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USP can support your development and manufacturing activities on 
Antihistamines-based medicines with these existing and upcoming standards.

Quality Solutions
Category: Antihistamines

Ketotifen Fumarate

MONOGRAPH 1 INCLUDED EXCIPIENTS

Ketotifen Fumarate - NEW 
Official as of 01-Dec-2024

USP Ketotifen Fumarate 
RS 1356406

USP Ketotifen Related 
Compound A RS 1356417

USP Ketotifen Related 
Compound G RS 1356472

USP Diethylene Glycol RS 1193265

USP Ethylene Glycol RS 1265515

USP Glycerin RS 1295607

USP Benzaldehyde RS 1050905

USP Benzalkonium 
Chloride RS 1050993

USP Benzyl Alcohol RS 1061901

USP Sorbitol RS 1617000

# Pharmaceutical Analytical Impurities (PAI products) are released using a    
process developed by USP’s subject matter experts. The release process is 
based on internal policies, standard operating procedures, and requirements 
as defined by USP’s Quality Management System. USP is an ISO 9001:2015 
certified facility. PAI products are different from official USP Reference 
Standards. PAI products are not required for compendial compliance.

INCLUDED GENERAL CHAPTERS

<11> USP Reference Standards
Official as of 01-Nov-2020

<71> Sterility Tests 
Official as of 31-Dec-2012

<197> Spectrophotometric 
Identification Tests 
Official as of 01-Sep-2021

<281> Residue on Ignition 
Official as of 31-Dec-2012

<621> Chromatography - NEW
Official as of 01-Dec-2024

<731> Loss on Drying 
Official as of 01-Nov-2020

Glycerin 
Official as of 1-Aug-2024

Sodium Hydroxide 
Official as of 1-Jan-2018

Benzalkonium Chloride 
Official as of 01-Aug-2013

Sorbitol 
Official as of 1-May-2021

Hydrochloric Acid 
Official as of 1-Jan-2018

Download the USP  
reference standards app

Ask a 
Scientist

Learn about USP 
Quality Solution Sheets

View all published 
Quality Solution Sheets

Disclaimer: USP Quality Solution Sheets are provided as a convenience 
and for informational purposes only. Labmix24 makes reasonable efforts to 
provide correct information but assumes no liability for the completeness, 
timeliness or accuracy of the information contained in each QSS. It is the 
responsibility of the user to verify the information. The US Pharmacopeia 
remains the official source of this information.

INCLUDED GENERAL CHAPTERS

<11> USP REFERENCE STANDARDS
Official as of 01-Nov-2020

<281> RESIDUE ON IGNITION
Official as of 31-Dec-2012

<621> CHROMATOGRAPHY - NEW
Official as of 01-Dec-2024

<197> SPECTROSCOPIC  IDENTIFICATION TESTS
Official as of 01-Sep-2021

<71> STERILITY TESTS
Official as of 31-Dec-2012

<731> LOSS ON DRYING
Official as of 01-Nov-2020 HYDROCHLORIC ACID

Official as of 1-Jan-2018

SODIUM HYDROXIDE
Official as of 1-Jan-2018

GLYCERIN
Official as of 1-Aug-2024

USP Diethylene Glycol RS USP-1193265

USP Ethylene Glycol RS USP-1265515

USP Glycerin RS USP-1295607

INCLUDED EXCIPIENTS

SORBITOL
Official as of 1-May-2021

USP Sorbitol RS USP-1617000

KETOTIFEN FUMARATE - NEW
Official as of 01-Dec-2024

USP Ketotifen Fumarate RS USP-1356406

USP Ketotifen Related Compound A RS USP-1356417

USP Ketotifen Related Compound G RS USP-1356472

MONOGRAPH 1

BENZALKONIUM CHLORIDE
Official as of 01-Aug-2013

USP Benzaldehyde RS USP-1050905

USP Benzalkonium Chloride RS USP-1050993

USP Benzyl Alcohol RS USP-1061901

https://labmix24.com/en
https://labmix24.com/en
https://labmix24.com/en/products/USP-1193265
https://labmix24.com/en/products/USP-1265515
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https://labmix24.com/en/products/USP-1356472
https://labmix24.com/en/products/USP-1050905
https://labmix24.com/en/products/USP-1050993
https://labmix24.com/en/products/USP-1061901

