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Sample Identification

Sample Name
Batch Number
Date Published

Results for LYO-0041

Thymalin 20 mg

2026-03-27 09:42

Peptides

Result Unit

Uncertainty

Acceptable Range

Thymalin Assay
Peptide Screening 0.1% TFA

229 mg

[+0.1]

Thymalin Purity
Peptide Screening 0.1% TFA

>998 %

Thymalin Identification by
Spectrum
Peptide Screening 0.1% TFA

993

[+ 5]

Thymalin Identification by RT
Peptide Screening 0.1% TFA

0.999

[+ 0.005]

Microbiology

Result Unit

Uncertainty

Acceptable Range

Total Aerobic Microbial Count
USP <61>/Eur. Ph. 2.6.12. Plate Count
Method

0 CFU/g

[+]

0-1000

Total Yeast and Mold Count
USP <61>/Eur. Ph. 2.6.12. Plate Count
Method

0 CFU/g

[+]

0-100

Bacterial Endotoxin Chromgenic
USP<85>/ Eur. Ph. 2.6.14. Bacterial
Endotoxin Chromgenic Test

< 0.001 EU/mg

0-0.5

Elemental Impurities

Result Unit

Uncertainty

Acceptable Range

Arsenic
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20 / 2.4.20

<0.001 ppm

0-15

Cadmium
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20/2.4.20

< 0.001 ppm

Quicksilver
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20 / 2.4.20

< 0.001 ppm

Lead
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20 /2.4.20

< 0.001 ppm

Nickel
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20 / 2.4.20

<0.001 ppm

Vanadium
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20 / 2.4.20

< 0.001 ppm

Cobalt
Elemental Impurities screening USP
(232) / Ph. Eur. 5.20/2.4.20

<0.001 ppm
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Method Specification

Determunation of identity, content and punty of Thymalin/Thymulin
Docavent maowder “eyperzaded Avasware Number of poge:
THYM_003_2026 3

1. Content Assesment

1.1, Instrumentation

Moduie Nima Sedial Number
System Controller Shimadas CBM-20A L20235356653
Degassing Unit Shimadzu CGU 144 NA
Pump A Shimadu LC-204D 120104350216
Pump B Shimadeu LC-20AD 120104451348
Autosampier Shemadzu SIL-10ADvR C21052109114
Colim Tharmostat Shimactzu CTO-1080W) C2I6G3770144
Detactot Shimadew SPL-10MADvp C20664233588

1.2. Chramatographic conditiors

Eluent A 0.1% TFA in Water (MPLC, Gradient Geade)

Eluent B 0.1% TFA In Acetanitrile [HPLO, Gradinnt Grade)

Flow rata Qaml/min

Program Gradent elution

Injection volume 05

Colum Temperature &rC

Celumn Phanomerex Boeen Peptide Polar C18, 1502 1mm dun
Detecton vawsiengn 214nm

Gradient Program |
Time [min] Ars] | B[S
3 - 0 5
13 » | = |
21 5 a5 ]
2105 o | o i
BT e
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1.3. Sample preparation

Whale amoumt of conmaier was dissolved i Dml. of water (HPLC, Gradient Grade) Aliquote part of 1 ml. was
dispenced wto HPLC vaal for azalyus,

14, CGallbration curve

Calibration curve detail !
Quantitatwe method External Standard |
Calibration Type Linear |
Number of calibration poirts 5 |
.. FOICR INeOUGH Zef0 Disabled
Weighting Method None
45000000
L0000000 ymauiaes: + 10400 x
R'099% o7
35002000 -
%‘ 0000000
SO0
2 -
o 20000000 oy
= "
10002000 Pl
OO0 .
x
Q
0 10 0 30 ad 0 &0 70 #0 W

Concentration (mg)
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21 Instrumentstion

2. Purity assessment

Moduie Name Serfal Number
System Controller Shimadgau CEBM. 204 120235355693
Degassing Unit Shimadzu DGU-14A NA
Pump A Shimadzu LC-2080 L20104350216
Pump B8 Shimadyu LC-Z04D 120104451345
Autasampke Shimadeu SIL-10ADvp C2105£109114
Cotum Thermostat Shimadeu CTO-100Cvp C21033770144
Cetector Shimadu SFO-10A0vp C20554233588
2.2 Chromatographic concitions
Chromatographic conditions
Fluent A 0 1% TFA in Watar (HPLE, Gradiant Geade)
Eluent B 0.1% TFA in Acetonitrile [HPLC, Gradient Grade)
Flow rate 04mUmin
| Propram Gradiant alution
Injection volume 05
Celum lemperature Gr°C
Column Phenomerex Blogen Peptide Palar C18, 15M2.1mm Jum
Detection wavelangth 2140m
Gradient Program |
Time [min) Al B (%)
3 100 0
13 70 30
21 5 95
21.06 100 0
26 end

1.5. Sampgle preparation

Whole atsount of contsimer was dissolved w Zeal of water (HPLC, Gradweot Grache). Alugunte part of 1 mL was
dispensed inro HPLC wial for azalysis.

15, Purity assesment

Punity of compound 2552¢ed by area normalization method, companmg area of each peak to sum of area of 21l
peaks detecsed at wavelengiz of 214 nm
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Analysis Report

&LIQUIL/—\BS

Analytical services

Sample Information
Injection Volume :0,5
Data File LYO-0041__004.1cd
Method File - Peptide ing_202602_Polar.lcm
Date Acquired 21032026 130533
Chromatogram
nAU
250000 _é Detector A Channel 1 214nm
>
=
0
-250000 , , ‘
0.0 25 5.0 15 10,0 12,5 15,0
min
wAU
Detector A Channel 2 280nm
0 i S
0o 2,5 5.0 7;5 100 12,5 15,0
min
. - Peak Table
B i Rei Time | Cope | Unit | e
= |Immua pREH R I@ : %
o !

Peak Tale

-Nune

. Toml

% Fei. Tune Conc. | Umt
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EgLIQUILABS Method Specification

Deternmmnation of bioburden of lyophilized samples
Docavens mavder Spersaded dovwaee Nember of poge:
MIC_ 00 2025

e

1. Instrumentation and chemicals

1.1 Instruments used

Stenile Syringe 2ml Loer

Stene needhes

Ready made PCA Plwe ROTT Aquatest
Ready made Sebd Plate ROTT Aquarest

1.2, Chemicals
Seerile physaological solusion {0.9% NaCl)

2. Sample preparation and innoculation

21 Sample preparation

L. Fresh stenle peedle and syrmge wis used lor measunng exactly 2 mb of stende pvsiologacal
solubion.

Needle wae clusged and by new peedle rabber top of peptide contsnter was penetrated and 2 ml
of stenle phynolegical solution was di

Coatent of comtainer was completely diszolvad and left far § minutes to sectle potentially created
bubbles.

4. This procedure is repeated for two vials.

e

w

2 Total Asrobic microbial count innooslation and cultivation

By stenle needle I mL of solubon was filled mto the sterile syrnge,

Neeadle was placed above the flame for faw seconds to sterilze,

Comnsequaently 1 ml of selition was poared inso the ready 10 use sterile pemn dish filled with PCA apsr
and petn dich was cosed.

Proces was repeated for two pemi dishes.

With szenle noedle, | ml. of stenide physiological sobation wea filled into the steride nendle and was
soculated oule oo sterile petrs dich flled welh PCA apn a8 pepative costiol sample.

Samples snd nepative control ssauple were placed i weubstor at tecapersture 37°C for 1200

W N

S

o
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A Tatal Yeast and Mold count Inncculstion and cultivation

2

1 By stenke peodle 1 ml. of salunion was fillsd mto tie sterile syringe

2. Needle was placed above the Maune for few seconds 10 setlze,

1. Comsequently 1 mL of soluson was poured mso the ready 1o use stenile petn: dish flled with Sabd agar
and pesni dish wes cdossd

4. Preces was repeated for two petn dsshes.

5. With stecile neadle, I ml of stenle physiological sobation was filled into the sienile neadle and was
mmoculated onto ome sterile pesni dish filled with Sabd apar 23 neganve control sample

6 Samples and negative costrol saple wers placed in incubator at semperamare 25°C for 72h

3, Evaluation of results

After incubation tme, colomies are counted as ofia (colonies forming units) and reslt per 1g of sample is
detemunad as:

u
cﬁ4w==£€:‘

CFU,, = average CFU counted form n imnocularions
CFU, = CFU counted per innoculation
n = number of mroculations

U
=+ DF
CFl,y = Average CFU counted fram # Inmoculations

m, = mass of sample (mg)
DF = Dilution factor

CF!
CFU per gram =

If egative comtrol sazuple is evalnated as positive, process huve to be repeated due to possible contanu=matron in
the prozess of innoculation of imcnbation

=3
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EgLIQUILABS Method Specification

Determination of bactenal endotoxin content of lyophilized samples

Doraviess mowder Sperzaded dociavaet Momber of popa:
ENDOTOX_0201_2026 ENDOTOX 01_2023

e

1. Chromgenic LAL Assay Determination of Bacterial Endotoxin
content of sample

1.1, Instrumentation

Pipetie sez 1-1000 ulL

Temostatically controlled warer bath

UV VIS spocerometer { Shimadzn UV-1601)

GenSenpt ToxinSessor Chrompeme LAL Endotoxin Aszay kir

1.2, Chemicals

LAL Reagent water (endotoxm free)
Limmlus Amcebocyte Lysate

LAL Subsmate

Color Stabilxzer #]

Color Stabilxzer 42

Color Stabilazer #3

U HCI(pa)

e .0 ¥'»

.

Samgle preparaticn
Sample container was weighed pror %o dissoluticn and measured weaght was maked.
Sample was completely dizsolvad in its contaimer by 2 ml of LAL Reagent water
100 pL of the sample was aliquosed for azalysis
Afver ansdyais container was emptied and dried
Dy mass of contamer was measured and exact weight of dessolved comtent was determmed 25
My = Mpmpta — Meccuramer

gahyawy- -

14. Tewn senscor Chrompganic LAL Encotoxdn Assay kit preparation
Procndures regarding preparanion of rescnion solutions possihle to find in
) o o . 3 "

*Wr

e | ey
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1.5. Measurement procedure

Standands Samples Blank
Standards (mL} 0.1 - -
Samples (mL) . 0.1 .
LAL Reagent Water (mL) . . 0.1
LAL Solution {ml) 0.1 01 01
Mix well and incubate st 379C tor 27 min
Substrate sotution (ml) | 01 | 01 0.1
Mix well and incubate at 37°C far 6 min
Color Stabilizer ¥1 solution 0.5 Q.5 0.5
Color Stabilizer #2 solution 0.5 05 0.5
Color Stabllizer £3 solution 0.5 0.5 0.5
Mix woll and read the absorbance a1 545nm
16. CGalibration curve
e yw 2551204 01392
14 7'« 09921 P
12
& o
Td_ 3
502 »
3 :
g o8
4
04 v
02
0
n om anz o0 neca 0.0% (1

Concentration [EL/mL)

17, Caleuation of endotexn content
Endotoxin comsent of the sample was calculated from the calibcation carve as:

ABS rarealy
E"dﬂmlsufmgl = .(__ ?:":“)’20

ABS, e * Measured ahzorbance of sample
Scain = Slope of calibration curve
Meamaie = el measured mass of sample
20 = ddution factor of measured sampie
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Responsibles

Mr. Jan Galbavy
CEO

Analysis results relate only to the samples tested.
This document shall not be reproduced except in full, without the written approval of Liquilabs s.r.o.
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