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Paricalcitol Injection

DEFINITION
Paricalcitol Injection is a sterile solution of Paricalcitol in a mixture of Water for Injection, Propylene Glycol, and Alcohol, or other suitable

solvents. It contains NLT 90.0% and NMT 110.0% of the labeled amount of paricalcitol (CZ7H4403).
IDENTIFICATION
* A. 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
[Note—Protect paricalcitol solutions from light.]
Mobile phase: Methanol and water (4:1)
Diluent: Methanol and water (1:1)
Standard solution: Dilute USP Paricalcitol Solution RS with Diluent to obtain a solution having a concentration of paricalcitol similar to that of
the Injection.
Sample solution: Use the Injection.

Chromatographic system

(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 252 nm
Column: 4.6-mm x 25-cm; 5-um packing L1

Flow rate: 2 mL/min
Injection volume: 100-200 pL
System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 2.0
Relative standard deviation: NMT 2.0%
Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of paricalcitol (C 03) in the portion of Injection taken:

27H44
Result = (r /rg) x (C/C ) x 100

r, = peakresponse from the Sample solution

ry = peak response from the Standard solution

C, = concentration of paricalcitol in the Standard solution, calculated on the basis of the content of paricalcitol in the USP
Paricalcitol Solution RS (ug/mL)

C, =nominal concentration of paricalcitol in the Sample solution (ug/mL)

Acceptance criteria: 90.0%-110.0%

OTHER COMPONENTS

* ConTeNT oF PropyLENE GLycoL aND ALcoHol (if present)
Mobile phase: 0.01 N sulfuric acid solution, filtered and degassed Docu ments
Alcohol stock solution: Transfer 2.0 mL of dehydrated alcohol to a 10-mL volumetric flask, and dilute with water to voigreiment Sharing Hub

Full document details: Paricalcitol Injection


https://store.usp.org/product/1499414
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://store.usp.org/product/1499414
https://store.usp.org/product/1499414
http://www.avadocuments.com/doc/paricalcitol-injection
http://www.avadocuments.com/doc/paricalcitol-injection

2/16/25, 9:57 AM USP-NF Paricalcitol Injection

Propylene glycol stock solution: Transfer 3.0 mL of propylene glycol to a 10-mL volumetric flask, and dilute with water to volume.
Standard solution: Transfer 5.0 mL each of Alcohol stock solution and Propylene glycol stock solution to a 50-mL volumetric flask, and dilute
with water to volume.
Sample solution: Transfer 5.0 mL of Injection to a 50-mL volumetric flask, and dilute with water to volume.
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: Refractive index
Column: 7.8-mm x 30-cm; packing L17
Column temperature: 60°

Flow rate: 0.8 mL/min
Injection volume: 10 pL
System suitability
Sample: Standard solution
[Note—Elution order is propylene glycol followed by alcohol.]
Suitability requirements
Resolution: NLT 4.0 between propylene glycol and alcohol
Relative standard deviation: NMT 2.0% for each peak
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amounts of propylene glycol and alcohol in the portion of Injection taken:

Result = (r /r;) x (C/C,) x 100

r, =peakresponse of alcohol or propylene glycol from the Sample solution

ry = peakresponse of alcohol or propylene glycol from the Standard solution

C, = concentration of alcohol or propylene glycol in the Alcohol stock solution or Propylene glycol stock solution (% v/v)

C, =nominal concentration of alcohol or propylene glycol (if present) in the Injection (% v/v)

Acceptance criteria
Alcohol: 80.0%-120.0%
Propylene glycol: 80.0%-120.0%

IMPURITIES
* ALuminum (206)

Diluent: Dilute 4 mL of nitric acid with water to 2000 mL.

Matrix modifier: 1.5 mg/mL of magnesium nitrate

Standard stock solution: Proceed as directed for Standard preparations in the chapter, beginning with “Treat some aluminum wire” and ending
with “Cool, and transfer the solution, with the aid of water, to a 100-mL volumetric flask, and dilute with water to volume”. Transfer 2 mL of
this solution to a second 100-mL volumetric flask, and dilute with water to volume. Transfer 2 mL of this solution to a third 100-mL
volumetric flask, and dilute with water to volume. This solution contains 0.4 pg/mL of aluminum.

Standard solution A: 2.5 ng/mL of aluminum in Diluent, from the Standard stock solution

Standard solution B: 5.0 ng/mL of aluminum in Diluent, from the Standard stock solution

Standard solution C: 10 ng/mL of aluminum in Diluent, from the Standard stock solution

Standard solution D: 20 ng/mL of aluminum in Diluent, from the Standard stock solution

Standard solution E: 50 ng/mL of aluminum in Diluent, from the Standard stock solution

Sample solution: Dilute 4.0 mL of Injection with 6.0 mL of Diluent, or use an appropriate dilution to obtain a solution having a concentration of
NMT 0.02 pg/mL of aluminum.

System suitability solution: Dilute 9.5 mL of the Sample solution with 0.5 mL of the Standard stock solution. If the resulting solution contains
more than 0.04 pg/mL of aluminum, prepare an alternate dilution having a concentration of about 0.02-0.04 pg/mL of aluminum.

Instrumental conditions

(See Atomic Absorption Spectroscopy (852).)
Mode: Atomic absorption spectrophotometry; instrument equipped with a flameless, electrically heated furnace
Lamp: Aluminum hollow-cathode Documents
Analytical wavelength: Aluminum emission line at 309.3 nm
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