Mikromol

Certificate of Analysis

Characterisation methods are accredited according to ISO 1 7025

Reference Material

Product name

Triamcinolone
OH

Product code Lot number

MM0198.01 W1022456

CAS number Appearance el
124-94-7 white solid

Molecular weight Melting point

394.43 246 °C (dec)

Molecular formula Long-term storage

C21H27FO6¢ 2 to 8 °C, dark

Assay! “as is” Uncertainty2 U
0.6 %

he assay is verified by a second testing method.

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

Release by: DWase:
&(/ . Product Release
Dr. Sabine Schroder Wlde, 02 Oct 2019 e —

1 Calibration and verification were carried out/using standards traceable to SI-units. The value is expressed on an “as is” basis.

2 The uncertainty “U” is the expanded uncertainty of the testing method for the assigned value estimated in accordance with
the Guide to the Expression of Uncertainty in Measurement (GUM). It corresponds to a level of confidence of about 95%.
Coverage factor k =2.
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Mikromol

Product information

This RM is intended for laboratory use only and is not suitable for human or animal consumption.

This RM conforms to the characteristics of a primary standard as described in the IC videlines. The values

from international scientific literature.

Storage and handling

Before usage of the RM, it should be allowed to warm to room te . ing i quired, as assigned

Further content \
Assigned value
Purity

Revision table
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Mikromol

Assigned value
Assay “as is”: 98.97 %; U = 0.57 %

The assay “as is” is assessed by quantitative NMR spectroscopy and is equivalent to the a hased on the

not-anhydrous and not-dried substance. The assay is verified by 100% method

Method 1: Value assigning technique - quantitative
Conditions 400 MHz)\DMSQ-d

S y
Internal standard 2,375,6-Tet owitrobenzene (certified reference
%‘:\eﬂi& i 8.4 -8.8ppm, 1H

Result (mass fraction, n = 6) 98\9~z\%KU\=975> %

Quantitative NMR spectrum
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Mikromol

Method 2: Value verifying technique - 100% method

100% method (mass balance) with
chromatographic purity by HPLC

Result 98.11 %

The calculation of the 100% method follows the formula:

Purity (%)

0, = % - i 9 *
Assay (%) = (100 % - volatile contents (%)) 100 %

Volatile contents are considered as absolute contributions and pu

Inorganic residues are excluded by additional tests.

Purity

Purity by High Performance Liquid Chrom

HPLC Conditions:

Column LiChrospher 60 RP-select B; 5 pm, 125 x 4.0 mm
Column temperature /(O/A’C
Detector __BAD, 254 nm
Injector Auto 2.00 pl; 0.199 mg/ml in Acetonitrile/Water 50/50
(v/v)
Flow rate 1.0 ml/min
Phase A m) Water, 0.1 % HsPO,
Phase B Acetonitrile, 0.1 % H;PO,
Gradient progr 0-5 min A/B 75/25
5-12 min A/B to 65/35
12-15 min A/B 65/35
15-20 min A/B to 75/25
20-30 min A/B 75/25 (v/v)
LGC GmbH, Louis-Pasteur-Str. 30, D-14943 Luckenwalde, Germany Page 4/10

MM0198.01 Lot number W1022456



M

Mikromol

HPLC chromatogram and peak table
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Mikromol

Area percent report - sorted by signal

Pk # Retention time Area Area %
1 2.000 0.014 0.03

2 2.497 0.071 0.13

3 2.850 0.020 é@é\
4 3.773 53.112 98.63

5 5.727 0.193 0/3/6
6 6.500 0.176 o.é&
7 8.377 0.165 NQ
8 9.687 o.é% o.\07>

9 11.400 % w}os

10 15.973 :9.024 0.04
11 17.617 ( ( 0.012 0.02
Totals 53.849) ) 100.00

98.57 %; U = 0.27 %

Volatile content A
N

Water content
Method K,

rl Fischer titration

Result (n = 3) 0.34 %*; SD = 0.01 %

*not accredited testing method
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Mikromol

Residual solvents

Method 1H-NMR

Result (n = 1) Sum: 0.13 %*
0.13 % Acetone

*not accredited testing method

Inorganic residues

Method: Elementary analysis

Inorganic residues can be excluded by elementary analysis (CHN

@)
&
&
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Mikromol

Identity

The identity is assessed by ISO/IEC 17025 accredited testing methods.

Conditions

400 MHz, DMSO-d,
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Mikromol

Method Conditions Result

MS 3.5 kV ESI+; capillary temperature: 269 °C Structure confirmed
Theoretical value: 395.18644

110 = Apex 73526 Scan: #263 RT: 3,05 min NL: 1.78E+007 Apex S S\p ESI Full ms [80.00-1000.00]
%
e 305,18560
Sl(]:
30
70
60:
50
404
30:
20 -
16021
10
118,08597
: 199 02906 789,36456
1110,01/083 : 286 50568 ;
o Cl.'.x By Y I | u e LS - N . el | iz
B:U ' 20‘0 360 AOIG / SUIU Edﬂ ?OIG 860 Qdﬂ 1,0:1]0
LGC GmbH, Louis-Pasteur-Str. 30, D-14943 Luckenwalde, Germany Page 9/10

MM0198.01 Lot number W1022456
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Method Conditions Result

IR Attenuated Total Reflection Fourier Transform Structure confirmed
. Infrared (ATR-FTIR) Spectroscopy

Results of Peak Find

Position  Intensity
450.99  84.0322
165462  56.7075
105969 61.8665
889.987  58.1053
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Revision table ,
N

Revision Reason for ravision
00 020 01 Release olll e Certificate of Analysis - initial version

9
Product warrante@ the terms and conditions of purchase.
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