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Sample Identification

Sample Thymosin alpha-15 Batch 2025291 Date 2025-12-17
Name mg Number Published 08:57
Results for Lyo-0199
Analysis of Peptide Identity, Reporting
Content and Purity Result Unit Uncertainty Limit
Thymosin Alpha 1 Assay 497 mg [+ 0.02]
Peptide Screening
Thymosin Alpha 1 0.982 [+ 0.005]
Identification by RT
Peptide Screening
Thymosin Alpha 1 989 [+ 10]
Identification by spectrum
Peptide Screening
Thymosin Alpha 1 Purity 98.4 % [+ 0.4]
Peptide Screening

Reporting
Bioburden Result Unit Uncertainty Limit
Total Aerobic Microbial Not detected CFU/g >= 1000
Count A
USP <61>/Eur. Ph. 2.6.12. Plate '
Count Method
Total Yeast and Mold Count Not detected CFU/g >= 100
USP <61>/Eur. Ph. 2.6.12. Plate A
Count Method

Reporting
Endotoxin Analysis Result Unit Uncertainty Limit
Bacterial Endotoxin < 0.001 EU/mg > 0.5
USP<85>/ Eur. Ph. 2.6.14. N
Bacterial Endotoxin Chromgenic ‘
Test

Reporting
Heavy Metals Result Unit Uncertainty Limit
Arsenic Not detected ppm >=1.5 .
Elemental Impurities Screening
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Reporting

Heavy Metals Result Unit Uncertainty Limit
Cadmium Not detected ppm >=0.5 .
Elemental Impurities Screening )
Cobalt Not detected ppm >= 25 N
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-0199
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Method Specilication

Defennination of identily, content and purity of Thymosin Alpha 1

Docueveny nander Srmratad docuwess Auser o paper
TAI 010 202% 3
1. Content Assesment
L1 Instroeventation
Module Name Sarial Numbes
System Controtier Smacizu SCL-10ADYD C210141 1658
 DegasirgUnt | ShimacxuOGULAR "
P A Srimado LCAAD C200E4130075
Purob Mo lCAMDE | C2087078L |
Autosampler Shimadau SIL- 10ADwp C21054100124
Colum Themastal Strradzy CT0-10ACHY | CoMEIN0144
Desector S_{'Ilﬂ__\fll SPOD- mﬂDiﬂ C2092M233288 |

12, Chromatographic concltions

Crromatographic conditions
Busm A O 1% TFA i Water [HPLC, GrasSont Gadu)
Huen B 0.1% TFAn Acetontrde (HPLC, Gradient Geade;
Flowrate 0.4 miimin
Progam Gradivet wa.oon
Irjecton velume 05t
Codum Tempeatium 0
Cowmn Prenomentx Blozen Peptide Poisr C18, 1502 Lmm dym |
Dataction vanvelangra Zidnm
Cradien Program
Timeimn) A4 | Bin
1 @ | 5
19 ' 40 ‘ 60
prax] 5 \ 95
24 % ! 95
25 % | 5
33 and
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13, Sample preparation
Whake snoums of contumes wis dissahed s 2ml. of water (HPLU, Graden! Grade) Aligqoote part of T il was

L4, Gilibration curve

Callbraton curve detail
Quantiatwe mat-od Eatermal Standarc
Calibration Type Linaar
Numbe: of caliteat on points 4
Forea twoegh Zei0 Disablea
Waighting Meanoa Nooa
1000000
y* 197038 257595 »

1550000 el

10000
% 1500000
E 2000000
2 >
= L0
£

1000000 :

X
500000 ?
a =
[ 5 w pL3 o S

Concentraticn [mg)
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2. Purity assessment

Module Name Sarial Numbes |

Systenm Controlier Sumacies SCL10ADYD Camanass |
Degassirg Unx Shimadzu DGU-Lak A s

PaTo 4 Srimatn L1 0AD CAMEAII00TS |

paray SPimac LC-10ADD C20BIIFOML |
Sutosamoler Shimadzy SIL- 10A0vp C21054109134 |
 ColmThemostal | Showd CIOIAC | CoGITOML |
Detactor Shimaczu SFD-20A0up C20924233568

22 Chromatographic conditions

Crromatographic conditions
Busai A O % TFA i Watsr (HPLG, Geanant Grada)
Huentt 0.1% TFAIn Acetontrie (HPLC, Gradient Grade)
Flow rate 0.4 md/min
| Program Gradiert shubon
Ir{ectonvelume Q5L
Colum Tempaatim &0
Celumn Frenomenix Bozen Paptide Polar C18, 13002, 1mm dum
Datection wavelang 2i4nm

Gradient Program

Timefme) | A[M] Bin)
1 | s >

13 40 &0

20 S a5

24 3 45

e @® 5

33 | vl

15. Sampie preparation

‘Whale amomes of commimnes wis dissalved = 2l of warer (HPLC, Gradent Grade) Aliqooce pan of | mb was

16, Purlly sssesment

Punsy of compened reacsed by ares nonuahzesiod method, cosspenng arca of each peak to sum of soea of all
peaks detected 2t wavelezght of 214 um.
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Analysis Report & L Q U I_A B S

Analytical services

Sample Information
Injection Volume 05
Data File LYO-UIE9-PUI_ 005 1ed
Method File : Peplide screening_V10.1_Group E lem
Date Acquared S0U.12.2025 12:5510
Cloomatogan
uV
"é. Detector A Chanoel 1 214pm
| =
50000 I
3
¥
£
P
o 2 —
50 1.5 10,0 12,35 150 17.5 200
uVv
Detectez A Changel 2 280nm
0-
10000 -
50 15 10,0 12,5 15,0 175 20,0
min
A Clavawd 1 21 gy
Ppe} M TR e R
4 Aghe %g:ﬁ %%
- . o o )
T Yoin = 10,
Detecior A Chzanel 2 28)um R
| Peake | Name | Pet. Time Copc. | Unit
Toul 1 ! |
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Method Specilication

Deternmmnation of bioburden of lyophilized sampies

Docuowry’ mander
AIC_ 001 2625

Prrradad docawens

Avower of poper

L]

L1 Instrumeris used

1. Instrumentation and chemicals

¢  Scenle Syrings 2ml Luver

*  Stenle zesdles

*  Ready mzde PCA Place ROTI

o Ready made Sabd Phte ROT! Aquatess

12 Chemicals

Stenle plrynolomeal sobamioe (0.9% NaCl)

2. Sample preparation and innoculation

21 Sample preparation
1. Tresk stenle zeedle pud syTings was used fi¢ measunzg exactly 2 mi of sieaile phvasclogizal

souhon.

ra

of alenke physiolegeal saluten wis dispensel
5. Coatexs of coxtainer was completely dissohvad and Jeft for 5 momures oo sestle pocemially cozated

tubbles.

4 s prosodure 1 epearnd Soe twe viks

22 Totsl Anrcbic mécrobes| count inroculstion and culthvation

By stenile peedle ! ml of sciution was filled into the sterile synmge.
Needle was phaoad sbove ths flame fo few sconds to stenilee
Corsegoersly T ml of sofunen wis poared min the ready oo use stenle pean dish filled with PCA sgar

e

and petri dish was closed.

[N

Froces was repessled for two petn dosdies.
Wirh stenle needle, 1wl of stenle phyzclogical solunea wia Alled o the nznle neede and wis

Needle was changed and by zew needle rubber top of peptide cootainter was pesetrated and 2 mL

imnoculated omo cos sterile peari dish filled with PCA agar 25 negacve coxol sample.
& Samgles and negacroe conmol sample were placed n incubator e worperanoe 372C for 120k
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By senlke nendie 1 ml. of acdunon wws fillod mio the stenile syrsgap
Needle was placed above tae flame for Sew seconds to sterilze.
Consequerrly | mL of solution was poured into the ready to use sterile peart dich filled with Sabd agar
saud potns Ssh wnd cloaed
4. Proces was repeated foc too prtm dishes.
5. With stecile neecle, 1 mL of sterile physiclogical sobitzcn was filled into the stecile neede and was
innacniated 00o cor denle poon dish Gillog with Saba apar a3 sepative conirel sseple
Samopies 30d nepative contol symple were plyced o incubator 2t smperstne 254C for T2h

23 Total Yeast and Mold count inmoculstion and cultivation
1
2
3

o

3. Evaluation of results

After menbation tae, colozses are covated 3 i (coloies formung wrs) and result per 1g of saple 12
determined as:

X CFU,
CFUgpy = =—

CFU Ly = average CFU counted form n tanoculations

CFUg = CFU counted per tnnoculation
e = wurndvr of ivooctelationy

CFU gy
CFU per yrum = yaa DF

CFU,,; = Average CFU counted from r (nnoculations
m, = mass of sample (ng)
DF = Dilwtiow factor

If pegative coutral samaple is evaluzted as positive, process kave 10 be repemed diue to possible contaminaten in
the provess of msooulation o woshson

"
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&g LIGUILARE Method Specification

Determination of bacterial endotoxm content of lyophilized samples
Docuewny nander e tad decaven Auower of poper
EXDOTOX_012_2015 1

L]

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

11, Instrumentaticn

Pipesa 32 1-1000 el

Teamuedaticallv ccatroDed water batk

UV V1S spectrometec { Shimadru UV-1601)

GenSenp: ToxmSensor Choompem: LAL Endosoxin Assay kir

. Chemicals
LAL Reegeat water {exdotoxts free)
Lumadis Amodocyle Ly
LAL Subetrate
Color Stabdhzes 41
Color Smbehzes #2
Color Stxlalioe €3
35% HCL(pa)

‘l...‘.c

. Sample preparation
Sarople coxsainer was weighed paar to &esolunon and measured weight was macked.
Sample wat completely dizzolved in 3ts commainer by 2 ml of LAL Reagent water.
107 pL of the saxeple was abguoted foc analysis.
After anaiyris contamer was eaupoed aod dried.
Py roaei of comtaines wad meanrad sad exact weght of dissolved coannd wis defermined
Mye = Mrcepte ~ Memtoiuer

R

14, Teudin serscr Cwompenis LAL Endotasin Assay kit preparation

Proceshes regardumge prwgestion of resclion sclubioas possible to God in
hutps: e geesenipt convntel'docoroent 3297 NCH0BGA1E2T PDE
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15, Mexurement procedure

Standads (i) 01 -

Blonk

Samples (mL) . 01

LAL Reagant Watar (it} - -

o1

LAL Solution {ml) Q.1 Q1

QL

Mixwell and incubate at 37°C for 27 min
Substratesotientml) | o1 | a1 |

oL

= Hikiwil sad Incubate StTRC for g win
Color Stabilizer 1 soluticn 05 05

0.5

Color Stabilzer #2 soluthon 0s as

05

Color Stabilzer #2 solutson as s

05

Mix well and read the absorbance 21 545nm

16. Gillbration curve

b L

¥ " 219184 + 00573
o1 R w5932

ni
e

0% P

Aasatliancs AL

n nm 0oz 003 nns ons
Concentration [EU/mL}

17, Caleulmion of endatosin corenst
Endotocm coateas of Be sampde wis calculoted froms the calibration crrve as

ABS ¢y eupie
Emf‘nﬂllzufml - :ﬂl
3 rampie

ABS e = Measured absorbance of sample
Scean ™= Slope of calidvation curve
Myete = Fead measured mass of sample
20 = delution factor of measwred sample
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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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