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Verify Results Online

Sample Identification

Sample Name
Batch Number
Date Published

Results for LYO-0038

DSIP 10 mg

2026-03-27 09:42

Peptides

Result

Unit

Uncertainty

Acceptable Range

DSIP Assay
Peptide Screening 0.1% TFA

9.38

mg

[+ 0.05]

DSIP Purity
Peptide Screening 0.1% TFA

99.8

%

[+ 0.5]

DSIP Identification by Spectrum
Peptide Screening 0.1% TFA

989

[+ 5]

DSIP Identification by RT
Peptide Screening 0.1% TFA

0.981

[+ 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

< 0.001

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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Bl A

Method Specification

Determination of identity, content and purity of DSIP

Dorven monder

Sopersaded doviawawt Nomber of pope:
DSIE 63_2026 3
1. Content and Purity Assesment
1.1, Instrumantation
Moduie Niime Sadfal Number
System Controller Shimadas CBM-20M 20235356653
Degassing Unit Shimadzu DGU- 14A A
Pump A Shimadu LC-204D 120104350216
Pump B Shimadeu LC-20AD 120104451348
Autosampier Shemadzu SIL-10ADvR C21052109114
Colum Tharmostat Srimactzy CTO- 1080w C2I0G3770144
Detectol Shienadzu SPD-10ADvp 20664233588

1.2. Chramatographic conditiors

Chromatogmphic conditions
| Eluent A _|OARTFA in Water (HPLC, Gradient Grade)
Eluent 5 Q.1% TFA in Acetonitrie [MPLC, Gradient Grade)
Flow rate 0.4ml/min
| Program Gradient slution
Injection volume 05
Colum Temperature G0°C
Cotymn Phanomersx Bioeen Peptide Palar C18, 150:2.1mm Jem
Detection wavalengh 250nm
Gradient Program |
Timna [rin] Al6] | B[]
1 95 S
2050 5 o5 ]
21.00 5 | o
2108 s | s
26 end
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1.3. Sample preparation

Whale amount of contaimer was dissolved in 2ml. of water (HPL.C, 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
[Force theough Zero | Disabled i
Weighting Method None |
000020
y ~ 2720551 - 25895 x
SO00000 R=l
% A0
2 3000000 Y
< o
E 2000020
» a‘
1000020
.-‘..
.
Qo
0 5 10 15 20 25

Concertraton [mg)
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2. Purity assessment

z1 Instrumentation

Module Sevial Number
System Controller Shimadzu CEM-204 L20235355658
Degassing Unit Shimaczu DG 144 NA&
Pumnp A Shimadau LC-20AD 120104350216
Pump 8 Snimadzu LC-204D 20104451348
W MS&-!M C21054109114
Cofun Thermostat SNMauCTO-10ACVY) | C21033770144
oo eSOt e LA (oo I

2.2 Chromatographic canditions

Chromatographic conditions o

Fluant A j 0.1% TFA in Water (HPLC, Gradiant Geade)

Fluent B 0.1% TFA In Acetanitrile [HPLE, Geadiant Grada)

Flow 13t Q.4mUmin

| Program Gragient elution

Injection vnluma 054

Colum Tempersture &rc - S
Celumn Phenomerex Buozen Peptide Polar C18, 150x2. 1mm dpm
Detection wavelanzth 214nm

un;;n Program

Time [min]

A %] B

1

20.50

21.00

21.05

%
5
5 |
%

23 Sample preparation

Whale anscemt of consauser was dissolved in 2ml. of warer (HPL.C, Gradient Grade). Aliquoce part of 1 mL was

digpenced o HPLC vl for smalyss.

24 Purity assesment

Punty of compound sasesad by ares normsdizaton method, compenng atea of each peak (o sum of arey of xll

peaks detected at wavelenght of 214 zm.
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Analysis Report &' |_ | Q U | I_A B S

Analytical services

Sample Information
Injection Volume 05
Data File :LYO-0038__008.1cd
Method File - Peptide ing 202602_Goup Clcm
Date Acqured 1703 2026 174202
Chromatogram
wAU
1000000 ‘ Detector A Channel 1 214nm
500000
o ' ' . |
5.0 25 100 125 15.0 175 200
min
wAU
% Detector A Channel 2 2800
100000
0
5.0 75 100 12,5 150 17,5 200
min
" h Peak Table
B i p— Vs Teme 1 Cone | Ui | Awa%
i 33385 0,000 WY
vt 507 0,000 T
3 6213 0.000 0230
Total | 100,000
= Peak Table
F&H ; ﬁnne Fe. Time Conc. Ut
Togm 4336 9300 =g
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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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