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Sample Identification

Sample Name
Date Published

Results for LIQ-0030

Bacteriostatic Water 10 ml
Batch Number 2026324
2026-05-19 12:36

Stabilizers Result Unit Uncertainty Acceptable Range
Benzyl Alcohol Content 0.96 % [+£0.02] 09-11
Benzyl alcohol

Peptides Result Unit Uncertainty Acceptable Range
pH Determination 6.8 [£0.1] 4.45-7
pH determination

Microbiology Result Unit Uncertainty Acceptable Range
Bacterial Endotoxin Chromgenic 0.008 EU/g [+ 0] <=0.25

USP<85>/ Eur. Ph. 2.6.14. Bacterial
Endotoxin Chromgenic Test
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Sample Information
Injection Volume Z1
Data File - LIQ-0030__002.1cd
Method File : Benzylalcohol v2.0 lem
Date Acqured 18.05 2026 13.05:05
Chromatogram
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&gLiQuUILAR Method Specification

Determination of bactenal endotoxin content of lyophilized samples

Docwwest mawder “eyperiaded Avasvare Number of pae:

ENDOTOX_0317_2026

e

11,

1.2

e .0 ¥'»

gahyawy- -

14,
Procndures regarding preparanion of rescnion solutions possihle to find in
) o v, 1437 v

.

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

Instrumantation

Pipetie sez 1-1000 ulL

Temostatically controlled warer bath

UV VIS spocerometer { Shimadzn UV-1601)

GenSenpt ToxinSessor Chrompeme LAL Endotoxin Aszay kir

Chemicals

LAL Reagent water (endotoxia free)
Limmlus Amcebocyte Lysate

LAL Subsmate

Color Stabilxzer #]

Color Stabilxzer 42

Color Stabilazer #3

U HCI(pa)

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

Tewin sensor Chrompanic LAL Enciotoxdn Assay kit preparation
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1.5. Measurement procedure

Standards 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 & min
" ColorStablUzer¥isolution | 05 | 05 | 05
Color Stabilizer #2 solution 0.5 05 0.5
Color Stabllizer £3 solution 0.5 a5 05
Mix woll and read the absorbance at S45nm
16. CGalibration curve
14
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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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