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Certificate of Analysis
Primary reference standard
HWI group
Substance: Orientin Batch: HWI03244
Article no.: 0381-05-85 Specification no.: 1983
Sample size: 10 mg in an amber glass vial
Expiry date"; 07/2025
Parameter Method" Requirement Result
Characters
Appearance organoleptic white to yellow powder complies
Identity
"H-Nuclear magnetic M-0381-E, 2.2 '"H-NMR spectrum complies
resonace spectroscopy corresponds to structure
Assayz)
Liquid chromatography M-0381-E, 3.1, > 85.0% 99.2 %
(CP) HPLC TS 1
Quantitative NMR M-0381-E, 3.2 >70.0% 97.5%
spectroscopy
Storage and handling: The standard should be stored in the original amber glass vial at room temperature and
protected from light. Shake before use.
Do not dry, use on as is basis.
Intented use: Our HWI primary reference standard can be used e.g. for identification, assay and purity
testing, method development and validation
* valid version at time of testing, methods based on Ph. Eur.
D storage in unopened, original container according to specified conditions.
P values for CP and qNMR may vary due to residual solvents and water content which can not be
detected by chromatographic methods. For quantification purposes only qNMR value is valid.
The definition for Primary reference standard to the WHO Technical Report 943 (2007) is:
»A designated primary chemical reference substance is one that is widely acknowledged to have the
appropriate qualities within a specified context and whose assigned content when used as an assay
standard is accepted without requiring comparison to another chemical substance.“
checked and approved 19 A2 & L\/émo ( 71. JAN. 2022 Qb .
Stefanie Kempf V Dr. Ole Revermann
Project Leader Project Leader
Laboratory Services Laboratory Services
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OH Formula Weight = 448,3769 g/mol

i gt S I e = y
e IR SR RE BE 4| [gl<ia
= B i S & ral =) sl 3 I B
v T r T T T v v y T y T v T T y T v T T y T T
195 130 1256 120 115 110 105 100 95 90 85 00 75 70 65 60 55 50 45 40 35 30 25 20 15 1.0 05  ppm
—_— SPECTRAL
. SERVICE HWI206842-1A TCNB (15.484/8.408)
Brutier TopSphn 45
Slgnanno,
I
SEH NAME Patick Jonas
MEANNG  acproved
20104 1025.10 261 10100
) Data Parsneters
HNAME HWRo6s2
EXPHO o
PROCNO
F2 - Acquislion Paramatorn
Dars_ 20220103
Tire 1“ar
INSTRUM spect
PROBHD. 2119450, (070 (
PULPROG 2430
T A5536
SOLVENT DMSO
Hs 16
03 2
“wil 10000.000 ) L
FICRES 0.3¢
A
nG
oW
o=
TE 200K
D1 00,0000 o
Do
Srov 5004100902 Mide
UG
PO 370 usec
Py 1110 usen
PLWY | 8 00000000 W
F2 - Puxe *-'r;] parameton
sl 15538
&F 50 4070022 WHz
wow EM
[ 030Hz
1.00
Le04.53
15 000 pynn
14,000 ppm
SIGFL 6400 ppm
SIOF2 30
l |JL
o o
S @)
T T T T T T T T T T v v v v T T y T T T T T T
186 180 126 120 115 110 106 100 95 90 85 B8O 75 70 65 60 55 650 45 40 35 30 25 20 15 10 05 ppm

HWI pharmaservicesGmbH
Rheinzaberner Stralke 8

Vorlage PP_Spez AZ 02.07.2020_ V02

76761 Ruelizheim
Germany

Phone:+4972727767-0
Telefax:+49 72727767 -11

Email info@hwi-group.de
Web: www. hwigroup.de

page 2 of 4 CoA_HWI03244 V01


mailto:info@hwi-group.de

&
Certificate of Analysis
Primary reference standard
HWI group
Substance: Orientin Batch: HWI03244
Atticle no.: 0381-05-85 Specification no.: 1983
Sample size: 10 mg in an amber glass vial
Expiry date': 07/2025
HPLC chromatograms
Orientin Batch_No HWI03244
HPLC separating system 1
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