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Mikromol

Certificate of Analysis
Characterisation methods are accredited according to ISO 1 70 25

Reference Material

OH

Product code
MM3559.00

CAS number
149-32-6
Molecular weight
122.12

Molecular formula Long-term sto
C4H1004 2 to 8 °C, dark

HO T OH

Dlll--
T

Assay! “as is” Uncertainty? U
100.00 % 0.2 %

container.

Release by: Date of Release:
Product Release
Dr. Sabine Schréder | Luckenwalde, 05 Mar 2021 &\o‘e_,f

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 ICH Guidelines. The values
quoted in this Certificate of Analysis are the producer’s best estimate of the true values within the stated
uncertainties and based on the techniques described in this Certificate of Analysis. The characterisation of this
ndertaken in accordance with the requirements of ISO/IEC 17025. The identity is verified by data
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Mikromol

Assigned value

Assay “as is": 100.00 %; U = 0.19 %

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. The assay is verified by carbon titration of elemental analysis The verified

Result 100.00 %; U = 0.19 %

The calculation of the 100% thod follows/thg formula:

Purity (%)
%

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

Volatile contents are considered as absolute contributighs/and p

Inorganic residues are excluded by additional tests.

Method 2: Value verifying technique - carbon titration of elemental analysis

Method percentage carbon found
carbon as calculated for mole

Result (mass fraction, n = 3) 100.35 %
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Mikromol

Purity

Purity by High Performance Liquid Chromatography (HPLC)

HPLC conditions:

Column Asahipak NH2P-50 4E; 5 pm, 250 x 4.6 mm
Column temperature 40 °C
Detéctor CAD

)

Auto 2 pl; 0.323 mg/ml in Water/Acetonitrile 50/50
(v/v)

Flow rate 0.8 mi/min
KPhaseA \ \\ Water
ase/é / ) ) Acetonitrile

di pro

0-10 min A/B 25/75
10-17 min A/B to 5/95
17-22 min A/B 5/95

22-27 min A/B to 25/75
-27-35 min A/B 25/75 (v/v)

HPLC chromatogram and peak tabl @
10,00 /
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Mikromol

Area percent report - sorted by signal

Pk # Retention time Area Area %

1 6.519 1.178 100.00

1.178 100.00

Volatile content

Water content
Method
Result (n = 3)

Residual solvents
Method

Result (n = 3) No significant amounts of/(e/s”l/du:;ﬁ g/olyeﬁ)/yéw/de;écyed\(&% %).

Inorganic residues %

Method: Elementary analysis /

Inorganic residues can be excluded by elementary analysis (CHN). V
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Mikromol

Identity
The identity is assessed by ISO/IEC 17025 accredited testing methods.
Method Conditions Result
| 1H-NMR . 400 MHz, D20 | Structure confirmed
J J
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Mikromol

Method Conditions Result
. MS . EI, 70eV, detector temperature: 280 °C Structure confirmed
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Mikromol

Method Conditions

IR

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

Result
! Structure confirmed

Results of Peak Find

100

%T

\ |

wass No. Position Intensity
M B 1 320608 826652
2 291102 90.189
3 140875 863483
(\ 4 125254 865865
‘ 5 105101  75.2808
U 2 6 965.198  79.9604
7 881309 833608
3 4 8 680427  80.0451
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Product warranties for the RM are set out in the terms and W@
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