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* 95% overall agreement with predicate method* for

accurate assessment of patients for risk of

progression to severs sepsis and septic shock

* State-of the art sensitivity and low-end precision

-20% CV LoQ of 0.02 ng/mL

- CV = 8.0% at concentrations = 0.150 ng/mL
¢ Rapid access to results : ~20 minutes to first result

¢ Minimal sample draw : 35 ¢ pickup volume
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Instruments and Software
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ITEM DESCRIPTION PART NO.
ChroZen GC Mainframe Assembly with
Oven UPC Detector Board Unit 6701012502
Inlet Capillary Inlet Assembly for ChroZen GC 6701012550
Detector FID Assembly for ChroZen GC 6901012110
Install. kit Start-up kit 6701012590
Column DB-624 (60 m x 0.32 mm x 1.8 m) -
ChroZen PAL RSI system 6501011600
Autosampler R -
Mounting Kit for ChroZen GC PAL3-Kit-YI6700
YL-Clarity software for single instrument
DS of YOM GC 5301011020
Autosampler control of YCM-Clarity 5301011040
YL PAL System Screw Cap 10CV and
20CV, designed for the YL PAL
Autosampler. ND18 Magnetic, Silver, gsg’;‘?;: =t
Silicone white/PTFE blue Septa 1.5mm, Pk
of 100 pcs
ACC Vial 20CV, 20mL Clear Glass with Label,
designed for the ChroZen PAL
Autosampler. 75.5x22.5mm, 1st Class Vial-20-ND18-
Hydrolytic Glass with flat finish for better CG-100

sealing, fits ND18 Screw Caps, Pk of 100
Pcs
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Fig 1. PAL HS - ChroZen GC/FID

Methods of Analysis

Table 1. GC/FID Conditions

GC/FID CONDITIONS

Column

DB-624 (60 m x 0.32 mm x 1.8 um)

Inlet

Temperature : 240 'C

Flow rate : 1.5 mL/min
Split Ratio: 1/10

Injection Volume : 1000 uQ
Carrier Gas : N2 (99.999%)

Oven

Oven temperature program:
40 °C, 5 min — 20 “C/min to 200 °C, 5 min

Detector (FID)

Temperature : 250 °C

Table 2. PAL HS system conditions

PAL HS SYSTEM CONDITIONS

Incubation temperature : 80 °C

Incubate Sample Incubation time : 30 min
Agitator Speed : 250 rpm
Load Sample Syringe temperature : 85 °C
Injection Sample Injection Flow Rate : 50 mL/min
Reagent & Solution

@ Ethylene oxide : C2H40 (Cas. 75-21-8)
@ Propylene oxide : C3HB0 (Cas. 75-56-9)
® Methanol : CH30H (Cas. 67-56-1)

@ Water : Ultrapure water, 18.2 MQ-cm resistivity

Calibration

EO - 7.094min, Signal 1

[pa.s]

Fig 2. Ethylene oxide calibration (R2 : 0.9998372)
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Fig 3. Chromatogram overlay (0.1 ~ 5 ug/ml)

Preparation of Standard Solution
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Table 3. Validity of Test Method

Ethylene Oxide 7.094 0.1068 106.70 1.76
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Table 4. Sample Recovery
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ISO 10993-7 : 2008 Biological evaluation of medical
devices

Part 7 : Ethylene oxide sterilization residuals
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XS AlZCH XY,ZRT

T2 AJAE] Rotary Pump, TMP
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Thermo Scientific™ Orion™
STAR A 210 series %! ROSS XM=

Orion™ STAR A210 series

STAR A2115 pH Benchtop Meter Kit

Orion™ STAR A210 Al2| =& £Z X9 Ebaf
7|0|c}. pH/HEXZ /DO /ISE S LIt &=0| £
CE. USA, NIST, DIN E}Ie| HIHE Xt=Q14/5t0] £|c 58
0| 7HS3ICE STAR A210 Al2|X= 2E 3loHo|| 3H=20] X|
2lo| 74s3tH, pH & mV 20| SA| EA| EICt

ALE 7|2 HE ZX0| #|2M, A2 ID U AISXHID 2 &
A7t 7hsstct.
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S CHFst 200 8= 12 QUCk
Orion™ STAR A210 Series &2 EH
CAT. NO DESCRIPTION
STAR A2115 Orion™ STAR A211 pH Benchtop Meter Kit
—— -
STARA2155 Orlop STAR A215 pH/_Conductlwty Benchtop
Multiparameter Meter Kit
STAR A2125 Orion™ STAR A212 Conductivity Benchtop Meter Kit
STAR A2145 Orion™ STAR A214 pH/ISE Benchtop Meter Kit
o )
STARA2165 Orion™ STAR A216 pH/Dissolved Oxygen Benchtop

Multiparameter Meter Kit

Thermo Scientific™ Orion™ ROSS X=0|2t?
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ROSS Ultra T3
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419 - Conventional Electrode @ 75°C
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413
Theoretical Response
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257C
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Minutes 1 2 3 4 5 6 7
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ChroZen PAL System A7H \1\ 1y EVENT 2024

2Bt

GC 2M Alojl= S80j| e} Crst A2 FAj2| 2H-o| LR ChroZen PAL System ®QI3 20HA 9| ChroZen GC2} & ; gﬂ 0| ﬂ E
stct. T Chest S8 Aol 8% 4 Qck

A%E| ol WA} 75
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TruScan™ RM £LH& Raman Analyzer
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+ Easy to handling st=%0] RX|24 3 RS2 et ARE BLQ

+ Compliant &A%l 21 CFR Part 11 78 &4

Specification TruScan™G3 FIHE Raman 247|

Raman Spectral Range 250-2875 cm™ optimized

8t010.5cm™

Spectral Resolution

Laser (excitation wavelength) 785 nm = 0.5nm
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