ACB-4800-A2FB-20F995C32B03_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-B3D9AEC4-27D6-4268-8116-22221F1AF1DE_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1517006
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20PHENELZINE%20SULFATE,%20ID%20:%2063070
mailto:RSTECH@usp.org?subject=Monograph:%20PHENELZINE%20SULFATE,%20ID%20:%2063070
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M63070_05_01
https://doi.org/10.31003/USPNF_M63070_05_01

