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Compound Name: Fluocinonide-ds (Fluocinolone Acetonide EP Impurity M-de)
2-((25,6aS,6bR,7S,8aS,8bS,11aR, 12a8,12bS)-2,6b-difluoro-7-hydroxy-

a— 6a.8a-dimethyl-10,10-bis(methyl-d3)-4-oxo0-
1,2,4,6a,6b,7,8,8a,11a,12,12a,12b-dodecahydro-8bH-
naphtho([2',1":4,5]indeno[ 1,2-d][1,3]dioxol-8b-yl)-2-oxoethyl acetate

TLC Catalogue Number: F-2712

CAS Number: N/A

Alternate CAS Number: 356-12-7 (non-labelled)

Molecular Weight: 500.57

Molecular Formula: Ca6H26D6F207

Source: TLC Pharmaceutical Standards

Source Lot No.: 7471-049A1 ;

Storage Conditions: Store at 2-8 °C y

Solubility: Methanol, DMSO

Test Description Specifications Results

Visual Description White to off-white solid Conforms

Identification

IR Conforms to structure Conforms

MS Conforms to structure Conforms

'"H NMR Conforms to structure Conforms

Purity (HPLC) Not less than 95.0% 98.8%

Impurity (HPLC) RT 4.10, 0.14%; RT 7.30, 0.43%

Isotopic Enrichment Not less than 98.0% 99.2%

Water Content (KF) N/A 0.3%

Optical Rotation N/A [a]p*(c=0.32, CHCl:): +85.9°

Residual Solvents (NMR) 0.1% ethyl acetate

Assay (%) Not less than 90.0% 98.4%

Recommendation: Release.
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Attachments: Peak Attribution Table, Assay Calculation, HPLC, IR, MS and NMR spectra.
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