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1 Hydrochloride Compounded Oral Solution

1loride Compounded Oral Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of diltiazem hydrochloride
4Cl).

Hydrochloride Compounded Oral Solution 12 mg/mL as follows (see Pharmaceutical Compounding—Nonsterile Preparations

rochloride powder 129

al Solution (regular or sugar-free), NF, a sufficient
ike 100 mL

Irochloride powder and 10 mL of Vehicle to a mortar, and mix. Add the Vehicle in small portions almost to volume, and mix
r each addition. Transfer the contents of the mortar, stepwise and quantitatively, to a calibrated bottle. Add enough Vehicle to

lume, and mix well.

mg/mL of d-10-camphorsulfonic acid in 0.1 M sodium acetate. Adjust with 0.1 N sodium hydroxide to a pH of 6.2.
.cetonitrile, methanol, and Solution A (50:25:25)
n: 120 pg/mL of USP Diltiazem Hydrochloride RS in Mobile phase
1: Agitate the container of Oral Solution for 30 min on a rotating mixer, remove a 5-mL sample, and store in a clear glass vial at
lyzed. At the time of analysis remove the sample from the freezer, allow it to reach room temperature, and mix with a vortex
. Pipet 1.0 mL of the solution to a 100-mL volumetric flask, and dilute with Mobile phase to volume.
ic system
raphy (621), System Suitability.)
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lard solution

zntion time for diltiazem is about 9.6 min.]
uirements

1dard deviation: NMT 1.3% for replicate injections

1dard solution and Sample solution

e percentage of the labeled amount of diltiazem hydrochloride (C N,0,S- HCI) in the portion of Oral Solution taken:
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iominal concentration of diltiazem hydrochloride in the Sample solution (ug/mL)

eria: 90.0%-110.0%

7

JUIREMENTS
srace: Package in tight, light-resistant containers. Store at controlled room temperature, or in a refrigerator.

NMT 60 days after the date on which it was compounded when stored at controlled room temperature, or in a refrigerator
to state the Beyond-Use Date.

TANDARDS (11)
shloride RS

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

lopic/Question Contact Expert Committee

ROCHLORIDE COMPOUNDED  Brian Serumaga

) CMP2020 Compounding 2020
{ Science Program Manager

tabase Information: Chromatographic Database

wred In:
Volume No. PF 40(5)

GUID-201B7603-2E47-48B1-A82D-B3D9C03516A5_1_en-US
.0rg/10.31003/USPNF_M1601_01_01

Documents

Document Sharing Hub

Full document details: Diltiazem Hydrochloride Compounded Oral Solution


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-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/1205003
https://www.usp.org/frequently-asked-questions
mailto:bns@usp.org?subject=Monograph:%20DILTIAZEM%20HYDROCHLORIDE%20COMPOUNDED%20ORAL%20SOLUTION,%20ID%20:%201601
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M1601_01_01
https://doi.org/10.31003/USPNF_M1601_01_01
http://www.avadocuments.com/doc/diltiazem-hydrochloride-compounded-oral-solution
http://www.avadocuments.com/doc/diltiazem-hydrochloride-compounded-oral-solution

