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PyroSmart NextGen™
s BEASAGEINERNTG A
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sl Bl PyroSmart NextGen™ Recombinant Cascade Reagent
(PSNG rCR) REMMRMBEBHRE—HHEE - KFRBE - Fe# .
F R B (1,3-B-D-Glucans) KX 5HREZED - HAIS@AA
SRNEBENHEE  HItRIREAZLRERIEEN T AMEE
(Performance) £ R s B R B 4 2 & M 5 & Limulus
Amoebocyte Lysate (LAL) - A#FFKR#E USP <85> - USP
<1085> ~ USP <1225> DIk ICH Q2 #5/aa%st £ PSNG rCR Hy#E
NFE - BE—BEEZELLE PSNG rCR A LAL :HEIERAIEEE .
)T 1 2E4) (Sodium Citrate for Injection) AEERFRIREEI B
&R PSNG rCR se AU AT R Z YN RV -

A AR-_NUDIMABEDRIEERAEA ACC E : PSNG

rCR ~ BEAFE Pyrotell®-T LAL ~ 26 A7 El Pyrochrome®

LAL B ={E#E5% - 808 —EHE RV N EHEY) - SRR
ER—B% BURBIHAIBZREGAGTELNASTRRE L
oM = E B RS (Validation Characteristics) @ &1 -
(Linearity) ~ # % 8 (Accuracy) ~ f8 % E (Precision) - g & . =
(Range) * x & & £ B E (Quantitation Limit) -~ & — & %
(Specificity) A &4 (Robustness) - HEER# RS PSNG rCR -
Pyrotell®-T LAL - Pyrochrome® LAL EBRF&RUIRE - (5K f
PSNG rCR #1 LAL EBEMHEM 2T 4EE (Analytical performance) ' '.
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Table 3. Assessment of PyroSmart NextGen® Method Suitability Compared to Pyrochrome® According to USP <1085>, USP <85>, USP <1225> and the
ICH Q2 Guideline (quantitative test for impurities)

?lf kil Slfm.’blhty PyroSmart NextGen" Results Pyrochrome® Results Acceptance Criteria
“haracteristics g
1. Linearity (absolute value, ¢ o5 5 o pyjmL, 0.990 0.994 Irl 0.980
corr coefficient)
2. Accuracy (PPC recovery) Spiked Sample Min-Max (%) Min-Max (%) »
0.05 EU/mL 91-138 90-122 50-200%
0.5 EU/mL 122-177 127-186
5.0 EU/mL 88-134 115-152
3. Precision Spiked Sample Min-Max (%) Min-Max (%)
3-1 Repeatability (CV) 0.05 EU/mL 1-12 1-9 o .
0.5 EU/mL 7417 7-18 R
5.0 EU/mL 11-19 10-23
4. Range 0.05-5.0 EU/mL 0.05-5.0 EU/mL Prcci'sion, accuracy, and linearity E
at suitable level
5. Quantitation Limit At 0.05 EU/mL At 0.05 EU/mL The lowest‘conccmration .
of endotoxin that can be
Accuracy: 91-138% Accuracy: 90-122% titatively determined with
Repeatability: 1-12% Repeatability: 1-9% e, e e O
suitable precision and accuracy S
6. Specificity Lot 1-3 Samples Lot 1-3 Samples For a sample matrix that does not |
s Sample Concentration: Sample Concentration: contain endotoxin, the endotoxin
g <1.11 EU/mL <I1.11 EU/mL concentration is determined as
- Repeatability: 1-19% Repeatability: 1-23% undetected with suitable precision ¥ @
" PPC Recovery: 88-177% PPC Recovery: 90-186% and accuracy (PPC recovery)
7. Robustness
7-1 Intermediate Spiked Sample Min-Max (%) Min-Max (%)
Precision (95% CI  0.05 EU/mL 9-13 8-11 CV <30%
for CV) 0.5 EU/mL 13-18 13-18 |
5.0 EU/mL 15-20 15-20
% Note: The pH of the mixture of the reagent and sample solution was determined to be between 6.0 and 8.0. e
- S B 4AT M SE
Z<— PSNG rCR # Pyrochrome® LAL BEBEER 2T HEEE
‘ ®
Table 4. Assessment of PyroSmart NextGen® Method Suitability Compared to Pyrotell®*-T According to USP <1085>, USP <85>, USP <1225> and the ICH o
Q2 Guideline (quantitative test for impurities))
I(\:/Ilf thod S'fm.lb'my PyroSmart NextGen" Results Pyrotell*-T Results Acceptance Criteria
aracteristics
1. Linearity (absolute value, 443 o 3 pyj/m, 0.994 0.996 Ir| 0.980
correlation coefficient)
2. Accuracy (PPC recovery) Spiked Sample Min-Max (%) Min-Max (%)
0.003 EU/mL 82-128 97-168 50-200%
0.03 EU/mL 107-171 158-199 ?
0.3 EU/mL 94-129 110-133 8
3. Precision
3-1 Repeatability (CV) Spiked Sample Min-Max (%) Min-Max (%) .
0.003 EU/mL 3-21 1-27 CV <30%
0.03 EU/mL 2-17 1-17
0.3 EU/mL 1-11 3-14
4. Range 0.003-0.3 EU/mL 0.003-0.3 EU/mL Prcci.sion, accuracy, and linearity
at suitable level
5. Quantitation Limit At 0.003 EU/mL At0.003 EU/mL Tfl}c l[(;wcst. co;]lccntratti,on
Accuracy: 82-128% Accuracy: 97-168% orentofoxinfiateantde .
Repeatability: 3-21% Repestability: 1.2, ~ Juantuatively determined with
P ty: 2 P ty: * suitable precision and accuracy °
6. Specificity Lot 1-3 Samples Lot 1-3 Samples For a sample matrix that does not .
Sample Concentration: <1.11 Sample Concentration: contain endotoxin, the endotoxin )
EU/mL <I1.11 EU/mL concentration is determined as P
Repeatability: 1-21% Repeatability: 1-27% undetected with suitable precision
PPC Recovery: 82-171% PPC Recovery: 97-199%  and accuracy (PPC recovery) °

7. Robustness
7-1 Intermediate Spiked Sample Min-Max (%) Min-Max (%)

EEAEA LAL WASBEEA PSNG rCR + AHEHILER
DITERTTEI R ERREBEmrysdl - ig 2

s/ TSENG H.sum._ LIFE §c||=_NcE LTD.

O,
Precision (95% CI 0.003 EU/mL 13-18 13-18 CV <30% " -
for CV) 0.03 EU/mL 14-19 7-10 ?

0.3 EU/mL 8-11 7-10 B
Note: The pH of the mixture of the reagent and sample solution was determined to be between 6.0 and 8.0.
— S5 T I AE
Z<_ PSNG rCR [ Pyrotell®-T LAL EBEHEEN AT 4EE /
L]
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