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Sample name EPITHALON
Batch No. 2023179
Sample No. 01
Specification NA
Manufacturing NA

date

Submitter of

analytical request

UAB Nauja oda eshop, Lithuania

1. Peptide content by HPLC/CLND:

1.1 HPLC Instrument:
Agilent 1200 Series, Quat Pump G1311A
Agilent 1260 Series, Hip ALS G1367E
Agilent 1200 Series, Degasser G1379B
Agilent 1200 Series, VWD G1314B
Nitrogen detector Antek 8060

Pump:
Sampler:
Degasser:
Detectors:

1.2 HPLC conditions:
A - MilliQ water
B - isopropanol

Eluents:

Flow rate:
Gradient:

Column:

1.3 Sample preparation:
The whole amount of EPITHALON (5 mg) was dissolved in 1 mL of H20.
2.0 L

Injection:

D - 1% TFA in MilliQ water

1 mL/min

Time A (%) B (%) D (%)
0 90 0 10

1 90 0 10

9 10 80 10

10 10 80 10

11 90 0 10

15 90 0 10

ARION 5u C4-BIO 300 A, 4.6 x 100 mm
Serial No 221258
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1.4 Chromatograms and calibration curve:
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1.4 Results:
NNC: EPITHALON (PO-202317 Salt: AcOH
MW N content N conc.
{calculated) (ealculoted) (meosured)
g/mol % mg = N/ml
390,35 14,35 0,7771
Theoretical Volume Lyophilizate amount
ml mg
1,00 5,00
Peptide concentration Quantified amount
mig,/mil nmal/mil mg nmol
5,42 13873 5,4 13873

Peptide content assay
%

108,3

Summary table:

. Aliquoting | Total weight of Con'tent of the Content of the peptide | Content of the peptide against
Peptide peptide by CLND .
(mg) sample (mg) i in the sample (%) the amount on label.
EPITHALON 5 7,4 5,42 NA 108,3 %

APIGENEX s.r.o. Podebradska 173/5, Prague 9, 190 00 Czech Republic
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2. Purity assessment by UPLC:

2.1 HPLC Instrument:

LC-System Waters Acquity UPLC
Detectors: UV or DAD at 214 nm
2.2 HPLC conditions:
Eluents: A - MilliQ water + 0.05% TFA
B - acetonitrile + 0.05% TFA
Flow rate: 0.40 mL/min
Gradient: from 0% B to 20% B in 16 min, according to chromatogram results
Column: Waters Acquity BEH, C-18, 1.7um, 2.1mm x 150mm

Part No 186002353

2.3 Sample preparation:

The whole amount of EPITHALON (5 mg) was dissolved in 1 mL of H20. An aliquote was
diluted 5 times by water.

Injection: 2.5 uL
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2.4 Chromatogram of EPITHALON (P0O2023179)

Sample information

UPLC2 Sample: EPITHALON (PO2023179)
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2.5 Result of purity assessment
The overall purity is 98.93 % at 214 nm.

APIGENEX s.r.0. Podebradska 173/5, Prague 9, 190 00 Czech Republic



o¥= APIGENEX

ANALYTICAL CERTIFICATE
Page 8/8

CONCLUSION:
The sample EPITHALON (Batch No. 2023179) was analyzed for peptide
content and UV purity.

Peptide content is 108.3 % (5.42 mg in 5 mg)
Purity is 98.93 % (UPLC at 214 nm).

ANALYSIS COMPLETED: Date: 07.11.2023

Issued by QC: Date: 23.11.2023  Signature:

APIGENEX s.r.o. Podebradska 173/5, Prague 9, 190 00 Czech Republic
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