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MRX Microplate Reader®| Endotoxin 2ZE& 223t

Kinetic Turbidimetric LHS &

[3® 1]. MRX OI0|IZE|0|E 2| 7] - MRXE LHFE %Eﬁﬂ DEE Sl
+0.5°C W'EOI 37°C QI 7H|0|E 7| JHI SHH, 9

ﬁgﬁ,oh i 5._ LH%_’t —'?‘—**OI 7fz5fﬁf
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(1) A<t

(D CSE (Control Standard Endotoxin), Associates of
Cape Cod, Inc., E0005-1

@ Pyrotell®-T (Turbidimetric LAL Reagent), Associate
of Cape Cod, Inc., T0O05-1

(3 LRW (LAL Reagent Water), Associates of Cape Cod,
Inc., WP100C

(2) &H| Y AQE
(O MRX Microplate Reader, K LAB, UNT0001
(2 MRX View 2ZE2J|0{ Endotoxin2 =, K LAB

(3 Pyroplates® (96-well Microplate), Associates of
Cape Cod, Inc., CA961-10

@ Precision Pipette Tips (Pyroclear®), Associates of
Cape Cod, Inc., PPT10, PPT25
® Y28

H+ Conical Tube (endotoxin free)

CSE (Control Standard Endotoxin) vial 1710f] LRW(LAL
Reagent Water)E €01 2|3 5= 1,200 EU/mLEZ

M| Z=SHRICE o] AMS 1/10% &Kt 5| M5H0] 5, 0.5, 0.05,
0.005 EU/mL2| AZM A|Z(Standard Solution)E

N ZSIUCH, 2 E 5| M0fl= LRWE AHESIILY.

K LAB Co.,Ltd.

oflfAIE O{Z2|#|0| M L E #A250006082

(2) AIE CHAN A2 H|Z=

A A& A|E2E= 1,200 EU/mL CSE IO ZEE 1.0 EU/

mLE 3| A5H0] M| ZESH¥ 1, O] = CHA| 1/108H 3| 4435104 0.1

EU/mL Al2= &4 ZHISIRICL O] & AlZ2= ®HE A=

(Product Sample)Z A2 E|QUCt.

ME x| % Y

Zt A|2= 96-well OO|ZZZ|0|Ed| 100 LA £33t 5,
St 21| 9| Pyrotell®-TAIFS &It & 200 uLE

TASHRACH A3 2 Negative Control, Standard

Solution, Product Sample, Positive Control2
TEEOH, BE XS WUE =HE 2|sl 23] 0|4

= I~ I o
ote ZHE| T = HiX|SIICE FA| M2 Fd2 [2E 2]0
LIEFLHRACE,
1) Negative Control
LAL Water 100 pL. Sample 100 L
LAL Reagent 100 L. LAL Reagent 100 L.
2) Standard Solution 4) Positive Product Control
(0.005 ~ 5) EU/mL : gplksfo\utmnSEU/mL)DuL
100l
Il o DR

[232]. iSA EME 00| T2 E|0|E ME HIX| T - 2 =412 96-well plate
440i| Negative Control, Standard Solution, Product Sample, Positive Product
Control2 Hix|gt &S LIEFACE
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MRX Microplate Reader®| Endotoxin 2ZE& 223t

u¥ An

2 AEoME TohERI=erdy AHEAIEY KP 44 ‘HiE|2|0f
LH= A A[”(BET) Ol M ®MAISH= oflH| Al E=0f w2t &
Mo XIMM ) MU (%CV), 3|+2(Recovery%), 24
CH= HES S HItSHRILt

X MM (Linearity)

O

2 rE
X e o
0> [ll

.5,0.05,0.005 EU/mLS| 474 == FZto] Tl log-log

N5t B ME XHASH 7=|J‘_l|. [O2! 4]9} Zo]

*o| StHE|QIOH, A2 |4 R=1.000022 M 7|&
= 0.98)2 THESIULCE.

0

;_U
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3600

3500 T :
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3.300

log(Onset Time)

3.200
3.100

3.000
-3 =25 =2 -15 -1 -0.5 0

[22 4]. MRXOIIM ZMEl BETZM - Onset Time(log) Tt AZEA S
(log)Ztel HAIE 7|8to 2 XM El EER MO, é,*tm £(R)7}1.000022
LIEILE X1 A 7|2 (IRl = 0.98)2 THETHS atolst 4 QUL
HUL (Precision)
Onset Time2 7|EC2 Zt s U= ZHIC FEMAL
(SD) & HES A (%CV)E MESIFRCH, BE %CVE2
100/0 DIDI-OE IiEIIE 8 1% %_7_.%'5'.%[_‘_'.
[E 1]. Onset Time 7|4t MU= HI}(06CV)
Conc.
(EU/mL)
1st 2nd 3rd
0.005 4,740 5,250 4,980
0.05 3,240 3,240 3,240
0.5 2,070 0.001 500
5 1,350 1,440 1,410
K LAB Co.,Ltd.

Kinetic Turbidimetric LIS A

OflH| Al

2|4Z(Recovery%)

HME A Z(1.0 EU/mL 5! 0.1 EU/mL)0| CH3H Positive
Product Control(PPC) ME2 71 Mst11 3|4+ (PPC
Recovery%)s 2QIStRULE & s & D5 CHEHHof M

O|Z2[7|0| ¥ L E #A250006082

HAISH= 818 7|&(50-200%) S 2HESHSCY
[ 2]. HIZ M E2| PPC Recovery% Z1}
0,
Conc. PPC Recovery%
(EU/mL)
1st 2nd Mean
1.0 79.26 87.82 83.5
0.1 109.70 130.98 120.3
24 = (Negative Control) Z1}

Negative Control2 LRW(LAL Reagent Water)E A
o FHE[L
™7 7,000%XE 7|=E5IRUCE O]
Onset Time?l 4,990 2Lt &£H| @t835t0{, 4
ZiZ st o|ot SIFLCE Separation%= Wit
28.71%= ¢EXQl S HRACL

o =
QIS =l

Onset time(sec)

Mean SD %CV
4,990 255 5.1%
3,240 0 0.0%
0.447 62 2.9%
1,400 46 3.3%

g5t
M, Onset Time2 7,020, 6,960, 7,020 2
=0.005 EU/mLMES| W
NS
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MRX Microplate Reader®| Endotoxin 2=& &-&%t Kinetic Turbidimetric LH5= 4 Of|H[ Al

2E
BAYe TOisI=okm ) UHIAIEH KP 44 ‘HHE|2|0F LIS A AI”(BET) 0l 2} Kinetic
Turbidimetric $HOE A O, ZAEFM| =M H(R=1.0000), LU E(%CV=<10%),

HME A=l 2|4=2(50-200%), S8 EZ2| 2FEd S FR HHIAY &= ZF0A Hetet
Z0HE 25U

£t K LABAFS] MRX OF0| 22 Z2||0| E 2|5 7|0f| LHEHEl Endotoxin2E= £ H|0|E

7|8tel EE2M MM Onset Time A&, %CV AHS A&, Spike 8|42 (PPC Recovery%)
A4t S tH=F Separation% Tt 3 oo EH°* By SE Xts2tE gug|EeE

Hz[otol ALB RIS A RS FO| T MBlo| 8N T ME|ES Eolrt,

2 AIHS Sof MRX &H|9 L& AIER|0{0] LS4 24 7]50] oFF 7|20 Ratets
ZIE IHHOR B 4 2SS AL
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