o®» APIGENEX

ANALYTICAL CERTIFICATE
Page 1/7

Sample name

Selank

Batch No.

2024219

Sample No.

01

Sequence

Thr-Lys-Pro-Arg-Pro-Gly-Pro

Manufacturing

date

NA

Submitter of

analytical request

Particle s.r.o., Slovakia

1. Peptide content by HPLC/CAD:

1.1 HPLC Instrument:

Pump:
Sampler:
Detectors:

Thermo Scientific Vanquish, Dual Pump F VF-P32-A

Thermo Scientific Vanquish, Split Sampler FT VF-A10-A

Thermo Scientific Vanquish, Diode Array Detector FG VF-D11-A
Thermo Scientific Vanquish, Charged Aerosol Detector H VH-D20-A

1.2 HPLC conditions:

Eluents:

Flow rate:
Gradient:

Column:

A - 0,1% TFA MilliQ water
B - 0,1% TFA MeCN

0,45 mL/min

Pump Right - delivers the flow to column for gradient separation
Time B (%)

0 2

4 95

4.5 95

5 2

Pump Left — creates the reverse gradient and dilutes the flow to
CAD detector to make the eluent composition constant

Time B (%)
0 98

4 5

4.5 5

5 98

ACQUITY UPLC® BEH C18 1.7 um, 2.1 x 50 mm

1.3 Sample preparation:
The whole amount of Selank (10 mg) was dissolved in 2 mL of H20.

Injection:

0.3 pL
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1.4 Chromatograms and calibration curve:

Instrument: W01 LT Sequence: 241200 Page 1af1

Chromatogram and Results

Injection Details
Injection Narme: SELANK (PO-2024219) main1 Run Time {min): 6.00
Vial Number: G:A3 Injection Volume (ul):  0.30
Injection Type: Unknown Channel. CAD_1
Calibration Lewvel:
Instrument Mathod: C18 grad 285 inv_10Ccooling+UV
Processing Method: Quantitative
Injection Date/Time: 09/Dec/24 09:43
Chromatogram

5.0+ 5: 2412008 #25 [manually integrated] SELANE (PO-2024219) main1 CAD_1

30.01

1 - carpound Y - 2 B32
25.01
20.04

Current [ph]
o
=

10.04

5.0

-5.0- =
0.00 1.00 2.00 300 4.00 5.00 6.00
Tirma [min]
Integration Results
MNa. Peak Name Retention Time Area Hedght Relative Area Amount
min oA min ph % meg/mL
1 compaund Y 2 832 1.269 26.579 100.00 1.4270
n.a compaund X n.a. n.a. n.a. n.a. n.a.
Total: 1.269 26.579 100.00
MW 751.2 Weight 5.00 mg
Volume 1.00 mL
Paptide content 95.13%
Concentration 6326 nmolimL
4.757 malml
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Instrument: VD1 _LC Sequence:241208

Chromatogram and Results

Injection Details

Injection Name:
Vial Number:
Injection Type:
Calibration Level:
Instrument Mathod!

Processing Mathod:
Injection DateTime:

SELANK (PO-2024219) main2 Run Time (min):
G:A4 Injection Volume (ulL):
Unknown Channeil:

C18 grad 2-95 inv_10Ccooling+UV
Quantitative
09/Dec/z4 10:01

.00
0.30
CAD_1

Chromatogram

SELANK (PO-2024219) main2

CAD_1

30,0
25.0

20,0

Current [pA]
o
[=]

10.0

5.0

504

35,0~ 57 241209 #26 [manually integrated]

o.o%f'"_m_“\

1 - compownd Y - 2.805

r
0.00

1.00 2.00 3.00 400
Tima [min]

Integra
MNa.

tion Results

Peak Name

Retention Time Area Height Relative Area
min LA min DA ke

Amaount
ma/mL

1 compound Y
na compaund X

2 B05 1.329 26 852 100.00
n.a. n.a na. n.a.

1.4786
n.a

Total:

1.329 26.892 100.00

MW 751.9

Weight 5.00 mg
Volume 1.00 mL

Peptide content 98.58%
Concentration 6555 nmolimL

4.929 malmlL
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Instrument VD _LC Sequence-341209
Calibration
Calibration Details compound Y
Calibration Type Use compound X Offset (CO) -0.3815
Evaluation Type Area Slope (C1) 1.1568
Number of Calibration Points 5 Curve (C2) 0.0000
Number of disabled Calibration Points 0 R-Sguare 0.9998
Calibration Plot compound Y
9.00- compound ¥ {using compaund X calibration) External CAD 1
© | pA*min -
7.504
6.25
5.004
m
143
<T
3.754
2.504
1.25
mg/mL
U'GD_| = T T T T T T g 1
0.00 1.00 2.00 3.00 4.00 5.00 5.00 7.00 8.00
Amount
Calibration Results compound Y
No.  |Injection Name Volume Area Amount
ul pA*min mig/mL
CAD 1 CAD 1
compound Y compound Y
std agpart 2.12. 0.20 n.a. n.a.
std aspart 0.30 n.a. na.
std aspart 0.50 n.a. n.a.
std aspart 1.00 n.a. na.
std aspart 2.00 n.a. n.a.
Y= 1.1568 X -0.3815

1.5 Results:

Summary table:

. . . Content of the
Peptide Aliquoting | Total weight of peptide by CLND
(mg) sample (mg)
(mg)
Selank 10 NA 9,7

NA

Content of the peptide | Content of the peptide against
in the sample (%)

the amount on label.

96,9 %
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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 40% B in 4 min, according to chromatogram results
Column: Waters Acquity BEH, C-18, 1.7um, 2.1mm x 50mm

Part No 186002350

2.3 Sample preparation:
An aliquote of Selank (1 mg) was dissolved in 1 mL of H20.
Injection: 0,6 pL
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2.4 Chromatogram of Selank (PO-2024219)

Sample information

Selank (PO-2024219)
12/6/2024 7:46:11 AM CET
12/11/2024 10:57:01 AM CET

Sample:

UPLC1 ZQ

Channel Description ACQUITY TUW ChA 214nm Date Acquired

Vial : 1:A,2 Vol. : 0.60 ul Date Processed

Acq Method Set :
G0_40_MS_4m_0_45ml_K2_me_s

1.601
]
1.401 d
[y
120 9
5,
1.004 @
(s,
3 0.80H |l
0,601 P g
[ o
0403 B RS
©| [ain
0.20] ol Re
i _ oil meg . B
[ | I 1 [ T [ T T ' |
1.00 1.50 200 250 2.00 350 400 450 500
Minutes
Height A: 0,05% TFA in water
RT | Area (HV) % fArea B: 0.05% TFA in acetonitrile
1|z128| 2208 1808| 009 Gradient : _
2| 2182 | 2505441 | 1582048 | Dmmz 00-0.5min0-0% B
05-4min0-40% B
0|27 anR] TRR| 9% 4.0-4.5min40-100 % B
a|z2zos| mme| 21| o014 45 -50min100% B
50-55min100-0% B
6min 0% B
0.45ml/min

Acquity UPLC BEHC18, 1.7um, 2.1 x 50 mm column
column own temp. = 40 °C

2.5 Result of purity assessment
The overall purity is 98.82 % at 214 nm.
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3. Endotoxin test:
3.1 Description:
Test tubes: Gel Clot Lyophilized Amebocyte Lysate Single Test in Vial
Manufacturer: Xiamen Bioendo Technology Co., Ltd.
Lot: 24061152
Content: 0.2ml endotoxin-specific Amebocyte Lysate which includes beta-
glucan inhibitor in the formulation
Sensitivity of test: 0.5 EU/mL
Sample sensitivity level: 5 EU/mg

4.2 Sample preparation and test:

A sample peptide is dissolved in endotoxin-free water to form a concentration of 0.5
mg/mL. 200 uL of this solution is then transferred to the Amebocyte Lysate Single Test
tube and incubated at 37 °C for 60 min. Immediately after incubation the test tube is
slowly turned upside down.

A solid gel clot which doesn’t come down immediately indicates positive result (meaning
that endotoxins are above the current sensitivity level).

An absence of solid gel clot so the solution freely flows down from the bottom of test
tube indicates negative result (meaning that endotoxin are below the current sensitivity
level).

3.3 Result:

NEGATIVE (-)

CONCLUSION:
The sample Selank (Batch No. 2024219) was analyzed for peptide
content, UV purity at 214 nm and endotoxins.

Peptide content is 96.9 % (9.7 mg in 10 mg).
Purity is 98.82 % (UPLC at 214 nm).
Endotoxin test (sensitivity level 5 EU/mg) - NEGATIVE.

ANALYSIS COMPLETED: Date: 11.12.2024

; : (/
rnan’ el ‘

7 (i «,':f—'é_ g NC O 2 (ar—
Issued by QC: Date: 17.12.2024 / Signature:
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Reg. No. 749/S-406

Protokol o skiiSke ¢.  AR-24-KT-044512-01

Nazov a adresa skuSobného laboratéria:

Skusobné laboratérium Turcianske Teplice

Robotnicka 820/36, 039 01 Turcianske Teplice

tel: 043/490 1562
RegistrationEnviroSK@etcee.eurofins.com, www.eurofins.sk

Nazov a adresa zakaznika:

Eurofins Environment Testing Slovakia s.r.o. PARTICLE s.r.0.
Robotnicka 820/36, 039 01 Tur¢ianske Teplice Kolonada 4490/18
ICO: 53 248 376 984 01 Lugenec
Pracovisko: SLOVENSKO

Datum prevzatia vzorky: 28.11.2024 Datum vykonania skusky: 28.11.2024 - 02.12.2024

Informacie o odbere vzorky:

Datum vystavenia protokolu: 02.12.2024

Vizorku odobral: zakaznik
Informacie o vzorke: 104-2024-00049239
# Néazov vzorky: Selank (P0O-2024219)
Material: Peptidy
Fyzikalne a chemické skusky
Parameter Jednotka Povolena  Vysledok merania  Neistota  Princip Skasobna metéda H SL TS
hodnota merania*
Arzén (As) mg/kg - <15 - ICP-MS LS-PP-CH-85 - TR A
Kadmium (Cd) mg/kg - <0,2 - ICP-MS LS-PP-CH-85 - TR A
Olovo (Pb) mg/kg - <0,5 - ICP-MS LS-PP-CH-85 - TR A
Ortut (Hg) mg/kg - <0,3 - ICP-MS LS-PP-CH-85 - TR A
Vysvetlivky: H - hodnotenie TS - typ skusky
V - vyhovuje A - akreditovana skuska vykonana vo vlastnom skiSobnom laboratériu
NE - nevyhovuje N - neakreditovana skuska vykonana vo vlastnom skiSobnom laboratériu
(A) - akreditovany odber SA - akreditovana skuska vykonana subdodavatelsky
(SA) - akreditovany odber vykonany subdodavatefsky SN - neakreditovana skuska vykonana subdodavatelsky
SPP - §tandardny pracovny postup (TM) - skusanie mimo laboratéria u zakaznika
ND - danou metodou nedetekovatelné
LOQ, LQ - medza stanovenie metody
KTJ - koléniu tvoriaca jednotka
NM - nevyhnutné mnozstvo
m - najvysSia povolena hodnota pri jednovzorkovom hodnoteni
M, ¢ - "M" je najvysSia povolena hodnota pre pocet vzoriek "c" z 5 pri patvzorkovom hodnoteni
* - roz8irend neistota merania — odberu vzorky a analyzy - ur€ena s koeficientom rozsirenia k=2 (s pravdepodobnostou 95%). Ak vzorku odobral z&kaznik,
neistota odberu nie je k dispozicii.
- roz8irend neistota uvedena v % vyjadruje neistotu z vysledku merania.
** - Prijatelnaly pre spotrebitelov a bez abnormalnych zmien
SL - laboratérium vykonavajice skusku: NZ-Nové Zamky, TR-Turcianske Teplice, RK-Ruzomberok, TV-Trebi$ov
Prehlasenie: Laboratérium nezodpoveda za informacie dodané zakaznikom (#), ktoré mozu mat vplyv na platnost vysledkov. Ak vzorku poskytol zakaznik, vysledky sa

vztahuju ku vzorke, tak ako bola do laboratéria prijata. Meradla a meracie zariadenia pouzité na skisky boli kalibrované alebo overené v zmysle platnych
metrologickych predpisov. Vysledky sa tykaju iba predmetu skiSok a nenahradzaju iné dokumenty napr. spravneho charakteru. Vysledok oznaceny v tomto
protokole ako neakreditovana skiska nie je predmetom akreditacie. Vysledok oznaceny v tomto protokole ako subdodavka je vysledkom merania
subdodavatela na zaklade kontraktu. Protokol méze byt reprodukovany len vo farebnej verzii, vratane vélefiovania do propagaénych materiélov a to len s
pisomnym sthlasom sku$obného laboratdria a v rozsahu tohto sthlasu. Akékolvek pozmeriovanie, vyhotovovanie kopii asti skuSobného protokolu je
nepovolené a takyto protokol sa stava automaticky neplatnym. Overenie pravosti a Uplnosti protokolu je mozné na zéklade Ziadosti vykonat na pracovisku
skuSobného laboratdria, ktoré je uvedené v zahlavi protokolu — ,Nazov a adresa skuSobného laboratdria“ Laboratérium je akreditované SNAS, ktory je
signatarom EA MLA a ILAC MRA v oblasti akreditacie laboratorii.
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Vysledky analyz elektronicky validoval(i):
RNDr. Hana Benkovi¢ova
Zastupca vedUcej SkuSobného laboratéria Turianske Teplice
Vlyhotovil: Zuzana Kubisova
Protokol o skuske schvalil:
RNDr. Hana Benkovicova

Overenie platnosti dokumentu Zastupca veducej Skugobného laboratoria Turgianske Teplice

=] et ik [ AKREDITOVANE
i SKUSOBNE
S LABORATORIUM 1
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