Mikromol

Certificate of Analysis

Reference Material

Product name

4’'-[[4-Methyl-6-(1-methyl-1H-benzimidazol-2-yl)-
2-propyl-1H-benzimidazol-1-ylJmethyl][1,1’-

biphenyl]-2-carboxamide (Telmisartan Amide) %

Product code Lot humber
MM0939.06-0025 1134144

CAS number Appearance
915124-86-6 white solid
Molecular weight Melting point (D
513.63 249 °C
Molecular formula Long-term stag
C33H31NsO 2 to 8 °C, dark

Assay “as is”
96.9 %

Date of shipment:

Producer confir
from the date o
container.

erial (RM) meets the specification detailed on this Certificate of Analysis for one year

reference
i tance is stored under the recommended conditions unopened in the original

ipment, pr d the

Release by: Date of Release:
Product Release
Dr. Sabine Schroder Luckenwalde, 26 Mar 2021 &\0&1
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Mikromol

Product information

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

Before usage of the RM, it should be allowed to warm to room temperature. No drying>required, as the certified

value is already corrected for the content of water and other volatile materia

The product quality is controlled by regularly performed quality control/tests (rete
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Identity

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

Conditions

| 400 MHz, DMSO-ds
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| Method

Result

- Ms

_ Conditions

3.5 kV ESI+; capillary temperature: 269 °C
. Theoretical value: 514.26014

. Structure confirmed
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Method Conditions _ Result

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

The assay of the reference material was agsessed by following a es.

Purity by High Performance Liquigd

HPLC conditions:

Column Cortecs UPLC C18+; 1.6 ym, 75 x 2.1 mm
Column temperature 40 °C
Detector DAD, 190 nm
Injector Auto 2 pl; 0.135 mg/ml in Water/Acetonitrile 50/50
(v/v)
Flow rate 0.5 ml/min
Phase A Water, 0.1 % HCOOH
Phase B Acetonitrile, 0.1 % HCOOH
Gradient program 0-5 min A/B 80/20
5-11 min A/B to 2/98
11-13 min A/B 2/98
13-15 min A/B to 80/20
15-20 min A/B 80/20 (v/v)
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HPLC chromatogram and peak table
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Area percent report - sorted by signal

Pk # Retention time Area Area %

1 2.003 64.033 100.00
/N

Totals 6}4)33 100.00

Result (n ='3) ) ) £ 100.00 %; SD < 0.01 %
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Volatile content

Water content
Method Karl Fischer titration
Result (n = 3) 2.11 %; SD = 0.03 %

Residual solvents

Method 'H-NMR

Result (n = 1) Sum: 0.97 %
0.05 % Acetonitrile; 0.07 % Methanol; 0,85/% Dichloromethane

Final result

Assay “as is": 96.92 %

The assay “as is” is assessed by 100% method (mass ba uivalent to the assay based on the not

anhydrous and not dried substance respectiy

The calculation of the 100% method follJows

Purity (%)

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

. 00 | 26 Mar 2021

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