Mikromol

Certificate of Analysis Q[S@ 9001

Reference Material

Product name

(4S,4aS,12aS)-4-(Dimethylamino)-3,10,11,12a-tetrahydroxy-
6-methyl-1,12-dioxo-1,4,4a,5,12,12a-hexahydrotetracene-2-c
arboxamide Hydrochloride (Anhydrotetracycline Hydrochloride)

HCI

Product code Lot number
MM0452.03-0025 1028554

CAS number Appearance
13803-65-1 yellow solid
Molecular weight Melting point
462.88 216 °C (dec)
Molecular formula Long-term storage

C22H22N207 HCI 2to8 OC, dark

Assay “as is”
93.2 %

Date of shipment:

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 Lyzé%walde, 03 Sep 2019 f [ e —
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Mikromol

Product information

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

Further content
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Assay
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Mikromol

Identity

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

Method Conditions

400 MHz, DMSO-d¢ e confirmed
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Method

Mikromol

Conditions

42715028

Resuit
MS 3.5 kV ESI+; capillary temperature: 269 °C Structure confirmed
Theoretical value: 427.14998
110+ Apex 20426 Scan: #311 RT: 3,33 min NL: 3,30E+0068 ‘R[MS 1'\D\ES\ Full ms [80.00-1000.00]
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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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Mikromol

Assay
The assay of the reference material was assessed by following analyses.

Purity by High Performance Liquid Chromatography (HPLC)

HPLC Conditions:

Column Kinetex Phenyl/Hexyl; 1.7 ym, 100.x 2.1 mm
Column temperature 40 °C

Detector DAD, 270 m

Injector Auto 1.00 le m/\{:jzénltrlle
Flow rate 0.5 mI

Phase A Water, O\Q\h@%
Phase B MHCOOH

Gradient program

HPLC chromatogram and peak table

3,12 Subst:

Absorbance [mAU]
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Mikromol

Area percent report - sorted by signal

Pk # Retention time Area Area %

1 3.037 0.0614 0.67

2 3.122 8.9234 971}
3 3.232 0.1460 1/5{3

4 3.311 0.0509 .55
Totals 9.1817 hm{{)\

The content of the analyte was determined as ratio of the peak area of the\a nd\the cumulative

Result (n = 3)

Volatile content l ‘

Water content
Method Kapl Fischer titration

Result (n = 3) 371 %; sD = 0:02%

Residual solvents
Method 1H R

Result (n = 1) um:\O@io)/
.40 % Acetone
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Mikromol

Final result
Assay “as is”: 93.21 %

The assay “as is” is assessed by 100% method (mass balance) and is equivalent to thle assay based on the no

anhydrous and not dried substance respectively.

The calculation of the 100% method follows the formula:

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

Volatile contents are considered as absolute contributions ar considered as relative contribution.

Inorganic residues are excluded by additional tests.

Revision table

Revision Reason for revision

03 Sep 2019

Product warranties for the RM aye i terms and conditions of purchase.
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