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Sample Identification

Sample Name KPV 5 mg
Batch Number 2026335
Date Published 2026-07-13 15:09
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Results for LYO-0310

Peptides

Result

Unit

Uncertainty

Acceptable Range

KPV Assay
Peptide Screening 0.1% TFA

4.64

mg

[+ 0.02]

KPV Purity
Peptide Screening 0.1% TFA

99.2

%

[+ 0.5]

KPV Identification by Spectrum

(FTIR)
Peptide Screening 0.1% TFA

995

[+ 5]

KPV Identification by RT
Peptide Screening 0.1% TFA

0.982

[+ 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

CFU/g

[+]

0-100

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

0.025

EU/mg

[+ 0.001]

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

Mass Spectrometry

Result

Unit

Uncertainty

Acceptable Range

Molecular lon Mass Identification

(MS Deconvolution)
Mass Spectrometry Identity

342

Da

[+1]
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LIOUILARS

P ety Method Specification

Determination of idenfity, content and punty of KPV

Docxvent mawder yperiaded Avaseaee Nember of pege:
KEY 006_2026 K]
1. Content Assesment
1.1, Instrumentation
Modute Nime Sedial Number
System Controller Shimacdzu CBM-20 Lite L221226361358
Degassing Unit Shimadny DGU403 NA
Pump Shimadzu LC-808 XR 122146350580
Autosamghe Shimadeu SIL-40C XR 1222163616822
Colum Thermostat Shimadau C10-2405 122236353602
DA Detactor Shimactny SP0-M40 122276357606
2Q M3 Detector Shimadzo LCMS-2050 012475200760
1.2. Chramatographic conditiors
Eluent A 0.1% TFA in Water (MPLC, Gradient Grade)
Eluent B 0.1% TFA In Acetanitnile (HPLE, Gradinnt Grade)
Flow rata Q4 ml/min
Program Gradent elution
Injection volume 2pL
Colum Temperature 8
Celumn Phanomerex Boeen Peptide Polar C18, 1502, 1mm dun
Detect on wawslengh 2250m
Gradisot Program |
tmeimn) | As) | B[s) |
3 no * 0 {
18 s s
20 1 |
21 1 |
2101 100 o
26 e j
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1.3. Sample preparation

Whale amoumt of consaiser wias dissolved i 2ml. of warer (LOMS Grade) 100 pl. of ssmple was resferred to

HPLC vizl and diluted by 900 pl wates (LCMS Grade) and subzuited for analyses.

14, CGallbration curve

Calibration curve detail !
Quantitatwe method External Standard ]
Calibration Type Linear ‘
Number of calibration poirts 5
[Force ihrough Zero J_Erabled )
Waeighting Method None |
2500020
2000000 yw TEAZZX 4 14703
A R =05997
Zl 15000020
2 s
= 1000020
= v
& A
500020 .
3
v
o
0 S 10 15 0 =

Concentraton [mg|

30
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2. Purity assessment

21 Instrumentstion

Module Name Seriat Number
System Controller Shimadzu CEM-&0 Lite 1221226351356
Degassing Unit Shimaczu DGU-403 NA
Fump Shimaczu LC-208 XR LZ2146350680
Autcsampier Shimactzu SIL-40C XR 122216351622
Coum Thermostat Shimadaw CTO-405 22236351602
PDA Detector Shimadou SPD-M40 L2 P6362008
SQ MS Detector Shimadru LCMS-2050 012476200760
2.2 Chromatographic concitions
Chromatographic conditions
Fluent A 0 1% TFA inWatar (HPLC, Gradiant Geade)
Eluent B 0.1% TFA in Acetonitrile [HPLC, Gradient Grade)
Flow rate 0.4 mUmin
| Propram Gradiant alution
Injection volums 2pL
Celum lemperature Gy C
Column Phenomerex Blogen Peptide Palar C18, 15M2.1mm Jum
Detecton wavelangh 225nm
Gradient Program
Time [min] A %] B[%]
3 100 0
18 45 85
20 1 =
21 1 b 2]
2101 100 0
26 end

23 Purity sssesment

Punity of componnd 2ssesed by area normahzation method, companmg area of each peak to sum of area of all

peaks detected at wavelenglhe of 22 5am
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31 Instrumentstion

3. Identity Assessment

Moduie Name Serfal Numbes
System Controlier Shimadeu CBM-20 Lite L2212263513668
Degassing Unit Shimadou DGU-403 A
Fump Shimaciru LC-40B XR 122146350580
Autgsampter Shimadzu SIL-0C XR 122216351622
Coum !hurmoaat Snimadau CTO-405 L22236351602
FDA Dm:trx Shimacu SPD M40 122276352808
SQ MS Detector Shimadzu LCMS-2050 012476200760
32 Chromatographic conditions
Chromatagraphic conditions
Eluent A 0.1% TFA in Water (HPLC, Gradient Geade)
Eluent B 0.1% TFA in Acetonitnle [HPLC, Gradient Grada)
Flow race 0.4mbl/min
Program Gradient elution
Injection volume 2l
Colum Temparature 55°C
Column Phenomerex Biozen Peptide Polar C18, 150:2.1mm 3pun
Mass spectrometry Scan: positive 280-2000 Da
Gradient Program
Time [min] A %] B[%]
3 100 0
18 45 85
20 1 =]
21 1 b 2]
2101 100 0
26

33 Moleci.ar 'an Mass evaluation

Mobeculse son masss wudeumnmdbyducuu\dnumdmlup}) charged ESLBS spectsa (o cakeulate the

average neutral (zerc-charge) molecular mass by equation:

M(neutral) = (z{(mz)) ~ H)) - ME

Whete:

mz, - Merasured maas of charged particle
2, - charge

H- pumm:ss(lOO 6 Da)

ME ~ mass error
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Analysis Report &j L|Q UILABS

Analytical services

Analysis of quantity and purity of active ingredient
by UHPLC with UV detection

Sample Information
Injection Volume -2
Data File LYOQ 0310 M5 led
Method File Pephtide screemng polar KLOW lem
Date Acquired - 763/2026 12:13:41 PM
Chromatogram
uAU
25000 5 'PDA Malti 1 225nm,2nm
0 | —
00 25 50 75 100 125
min
uAU
PDA Maulti 2 280nm, 20m
0 | - — . —— e S - -
-5000
G0 2.5 50 75 00 125
min
Peak Table
PDAChI 2250m ‘ .
[ Name Ret Time | Armea Conc.  Um | Am%"-_|
[ 4.7801 2571 0.000 0.755
KFV 3615 Se4159 3.659 maz 99335
366570 | 1m.m|
FPeak Table
PDA Ch? 280mm
| Name Pee Time | Area | Cone Unie

Page 7 of 12

Liquilabs s.r.0. ¢ Inovacni 122 * 252 41 Zlatniky-Hodkovice ¢ Czechia
Phone : +420 608 444 727 « Fax: ¢ jan.galbavy@liquilabs.cz « www.liquilabs.cz



mailto:jan.galbavy@liquilabs.cz
mailto:jan.galbavy@liquilabs.cz
https://base.liquilabs.cz/www.liquilabs.cz
https://base.liquilabs.cz/www.liquilabs.cz

Analysis Report & LICIUILABS

Analytical services

Analysis of identity of active ingredient
by UHPLC with mass spectrometric defection

MS Chromatogram
(x1,000,000)
4916829
400
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200 -
b |
1.00
———— Y s — e - TIC(+NR]
25 5.0 75 10.0 125
mum
Leary Scarch
Denccred coespouzd
et Tmee 4 413 [Rves Prake 345
Scm Fasge 25000 - 200000 Pulasity. Poasww
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Endotoxin Determination Report | | Q U | LA B S
Analytical services
Fie Information
Fename: CaUuvVis-Data\Data\Flia_260704_120428.vqud
DateTme: D7/D4/2026 125255 PM
Insstrumen! Information
Instrument Typa: UV-1800 Senes
Maoded (SIN) LV-1800i (A12536253123)
Standard Curve
2 215 T r . T =]
g 150 B
§ 100 B
2  osof 4 .
0021 | ‘ |
001 0.02 0.04 0.06 0.08 0.10
Conc (FU/ml)
y=19.3352 x « D.0413871
12=096816
Sample Name Type Conc Raw_WLS45.0 Dilution Kate
L LYO.028% UNK 0.083 0.1237 20.00
a2 LYO-1260 UNK 0.143 0.1820 000
3 LYO.0261 LNK 0008 00337 20.00
4 LYO-0292 UNK 0023 0.0638 2000
3 LYO-0263 UNK 0.033 0.0735 20,00
¢ LYO-294 UNK 0.005 0478 20.00
/ LYO0-0285 UNK 0.125 01640 20.00
E LYO-096 K T T4 W00
¥ [LYO-2297 UNK 2325 22013 20,00
W [Lyo-008 UNK 0.015 00384 20.00
I [rRAW00 UNK 0192 04153 10,00
2 yo.0sns TNK 2353 23183 20.00
3 JLYo-230é TNK 2352 23177 2000
[EI R e INK 22N 22400 20.00
15 Lyosie TNR 2366 23312 2000
16 hyoaso TNK 0117 01562 20:00
17 frvoas LNK 0.075 01158 20,00
12 |Lyo-e TNK 1.300 1 3088 20.00
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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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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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