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Certificate of Analysis

Product Name: Fusidic Acid Impurity M CAS #: 1013937-16-0

Synonyms 11-Deoxy Fusidic Acid; (Z)-2-((3R,4S,58S,8S,9S,10S,13R,148S,16S)-16-
acetoxy-3-hydroxy-4,8,10,14-tetramethyldodecahydro-1H-
cyclopenta[a]phenanthren-17(2H,10H, 14H)-ylidene)-6-methylhept-5-enoic
acid; (30,40,80,9B,130,14B,163,17Z)-16-(Acetyloxy)-3-hydroxy-29-
nordammara-17(20),24-dien-21-oic Acid

Catalogue # CHB 06 01367 Structure
Lot # CHB-FUS-01367

Chemical Formula | C31H4805

Molecular Weight | 500.71

Shipping & Ambient shipping in dark condition.
Storage Condition |Store in airtight container protected He :
from light andmoisture at 2°-8°C CHa
Analytical Test Result
S. No. Test Result
1. | Description White Solid
2. | Identification
i) By 'H-NMR Conforms to structure
1) By MASS Conforms to structure
3. |Purity (by NMR) 96.30%
4. |TGA Value 0.00%
5. | % Potency Chromatographic Purity% - TGA Value %

96.30% - 0.00% = 96.30%
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Caution Do not attempt to dry the material. Use as such. Handle under inert atmosphere.
Date of Release | 16-Jul-2022
Validity 24 months from the date of release

This certificate is valid for two year from the date of Release provided the substance is stored under the recommended conditions.

Note: Use for research and analytical purpose only; not for human consumption

| Attachments  [HPLC Chromatogram, '"H-NMR Spectra, MS Spectra, TGA
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Analysis: Identification of Fusidic acid EP Impurity M by RRT by HPLC

Method: Fusidic acid EP monograph (Pharmeuropa Vol 20 (1) Jan 2008),
Related Substances Method.

oy 1 Dhnon. Dot L2 HPLC Analysis: Fusidic Acid EP Impurity M
r““‘i;" Cliconbuild . 2

Chromatogram: Fusidic Acid Standard
DADT A, 5ig=235 4 Ref=550 50 (C\USERS'P. 022-07-14 16-30-14\Fusidic acid CHB-FUS-00001 0 25mg4 D)
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Signal 1: DAD]l 2, Sig=235,4 Ref=550,50
Peak RetTime Type Width Area Height Area
# [min] [min] [MAU*s] [mAU] %
e e |- |[—————————— [———————— I
1 17.238 BB 0.1lee7 3518.07837 323.95914 99.6063
2 23.920 BB 0.13%¢ 13.90608 1.33404 0.3937
Totals : 3531.98445 325.29318
Fusidic acid RT: 17.238 min
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HPLC Analysis: Fusidic Acid EP Impurity M

Chromatogram: Fusidic Acid EP Impurity M, lot CHB-FUS-01367

DAD1 A, Sig=235,4 Ref=550,50 (C:\USERS\P...Q 1 2022-07-14 16-30-14\Fus EP M CHB-FUS-01367 0.05mg43.D)
mAU
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Signal 1: DADl A, Sig=235,4 Ref=550,50

Peak RetTime Type Width Area Height Area
# [min] [min] [mAU*s] [mAU] %

1 23.341 BV 0.1420 23.90233 2.28492 3.4625
2 24.048 BB 0.1668 @c4.82147 61.15243 96.3070
3 24.434 BB 0.0706 1.59131 3.169%64e-1 0.2305

Totals : 690.31511  63.75431
Fusidic acid EP Impurity M RT: 24.048 min
Relative retention time = RT Impurity / RT Fusidic acid = 1.395
Identification confirmed: Impurity M RRT = about 1.39 according to EP monograph
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Chembuild Phliarma Pot. Ltd.
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Analytical Summary

Product Number:

CHB 06 01367

Product Name:

Fusidic Acid EP Impurity M

HO™

Lot Number: CHB-FUS-01367
Molecular Formula: C31H4806
Molecular Weight: 500.71 g mol’

Chemical Name:

(3a,40,80,9B,130,14B3,163,172)-16-(Acetyloxy)-3-hydroxy-29-nordammara-17(20),24-

dien-21-oic Acid

"H-NMR Spectrum

CHB-FUS-01367
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"H-NMR Spectrum Conforms to Structure

CHB-FUS-01367
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Analytical Summary

"H-NMR Spectrum Expansion 1

CHB-FUS-01367
chem_Proton_Day DMSO /opt/data atobin 52
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"H-NMR Spectrum Conforms to Structure
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Analytical Summary

"H-NMR Spectrum Expansion 2
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Analytical Summary

Mass Spectrum (ESI+)

11-Jul-2022
11:00:57|
CHB-FUS-01367 Scan ES+
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Molecular lon Sodium Adduct [M+Na]* 523.23
Mass Spectrum Conforms to Structure
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= Analytical Summary

Thermogravimetric Analysis

CHB-FUS-01367 11.07.2022 12:24:57
% | CHB-FUS-01367
-1 CHB-FUS-01367, 8.8210 mg
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4 ?Step 68.0161e03 %
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Lab: METTLER TOLEDO STAR® SW 16.00
Volatiles Content 0.0%
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