Mikromol

Certificate of Analysis

MM3300.01-0025 1038137

Reference Material
Product name
(S)-5-(Aminomethyl)-3-(3-fluoro-4-morpholinophenyl)oxazolidi
n-2-one (Desacetyllinezolid) 0
N
Product code Lot number O
CAS number Appearance Ni
168828-90-8 beige solid o
Molecular weight Melting point
295.31 104 °C (dec)
Molecular formula Long-term storage NH
CiaH1sFN303 2 to 8 °C, dark 2
A\

Assay “as is”
96.6 %

N

ets the specification detailed on this Certificate of Analysis for two years from the
der the recommended conditions unopened in the original container.

Date of shipment: 27 Oct

date of shipment, provided the substange ig stored
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Mikromol

Product information

For laboratory use only. Not suitable for human or animal consumption.

Before usage of the RM, it should be allowed to warm to room temperature. No drying ired, as the certified

value is already corrected for the content of water and other volatile materials.

The product quality is controlled by regularly performed quality control tests (retes
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Mikromol

Identity

The identity of the reference material was established by following analyses.

Conditions

400 MHz, DMSO-d,

ol
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Mikromol

Method

Conditions Result
MS 3.5 kV ESI+; capillary temperature: 269 °C Structure confirmed
Theoretical value: 296.14050
110 AAPex 9332 Scan: #37 RT: 0,40 min NL: 3,60E+007 FTMS + pESI Full ms [60.00-1000.00]
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Method Conditions Result
IR  Attenuated Total Reflection Fourier Transform Structure confirmed
. Infrared (ATR-FTIR) Spectroscopy
100 Results of Peak Find
N Position  Intensity
L t\ 1 348.78  85.0681
W a /ﬁ//“‘vw&lw /\ M 284545 85.1704
90 v I 3 173176 52,5702
V\(\’\/ \/ 4 15177 66.8318
i 2 5 142032 65.9167
8ok 11 | 6 1331.61 77.1517
7 127375 80.0758
ol T 8 1228.43  58.3098
. 9 11108 57.0568
701~ 10 1046.19  72.9989
11 975.804  82.3953
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Assay
The assay of the reference material was assessed by following analyses.
Purity by High Performance Liquid Chromatography (HPLC) \
HPLC Conditions:
. R AN

Column Kinetex F5; 1.2um, 100 x 2.
Column temperature 40 °C
Detector DAD, 254/4n;/
Injector Auto 2. ; 0.05 g/ml m\Ac\Etonltrlle/Water 50/50

(v/v)
Flow rate 0.5/mi/min

Phase A W%{O\
Phase B Acetom%&\ COOH

Gradient program

HPLC chromatogram and peak table
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Mikromol

Area percent report - sorted by signal

Pk # Retention time Area Area %
1 3.050 8.7060 99.61

2 3.097 0.0304 0.35

3 3.420 0.0016 0%2\
4 3.490 0.0021 0.02
Totals 8.7401 yz@n/o

The content of the analyte was determined as ratio of the peak area alyte~and the cumulative

Result (n = 3)

Volatile content

Water content
Method
Result (n = 3)

Residual solvents
Method
Result (n = 1) l)lé ;{gnificant amounts of residual solvents were detected (< 0.05 %).
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Final result
Assay “as is": 96.62 %

The assay “as is” is assessed by 100% method (mass balance) and is equivalent to the assay based on the not

anhydrous and not dried substance respectively.

The calculation of the 100% method follows the formula:

Purity (%)

Assay (%) = (100 % - volatile contents (%))

Volatile contents are considered as absolute contributions and purity is's d.as relative contribution.

Inorganic residues are excluded by additional tests.

Revision table

Revision Reason for revision

07 Oct 2019

Product warranties for the RM are se i terms and’conditions of purchase.
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