Mikromol

Certificate of Analysis Q[S@ 9001

Reference Material

Product name

16a,17-[(1RS)-Butylidenebis(oxy)]-21-hydroxypregna-1,4,9(1
1)-triene-3,20-dione

OH

Product code Lot number §
MM0204.12 1028912

CAS number Appearance

313474-58-7 white solid

Molecular weight Melting point

412.52 146 °C

Molecular formula Long-term storage

C35H3205 2 to 8 °C, dark

Assay “as is”
98.6 %

Date of shipment:

ation detailed on this Certificate of Analysis for two years from the

date of shipment, provided the substange ig stored er the recommended conditions unopened in the original container.

Release by: /Iﬁts\ﬂf Rel\eaei
Dr. Sabine Schrbé L%’é%walde, 12 Aug 2019 f [ 621 G(f
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Mikromol

Product information

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

Further content

Identity
Assay
Final result

Revision table

LGC GmbH, Louis-Pasteur-Str. 30, D-14943 Luckenwalde, Germany Page 2/7
MM0204.12 Lot number 1028912



Mikromol

Identity

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

Method Conditions

400 MHz, CDCl; e confirmed
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Mikromol

Method Conditions Resuit

MS 4.5 kV ESI+; vaporization temperature: 200 °C Structure confirmed
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Mikromol

Method Conditions Resuit
IR Attenuated Total Reflection Fourier Transform Structure confirmed
Infrared (ATR-FTIR) Spectroscopy
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Assay

The assay of the reference mate

HPLC Conditions:

Column Cortecs UPLC C18 +; 1.6 ym, 75 x 2.1 mm

Column tempera;ﬁrg/ / 40 °C

Detector DAD, 265 nm

Injector Auto 4 pl; 0.060 mg/ml in Acetonitrile/Water 50/50
(v/v)

Flow rat)é 0.5 ml/min

Phase A | Water, 0.1 % HCOOH

/\>

Acetonitrile, 0.1 % HCOOH

Gradient progra&//

0-1 min A/B 98/2

1-4 min A/B to 2/98
4-5 min A/B to 98/2
5-6 min A/B 98/2 (v/v)
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Mikromol

HPLC chromatogram and peak table

Response [mAU]
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Pk # Retention tiny% Area Area %
1 4.310 \0_050/ 0.34

2 4.590 »3.017 0.11

3 4.704 0.074 0.50

4 //&57\\\ 14.624 99.05
Totals / 14.765 100.00

0 %. System peaks were ignored in calculation.

mined as ratio of the peak area of the analyte and the cumulative

Result (n = 3)

99.05 %; SD = 0.02 %
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Mikromol

Volatile content

Water content
Method Karl Fischer titration

Result (n = 3) 0.11 %,; SD = 0.01 %

Residual solvents
Method 1H-NMR

Result (n = 1) Sum: 0.30 %
0.30 % Diethyl ether

Final result
Assay “as is”: 98.64 %

The assay “as is” is assessed by 100% method (ma equivdlent to the assay based on the not

anhydrous and not dried substance respectively

Reason for revision
Release of the Certificate of Analysis - initial version

Product warranties for the RM are set out in the terms and conditions of purchase.
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