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Sample Identification

Sample Thymosin beta- 4 10 Batch 2025255 Date 2025-08-15
Name mg Number Published 14:58
Results for Lyo-0067
Analysis of Peptide Identity, Reporting
Content and Purity Result Unit Uncertainty Limit
Thymosin Beta 4 ( TB-500) 10.18 mg [+ 0.05]
Assay
Peptide Screening
Thymosin Beta 4 (TB-500) 0.989 [+ 0.005]
Identification by RT
Peptide Screening
Thymosin Beta 4 (TB-500) 995 [+ 10]
Identification by spectrum
Peptide Screening
Thymosin Beta 4 (TB-500) >99.8 %
Purity
Peptide Screening
Reporting
Bioburden Result Unit Uncertainty Limit
Total Aerobic Microbial Not detected CFU/g >= 1000
Count A
USP <61> Plate Count Method
Total Yeast and Mold Count Not detected CFU/g >= 100 R
USP <61> Plate Count Method -
Reporting
Endotoxin Analysis Result Unit Uncertainty Limit
Bacterial Endotoxin < 0.001 EU/mg > 0.5
USP<85> Bacterial Endotoxin A
Chromgenic Test
Reporting
Heavy Metals Result Unit Uncertainty Limit
Arsenic Not detected ppm >=1.5 N
Elemental Impurities Screening ‘
Cadmium Not detected ppm >=0.5 .
Elemental Impurities Screening
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Reporting

Heavy Metals Result Unit Uncertainty Limit
Cobalt Not detected ppm >= 25 .
Elemental Impurities Screening )
Lead Not detected ppm >=1.5 .
Elemental Impurities Screening
Nickel Not detected ppm >= 25 .
Elemental Impurities Screening
Quicksilver Not detected ppm >=1.5 .
Elemental Impurities Screening
Vanadium Not detected ppm >= 25 .
Elemental Impurities Screening
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Attachments for Lyo-0067

&g LIGUILARS Method Specification
Determmunation of identity, content and punty of TB-500
Docueveny mander e dad decaven Meer of paper
TB4_ 002 2025 3

1. Content Assesment

Modulo Namse Sarial Numbos
System Controtier Smarze SCL-10ADYD C21014112656
 DegassirgUnx " ShimaouoGULAK NA |

LPGE wlws St s FOU-108wp NA
ump SImecmLCAMDE | C20%4130084
Sutosampler Shimadau SIL- 10ADwp C21054100114
Colum Thermostal Stradey CTO-10ACH | C21A3770144
Devector Snimaczu SPO- 10DV Caosaizaza

12 Chromatographic conditicns

Crromatographic conditions
Busm A O 1% TFA 1 Water [HPLC, GrasSont Gaade)
Huen B 0.1% TFAn Acetontrie (HPLC, Gradient Geade;
Flowrate 0.7 miJmin
Progam Gradivet wa.oon
Irjecton velume 05t
Codum Tempeatium 50
Cclumn Frenomenex Blozen Peptide Folar C18 150:2.1mm Jum
Dataction vanvelangra Zidnm

Cradien Program |

Timeimn) A4 | Bin)

2 | ] l 1

10 70 | 30

14 b1 | 30

32 % £

35 3 | a5

350 ¥ ! 1
2 end
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13. Sample preparation

‘Whale amones of cozminer wis dissalved m 2ml of warer (HPLC, Grachent Grade). Ahgqooce part of | mL was
dispensed oo HPLC vial for amalysas.

14 Calbention nirve

Callbrataon curve dutail
Quantilites matrod Extam sl Standsd
Calimistin Type Limear
Numbe: of <alite st on points 5
Foros theough Zero Disahlec
Waighting Method Nooa

5000000
¢ » 264305 « 21350 »

5000000 2% w0 935 !
% 4000000
7 3000000
2 H
& 2000000
= .

>
100000 s
o
-
n
0 s 10 L5 0 25

Coocentraton |mgl
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2. Purity assessment

Module Name Sarial Numbes |

Sywtem Corttrolinr Sumacos SCL-10ADw Calondnaess
Degassirg Unt Shimaczu DGU- 144 NA. |

LPGE vatve Stimada FOY-108p NA |

Pump Srimacn LC-10ADw C2OMALIN
Autosampler Shimadau SIL- 10A0vp C21054109104

T ColmThemostal | ShoadeuCTO-I0ACH | C21G3700144 |
Detactor Shimaczu SFO-20ADD C209e4233568

3 Chromategraphic conditions

Crromatographic conditions
Buant A O % TFA in Watsr (HPLG, Geinfant Giade)
Euenti 0.1% TEA N Acetontrie (HPLC, Gradient Grade)
Flow rate 0.7 mdSmin
| Program Gradiert shubon
Ir{ectonvelume Q5L
Colum Tempaatim ES°C
Celumn Frenomenx Wozen Peptide Polar C18 15062, 1mm Jpm
Datection wavelang 2i4nm
Gradient Program
Timeime) | A% B(%)
' 2 | « 1
10 o a0
14 o 30
3z B EN)
33 s a5
a5 %9 1
@£ end

15 Sample preparation

Whole amouze of confainer was dissohved i 2mL of water (HFLC, Gradieat Grade), Aliquote part of I mL war
diipenied oo HPLC S0l Tor seslyas

16 Purity assesment

Punsy of compormd pesed by eres nonuahzesion mekod, companng arca of each peak to sum of wea of all
peaks detected 2r wavelezght of 214 um.
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Analysis Report & L Q U

Analytical services

LABS

Sample Information
Injection Volume 05
Data File L LYO-067/-PUl__ 01 1ed
Method File : Pephide screeping_V'5_calib lem
Date Acquared COVO8.2025 23250
Cloomatogan
uAlS
200000 ‘ é’ _ Detector A Channel 1 214nm
5
100000 :
0 £
0 5 10 15 20 25 30
uAl
Detectos A Chanmel 2 280nm.
250
0 !
250
0 5 10 15 20 5 30

Peak Table

Name { Pet. Time Conc. | Umit
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&g LU AR Muthod Specification

Petermination of hichwden of Ivaphilized samples

.. . . .
JalasrLi e N o b

CUT R T

Moain cdimeas

1. Instrumentation and chemicals

1.1 Instnomes used

o bk SvroerZmlooir

o N kil

o Realy e POA P ROTT a0pals
o eady mioe okt Pl ROT) Awuows,

L3, Chamieals

Ser v peinkag sl snlutinn 7SS Ny

2. Sample preparation and innoculation

.1 Zample dcparstian

Lo Freahisder eoallen o senmn e sand Deoorecaing santly

ERlre o | N

YV Rl st Ty s i milieer gl peptish St e wes el ael ® ol

Al sails pheasecgienl v o wns CEpas,

e

LRR [ FEN
4o s preeede s epeaed D oo s

2.2 Total Aerodc neradiil zeunt vaculidan ad calivation

o Ay szl e 1T aleali b e 5D e e shez il sgeningy:
~ Noodle wis [:l:.o.:d ahore e Ho e tar 2w secancs ot skl

S anszquently - mb of so0 men wiss seures o the ready 0o use secile seat Jish filed with 'L ne

ol i s v el
ADISA WIS re e TN pagl drices

1

S0W maesle mecdbe, L0 afekrile phygioasizal 200 e was Gl the siimile mae e oml e
i HUNESTRLT RN CCCRS TR TT RRTITTTI A

o phee’ s i omperatone 7770 Ba Wk

(TSI N TR

canzaden o e bl U e with 104 e
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<3

Tatsl vegst and Mold coors vozulsticr sl cultivaton
Leslerila neezie |l of sahmoc s filed e the stenile svringe.
A NTEUEPENT ) NEXH I TR RN | IR RN TR ERE TN TER M| PP

Capzquantty Lk o1 %020 v Ceures atos The ready soouse seeale cein dish il ed i Saks agar
e i cosz ws tlestal.

4 Tiiowds newaln” D b o Jdetee

o Wenrspeale teadin 1ol ot stenle phrsiaicgieal sacd wns iled g the s ale need < tnd wis
avzulrred eoto car st e dich Eed with Sk ggor as megalive walro e,

o hamoaes and cezotre sandml ssaple were plhces ot inzubzoor ot samparature S04, rer c2h.

Rl | TR T W ORI TTTCR T RTRRRCARTICI HITRRECH ETERCIN (R FURRCO [FOT LN TR ITTH BTERH L IR BT
dacemmined o

3. Evaluation of results

L)

iy =

= LN comnted por incsularci

m =nwahy of nneeslatemy

Ealnd N ’
SO pe G -

OF = Db et

TN e el gonpls s cv T ethae sesin e, e Tane e ageatal e sl sealingoen in

[URTHIREESEN
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Ay LiARE Method Specification

Determination of bacterial endotoxin content of lvophilized samples

Janeuty vestes Froeradan dov et
SANINOE_WNE 25 ENDOTOX_00_ 2038

hnave ofeeger

L

1. Chromgenic LAL Assay Determination of Bacterial Endotoxin

cantent of sample

L1 Instrumensaticn

Prenscec L.LLUU L

Jerzcetricaly coumalied maver o

UN VIS spazzometer C Slumacn: LV-L6UD]

G TesinFaen Chonnpenic TAT Faboacn Assay il

12, Chemizals

TAL Ror mmi wealizr [ezcutosin fnest
Timbs Avwceyn: Tyeae

LAl suornne

Coler Snabilizes #1

Cutler Saaliilioaz £2

Culer Sabilize vy

Jote Ll pa

13, Samgle pregaraticn

100 Ll el e s e wesnliputol S and ssis.
Adrer a2 bois coutazer was emprisd 2nd crisd.

e b

W ™ "raeat "Mooty

14 losin ssrsar Cheomgenic LW Erdolosn Axssy <it prepsrstion

Frocedures sagackicg prepamtion of feaction outcas possible te fd in:
hllpe Swawe e senpl sann ik g 3280 XG0

Sampe comcaing wi waphed poo e deadunco and el weiele wegmo kot
sazapee was complecely dazclved in ifs coztainar »7 2 zal of LAL Reagecs water.

Diry g2 of wenbaizir ons msomad sad sl weight oldizsoboed comien. vwers Jopnming e

PN R TTIF
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15 Measursmsnl prooedurm

Standads | Samples | Blank
Standards |k} 21
Samplas |ml) - al -

LAL Reagent Water [l - - wl
LAL Sulubiun fmb) 2] a1 Qi

Mz welland moubate at I Ctor 27 min
Subsrateselatiinll | 21 | a1 | a2

Nixwell .\-m! Incubye At I7C tor Emin
Culer Stabilicer Kl sclution P do o
Caler Stabilizur §2 scluticn A5 a5 Qs
Coler Stabilizer k3 solution RLE) do L

Mix mull and ruwd the abxorbunce vt S450m

15 Calbraticr cave

Ve LAyt DEsss
L B

sfal)

Alsorbwie
-
»
v

¢ 002 0cd 0Ls CLs 0L ad2 Al

Sonzeviraton |

1.7, Calzulstion of endotoain cont=nt

L0100 COUner of Te Jampus a3 calcrated oz e calibranon ciwve 2
AT »

. funth I 20

L’ﬁdul:ul"",‘,..ﬁ.l e
Mg

ABY poppe = Weasirna asorbance af sougle
S = 2lope of salibranom curve
Mogrars = Tea! mensmen muve of simpie
20w hilvtn festne o sovevie el wonga'y

L4
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A
——y e ,
Mr. Jan Galbavy
Founder/Manager

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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