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Sample Identification

Sample Name KPV 5 mg Batch Number 2025292 Date Published 2025-12-17 08:54
Results for Lyo-0186
Analysis of Peptide Identity, Reporting
Content and Purity Result Unit Uncertainty Limit
KPV Assay 5.20 mg [+ 0.03]
Peptide Screening
KPV Identification by RT 0.987 [+ 0.005]
Peptide Screening
KPV Identification by 991 [+ 20]
spectrum
Peptide Screening
KPV Purity 99.3 % [+ 0.5]
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. A
Bacterial Endotoxin Chromgenic :
Test

Reporting
Heavy Metals Result Unit Uncertainty Limit
Arsenic Not detected ppm >=1.5 .
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-0186
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Method Specilication

Detenmination of idenfity, content and purity of KPV

Docuevens nander Trmredad decavey Auower of poser
LPY 007 _2062% 3
1. Content Assesment
L1 Instroeventation
Modulo Name Sarial Numbes
System Controtier Shimacz SCL-10ADVD C21014115556
 DegassirgUnt | SumamOGUAAA "
P A Srimadou LG ADu C200E4130075
Purob Simoc(CAMADi | C20853770781 |
Sutosampler Shimadau SIL- 10ADwp C21054100124
Colum Themastal Strradzy CT0-10ACHY | CoMEIN0144
Desector Si'l_l_ﬂ_l);&u SPOD- mAD:_B C20924233%88 |
12, Chromatographic concitions
Crromatographic conditions
Busm A O 1% TFA i Water [HPLC, GrasSont Gadu)
Hien B 0.1% TFA n Acetontrie (HPLC, Gradient Geode)
Fowrate 0.4 miimin
Pogam Gradivet wa.oon
Irjecton velume 05t
Codum Tempeatium 0
Cotumn Prenomenes Blozen Peptide Foiar C13, 1502 Lmm Sym
Dataction vanvelangra Zidnm
Cradien Program
Timeimn) A4 | Bin)
2 100 | 0
15 ’ s ‘ 25
13 o \ 25
20 100 o
23 end
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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 caliocat on points S
Forea twoegh Zei0 Disablea
Waighting Meanoa Hooa
12000020 |
100020 | y = 4291815 - RS a
R'= 09999
14000000 |
3 12000020 |
-E-mooco:o \
e x
2 Ao |
E stooow |
= |
A0 | X
200000 | o
| x.'
n
0 5 w15 M B W s A &
Corcestraton (mgl
2
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2. Purity assessment

Module Name Sarial Numbes
System Controinr Sumacoe SCL-10ADw C21014112658
Degassirg Unx | Shimacmu DGU-L4R NA ‘
PaTo A SEimac LCA 04D COMEAIATS
Parpt Simadou LC-10AD C2020377078L |
Autosamoler Shimadau SIL- 10A0vp 21034109104
T CohmThemostasl | ShvedeuCTO-I10ACY | C21003770144 |
Detactor Shimaczu SFD-20A0up C20924233568
22 Chromatographic conditions
Crromatographic conditicns l
Bl A O % TFA 0 Watsr [HPLC, Geaniirt Griade) |
Huent O.1% TEAIn Acetontrie (HPLC, Gradient Grade) i
Aowrate 0.4 mimin |
| Program Gradiert shubon |
Ir{ecton velume Q5L
Colum Tempaatium &0
Celumn Franomenx Boren Peptide Polar C18, 1502, 1mm dum
Datection wavelang 2i4nm
Gradient Program
Timeime) | AL Bi%)
; 2 | 100 0
15 7S 25
13 75 25
20 100 0
3 end

15, Sampie preparstion

LE. Purtty assesmant

peaks detwcted ot wavelspht of 214 om.
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Whole amom of cozainer was dissohved 2 2mlL of wazer (JIPLC, Gradieat Grade). Aliquece part of | mE was
dispensed mto HPLC vixd for sosdyes

Punty of compormd aszesed by area nommalization method, compesing area of each peak 1o sum of area of all
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Analysis Report & L

QUILABS

Analytical services

Sample Information
Injection Volume 05
Data File L LYOX186-PUI__0151cd
Method File : Pephide screening_VI0.1_poelar lem
Date Acquared S08.12.2025 18.30:32
Cloomatogan
uV
250000 5 Detector A Chanoel 1 214pm
o — -
5.0 7.5 10,0 12,5 150 17,5 200
min
uV
250 Detector A Changel 2 280nm
0
bR 1.5 100 12,5 15,0 175 20,0
min
Dg.:ﬂw A Clasrmwd 1 21%
D ) 14 X
2
Tul
Detector A Channel 2 28lam Rk
—;r!“.]?% Name { Ret. Time Conc. | Umit
ol |
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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

"

Attachment for Lyo-0186
Filename: 1765960204793-f3976882-f366-40fd-a8c1-7346eb4de6f2_2.jpg

Liquilabs s.r.0. * Graficka 3365/1 « 15000 Smichov  Czechia Page 8 of 11
Phone : +420608444727 « Fax : ¢ service@liquilabs.cz * www.liquilabs.cz



mailto:service@liquilabs.cz
mailto:service@liquilabs.cz
http://164.90.168.209:8081/www.liquilabs.cz
http://164.90.168.209:8081/www.liquilabs.cz

&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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