2/15/25, 2:34 AM USP-NF Ganciclovir https://trungtamthuoc'Com/

Status: Currently Official on 15-Feb-2025

Official Date: Official as of 01-May-2020

Document Type: USP Monographs

Docld: GUID-B7A7C225-61CC-43CC-8E74-5AB74BE23C48_4_en-US
DOI: https://doi.org/10.31003/USPNF_M34666_04_01

DOI Ref: bgx3l

© 2025 USPC
Do not distribute

Ganciclovir

H;N
C,H.,N.O, 255.23
6H-Purin-6-one, 2-amino-1,9-dihydro-9-[[2-hydroxy-1-(hydroxymethyl)ethoxy]methyl]-;

9-[[2-Hydroxy-1-(hydroxymethyl)ethoxylmethyllguanine CAS RN®: 82410-32-0; UNII: P9G3CKZ4P5.

DEFINITION

Ganciclovir contains NLT 98.0% and NMT 102.0% of C,H. ,N_O,, calculated on the anhydrous basis.

IDENTIFICATION
Change to read:

* A. ASpectroscopic IoentiFication Tests (197), Infrared Spectroscopy: 197K , (CN 1-Mav-2020)

Change to read:

Sample solution: 10 pg/mL in methanol

ASSAY
* PROCEDURE
Solution A: Trifluoroacetic acid and water (0.5 in 1000)
Mobile phase: Acetonitrile and Solution A (1:1)
System suitability solution: 0.1 mg/mL each of USP Ganciclovir RS and USP Ganciclovir Related Compound A RS in Mobile phase. [Note—
Sonicate the solution if necessary.]
Standard solution: 0.22 mg/mL of USP Ganciclovir RS in Mobile phase
Sample solution: 0.22 mg/mL of Ganciclovir in Mobile phase
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 254 nm
Column: 4.6-mm x 25-cm; packing L9

Column temperature: 40°
Flow rate: 1.5 mL/min
Injection size: 20 pL
System suitability
Sample: System suitability solution
[Note—The relative retention times for ganciclovir related compound A and ganciclovir are 0.9 and 1.0, respectively.]
Suitability requirements
Resolution: NLT 1.4 between ganciclovir and ganciclovir related compound A
Column efficiency: NLT 5000 theoretical plates
Tailing factor: NMT 1.4
Relative standard deviation: NMT 1.0%
Analysis
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Samples: Standard solution and Sample solution

Calculate the percentage of C;H,_N_O, in the portion of Ganciclovir taken:

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

r, =Ppeakresponse from the Sample solution

r¢ = Ppeakresponse from the Standard solution

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

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

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

IMPURITIES
INorGANIC IMPURITIES

* Resipue on IeniTion (281): NMT 0.1%
ORraANIC IMPURITIES
* PROCEDURE
Solution A, Mobile phase, System suitability solution, Chromatographic system, and System suitability: Proceed as directed in the Assay.
Sample solution: 0.22 mg/mL of Ganciclovir in Mobile phase
Analysis
Sample: Sample solution
Calculate the percentage of each impurity in the portion of Ganciclovir taken:

Result = (r /) x 100

r, = peakresponse for each impurity in the Sample solution

r, =sum of the responses of all the peaks

Acceptance criteria
Ganciclovir related compound A: NMT 0.5%
Total impurities: NMT 1.5%

SPECIFIC TESTS
» Water DeterminaTion, Method [(921): NMT 6.0%
[Note—Ganciclovir is extremely hygroscopic.]

ADDITIONAL REQUIREMENTS
* PackaciNG AND STorAGE: Preserve in well-closed containers. Store at 25°, excursions permitted between 15° and 30°.

* USP REFERENCE STANDARDS (11)
USP Ganciclovir RS
USP Ganciclovir Related Compound A RS

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

Topic/Question Contact Expert Committee

GANCICLOVIR Documentary Standards Support SM12020 Small Molecules 1

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. PF 36(4)
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