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Mikromol

Certificate of Analysis

Characterisation methods are accredited according to 5

Reference Material

Product name

3-Methyladamantan-1-amine Hydrochloride
(Desmethylmemantine Hydrochloride)

HCI

Product code Lot number
MM1045.08 W1038541

CAS number Appearance
33103-93-4 white solid
Molecular weight Melting point (DSC
201.74 319 °C

Molecular formula Long-term sto

C11H19N HCI 2to8 °C, dar

Assay! “as is” Uncertainty? U
99.2 % 0.6 %

he assay is verified by a second testing method.

from the date of $hi t, provided the substance is stored under the recommended conditions unopened in the original
container.

Relea/ée/(y: We\oﬁzelease:
Product Release
Dr. Sa\b@\%r Q.Ac))(enwalde, 17 Oct 2019 &\D‘e__/

! Calibration and ve@éarried 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.

Organisation certified to ISO 9001 | DQS 102448 and GMP (EXCiPACTTM) Producer: Page 1/8
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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

from international scientific literature.

Storage and handling

Further content

Assigned value
Purity
Identity

Revision table
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Mikromol

Assigned value

Assay “as is”: 99.21 %; U = 0.55 %

assay can be used for estimation/calculation of measurement uncertainty:

Method 1: Value assigning technique - carbon titration of elemental analysis

Method e tage carbgn\found o relation to percentage
carbon as lated\for molecular formula

Result (mass fraction, n = 3) QB\QW %

Method 2: Value verifying technique - 100% met

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

Result \ 99.53 %

The calculation of the 100% the formula:

Purity (%)
Assay (%) = (100 % - v —_—

100 %
Volatile contentg are gred as absolute contributions and purity is considered as relative contribution.
Inorganic residuesare & ded by additional tests.
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Mikromol

Purity

Purity by Gas Chromatography (GC)

GC conditions: ‘
Column HP-5MS, 30 m x 0.25'mm x 0.
Detector EI, 70 eV; 35 to 550 amu; 280 °C
Injector Split 20:1, 220 9C

Flow rate Helium 1.50 ry(f/rﬁn

Oven program Initial Temp.: °é\ny/3 in
Heating Rate; 30 mi
Final Temp.: °C 11 min

Counts

AR e o, " " v PRI PR
ot L ek o

v "
5 85 & 95 10 105 11 115 12 125 13 135 14 145 15 155 16 165 17 17.5 18 185 19 195
Time [min]

@e tion time Area Area %
1 6.?% / 67280.21 100.00
Totals 67280.21 100.00

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

the purities, added up to 100 %. Air peaks were ignored in calculation.

. Result (n = 3) £ 100.00 %; U = 0.18 %
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Mikromol

Volatile content

Water content
Method Karl Fischer titration

Result (n = 3) 0.47 % ; SD = 0.04 %

“not accredited testing method

Residual solvents
Method 'H-NMR

Result (n = 1) No significant amounts of residua\\s\\I\W\MerMy{ed (< 0.05 %)."

“not accredited testing method

Inorganic residues

Method: Elementary analysis

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

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

Method 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: 166.15903

140, Apex MM1045.08-RAW-FA156102-130-0387-1 Scan: #43 RT: 0.44 min NL: 6,08E+008 0.00]
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Result ‘
. Structure confirmed

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

| Method
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