Carglumic Acid

Quality Solutions

Category: Hepatic

Small Molecules

S h
USP can support your development and manufacturing activities on

Carglumic Acid-based medicines with these existing and upcoming standards. Authorized Distributor

Official and Proposed Documentary Standards
and Associated Physical Materials

MONOGRAPH 1 INCLUDED EXCIPIENTS

MICROCRYSTALLINE CELLULOSE
Official as of 01-Dec-2019

CARGLUMIC ACID

Published in PF 47(6) O1-Nov-2021

USP Carglumic Acid RS USP-1096586 USP Microcrystalline Cellulose RS | USP-1098388

LRJgP Carglumic Acid Related Compound A USP-1096510

SILICON DIOXIDE
US USP-1096542 Official as of 01-Jun-2023

USP Carglumic Acid Related Compound C

USP Carglumic Acid Related Compound D
RS | NEW USP-1096473 SODIUM STEARYL FUMARATE

Official as of 01-Jun-2023

USP Glutamic Acid RS USP-1294976
) USP Sodium Stearyl Fumarate RS USP-1614705
USP Pyroglutamic Acid RS USP-1589029
| USP d-Carglumic Acid RS USP-1096564 USP Stearyl Alcohol RS UsP1622000
kUSP Monostearyl Maleate RS USP-1446804 )

INCLUDED GENERAL CHAPTERS

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

CROSCARMELLOSE SODIUM

Official as of 01-May-2022

USP Croscarmellose Sodium RS USP-1150659

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

SODIUM LAURYL SULFATE

Official as of 01-May-2021

<731> LOSS ON DRYING
Official as of 01-Nov-2020 USP Sodium Lauryl Sulfate RS USP-1614363

<781> OPTICAL ROTATION
Official as of 01-Dec-2022

<791> PH
Official as of 01-Nov-2020

* Documents in PF Online are not official and not suitable to
demonstrate compliance. They may never become official.

Disclaimer: USP Quality Solution Sheets are provided as a convenience
01-Apr-2024. For publications related to and for informational purposes only. Labmix24 makes reasonable efforts to
Carglumic Acid in PF online after this date provide correct information but assumes no liability for the completeness,

o . _’ timeliness or accuracy of the information contained in each QSS. It is the
please visit the integrated USP-NF/PF online. responsibility of the user to verify the information. The US Pharmacopeia
remains the official source of this information.
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