Mikromol

Certificate of Analysis Q[S@ 9001

Reference Material

Product name

[(3S,4R)-4-(4-Fluorophenyl)piperidin-3-ylJmethanol
(N-Desmethylparoxol)

Product code Lot number
MM1032.20 1013093

CAS number Appearance
125224-43-3 light yellow solid
Molecular weight Melting point (DSC)
209.26 83 °C

Molecular formula Long-term storage

C12H16FNO 2to8 OC, dark

Assay “as is”

94.0 %
Date of shipment: 02 Sep 2019 ‘
Producer confirms that this reference ma (RM) meets th 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, 26 Jul 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
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Mikromol

Identity

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

Method Conditions

400 MHz, CD;0D e confirmed
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Mikromol

Method Conditions

MS 3.5 kV ESI+; capillary temperature: 269 °C
Theoretical value: 210.12887

Resuit

Structure confirn
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Mikromol

Method Conditions

Resuit

IR Attenuated Total Reflection Fourier Transform Structure confirn
. Infrared (ATR-FTIR) Spectroscopy
100 Results of Peak Find
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Assay

The assay of the reference mate

HPLC Conditions:
Column

Kinetex F5;

1.7 ym, 100 x 2.1 mm

Column tempera;ﬁrg/ / 40 °C

Detector DAD, 200 nm

Injector Auto 3 pl; 0.069 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 prograM

0-1 min A/B 100/0

1-5 min A/B to 5/95

5-6 min A/B to 100/0
6-9 min A/B 100/0 (v/v)
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HPLC chromatogram and peak table
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0,00 1,00 2,00 3,00 2,00 T}e\[mlrﬂ 0,00 6,00 /.60 6,00 8.9y
Pk # Retention tiny% Area Area %
1 3.880 \1_5,836{ 99.18
2 5.000 »3.1317 0.82
Totals 15.9679 100.00

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

p to'100 %. System peaks were ignored in calculation.

Result kn\iBO/ ) j

99.18 %; SD = 0.01 %
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Mikromol

Volatile content

Water content
Method Karl Fischer titration

Result (n = 3) 5.20 %; SD = 0.16 %

Residual solvents
Method 1H-NMR

Result (n = 1) No significant amounts of residual;zol\veankere éatected/(</6.05 %).

Final result
Assay “as is": 94.02 %

The assay “as is” is assessed by 100% method dlance) a uivalent to the assay based on the not

anhydrous and not dried substance respective

The calculation of the 100% method

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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