Tolnaftate
Quality Solutions

Category: Antimicrobial

Small Molecules

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

Official and Proposed Documentary Standards and Associated Physical Materials
Authorized Distributor

MONOGRAPH 1

TOLNAFTATE <621> CHROMATOGRAPHY
Official as of 01-May-2020 Official as of 01-Oct-2023

USP Tolnaftate RS USP-1671006 <731> LOSS ON DRYING

Official f 01-Nov-2020
MONOGRAPH 2 icial as o ov

TOLNAFTATE GEL <741> MELTING RANGE OR TEMPERATURE
Official as of 01-Dec-2023 Official as of 01-Aug-2018

USP Tolnaftate RS USP-1671006 <755> MINIMUM FILL

Official as of 01-Dec-2022
MONOGRAPH 3

TOLNAFTATE CREAM | NEW INCLUDED EXCIPIENTS
Official as of 01-May-2024 TITANIUM DIOXIDE

fficial as of O1-Jun-202
USP Tolnaftate RS USP-1671006 QifiCialas ot OlEUN 2028

MAGNESIUM STEARATE

MONOGRAPH 4 Official as of 01-Aug-2016

TOLNAFTATE TOPICAL POWDER | NEW .
Official as of 01-May-2024 USP Palmitic Acid RS USp-1492007

USP Tolnaftate RS USP-1671006 USP Stearic Acid RS USP-1621008

MONOGRAPH 5 CROSCARMELLOSE SODIUM
TOLNAFTATE TOPICAL SOLUTION | NEW Cifietd| 28 oif O vitay-2007

e USP Croscarmellose Sodium RS USP-1150659
USP Tolnaftate RS USP-1671006

FERRIC OXIDE
MONOGRAPH 6 Official as of 01-Jun-2023
TOLNAFTATE TOPICAL AEROSOL | NEW —
Official as of O1-May-2024 Official as of 01-May-2022
USP Tolnaftate RS USP-1671006

SILICON DIOXIDE

fficial as of 01-Jun-202
INCLUDED GENERAL CHAPTERS Qificialas ol OlLUN 2028

<11> USP REFERENCE STANDARDS LACTOSE MONOHYDRATE
Official as of 01-Nov-2020 Official as of 01-Jun-2023

<197> SPECTROSCOPIC IDENTIFICATION TESTS USP Dextrose RS e —
Official as of 01-Sep-2021 USP Fructose RS USP-1286504

<281> RESIDUE ON IGNITION

Official as of 31-Dec-2012 USP Lactose M USP-1356701

USP Sucrose RS USP-1623637
<601> INHALATION AND NASAL DRUG PRODUCTS: AERO-
SOLS, SPRAYS, AND POWDERS—PERFORMANCE QUALITY
TESTS | NEW

Official as of 01-May-2024

POLYSORBATE 80
Official as of 01-May-2020

USP Polysorbate 80 RS USP-1547969
<603> TOPICAL AEROSOLS
Official as of 01-May-2021

<604> LEAK RATE
Official as of 01-Aug-2014
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Official as of 01-May-2020
USP Diethylene Glycol RS USP-1193265
USP Ethylene Glycol RS USP-1265515

L USP Propylene Glycol RS USP-1576708 )
Official as of 01-May-2020
USP Diethylene Glycol RS USP-1193265
USP Ethylene Glycol RS USP-1265515

L USP Glycerin RS USP-1295607

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.
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