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This lot of PTS C rtr'dg s been tested an meets Q ty tes' ing requirements
—IREHBR 1 RSETIEREZHARIERAUAITE B ———
— ADI l}E / Store cartridges at 2-25"C. Allow the u open f il pou ach ro re (20-2: C)(
a minimum of 8 hou p opening. Rf o Pacl kg l ert C dg h db
immediately once the f p h eal has beel p ned. Cartridges are for single: seonly.

CAUTION: DO NOT FREEZE THE CARTRIDGES
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Certificate of Analysis (CoA)!

‘O(/_-
charles river
Endosaf.el® - PTS™ Cartridges

Analyst AEES (I-Y-SEKENONDIZS. ADEHEE Certificate of Analysis
FKRSNFEEA)

Cartridge Lot# h—RNy>o0yhE= - —PTSEG0RE Garidge Lot _||||||||!!!2!|3|1|5!!||||| . - piration Date: Nov 2026
Calibration Code: |!|1|L|||3[l |1|"|||||||||| RSE Lot #: HOK354
CaI | bration COd e# 7] _ I\U“J = 0):\;.\7Uj |/_ <3 /:| I\ Archived Standard CurveVRange: __ 5005 EU/mL Standard Curve Linearity: -1.000
RHEVVRWVEDICA T Standard Curve Mean Reaction Times: __ 50 EU/mL 141__seconds

05 EU/MmML 338 seconds

Samp|e Name -U-\/j)}l/% ('fi%) 005 EU/mL 781 seconds

Archived Spike Concentration: 0.49 EU/mL Negative Control: PASS

Sam ple Lot# 'U'\/j} 1/0) I:l‘y I\ﬁ% (4%%) This lot of PTS Cartridges has been tested and meets Quality Control testing requirements

for an archived curve, negative controls, and positive product control results.

Store cartridges at 2-25°C. Allow the unopened foil pouch to reach room temperature (20-25°C) for
a minimum of 8 hours prior to opening. Refer to Package Insert. Cartridges should be used
immediately once the foil pouch seal has been opened. Cartridges are for single-test use only.

g H ~ E ] Awa I
DIIUtlon -U-/j) LO)HE*R{D = CAUTION: DO NOT FREEZE THE CARTRIDGES
Qualified Analyst M %{ Date 2| NovZozY

Reviewed By C /.‘x Date 2| Ay BudH

Endotoxin Limit IR URIEME (ER)
FAMBE(ICHT I BAIEEDFERMEN TERREIND

Charles River Laboratories, Inc.
1023 Wappoo Road, Suite 43-B
Charleston, SC 29407 USA
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18 Sep 2019 4:19 PM - <Eﬁ5ﬁ®ﬁ§}]'&0)ﬁﬁ§,§>

e - T OSRERSATRETEE.

Operator 1D: TEST

Cartride: endotodn ZOBRIGRIBIN THDIEHIMTTBIENTEET

Temperature: Start: 37.0C End: 37.0C

il i B Sample Reaction Time CV : <25%
il e i i B> TN —> (L—>1&3) DOnset Time OF5DE

Range Time: Sec: 151-759
Onset Times(s): >759 330 >759 326
Slope: / -0.351 Intercept: +2.424

B Spike Reaction Time CV : <25%

Sample Lot: 07719008

i o LA i —>Z/\’(Ol/ (I/ /2&4) MDOnset Time 0)(&“33%

Spike Value: 0.497 EU/mL
Spike Reaction Time CV: 0.9% Pass
Spike Recovery:

Test Suitability: i - Sp|ke ReCOVeI'y (ILI“}J[”E“'IR;R) : 50'2000/0

Sample Value:

FEREiEEUIE st ER (S Test SuitabilityHh' T Pass 1. i@fcd i\ \i5
Al Fail |EFRRENE T,
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Version
Date/Time
Device
Analyst
Cartridge
Temperature

Method

Cartridge Lot#
Cartridge Cal Code

Range

Range Time

Onset Time (s)

VINIITZDIN->3>

AIE B

HERDIUT I ES

1-9-%&
IBE"Endotoxin”"¢FRRrEN3

A ERERE
BE"KX-122"EFRREND
h—NyzonoyhMEsS
H—Ny20FvUIL—>3>T—-R
N— NS ORI RRE
REROEX - B/INIV RIS VIREDOnset Time
&L —> ORIt RE
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18 Sep 2019 4:19 PM.

Device:
Operator 1D:
Cartridge:
Temperature:
Method:
Cartridge Lot#:
Cartridge Cal Code:
Range:
Range Time:
Onset Times(s):
Slope:
Dilution:
Sample Lot:
Sample ID:
Sample Reaction Time CV:
Spike Value:
Spike Reaction Time CV:
Spike Recovery:
Test Suitability:
Sample Value:

19221106
TEST
Endotoxin
Start: 37.0C End: 37.0C
KX-122
9592141
515135984976
5-0.05
Sec: 151-759
>759 330 >759 326
-0.351 Intercept: +2.424
R
07719008
HAND
0.0% Pass
0.497 EU/mL
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Slope IREMROIEE (slope) &t (intercept)
] 18 Sep 2019 4:19 PM
Dilution BTN OFIREE [ S
Device: 19221106
Sample Lot 2T o0yhES il L
Sa = ple Na . -U-\/j} l/% ‘::::::z;?ture: Start: 37.0C End:'(;Tl.(z);Z
Cartridge Lot#: 9592141
Sample Reaction Time CV  Y>FILL—> (L—->1, 3) ORIGERBIOCVAE il g i
BES CHNL Pass]. MBS THNIET Faill|EFTRENSD Range Time: Sec: 151-759
Onset Times(s): >759 330 >759 326
Spike Value 2L =>DI RIS ABNSH S T -2 DI REFS D fE%E L Wi
% | L\tﬂE S:a:n;xl:Lot: 0771900.8
Spike Reaction Time CV 2/ IL—> (L—->2, 4) ORSEREOCVIE cumeReacton T 0.0% s
EETHNEPass ). MBA THNETFail |EFREN e s i
Spike Recovery ,,J“}JIJIEILIR“A‘ i s
BTHNIEPass]. MEETHNILTFail [EFRENS s i e
Test Suitability Eﬁ%ﬁ%ﬁ%@ﬁé’l‘io
SThNEPass]. MBS THNULTFail |EFRREND
Sample Endotoxin Limit (IR RisMEZ AU TR
Sample Value®#EER %[ PassllFail IlUndefined IIN/AIT&R=
Sample Value YT —>DI RSB

RIREEZ AU TVWSIGERIRRIREUIENRREND
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131 « ERBICERI7AIVOA>R
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[Print Report]Z12iR
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18 Sep 2019 4:19 PM

Device:
Operator 1D:
Cartridge:
Temperature:
Method:
Cartridge Lot#:
Cartridge Cal Code:
Range:
Range Time:
Onset Times(s):
Slope:
Dilution:
Sample Lot:
Sample 1D:
Sample Reaction Time CV:
Spike Value:
Spike Reaction Time CV:
Spike Recovery:
Test Suitability:
Sample Value:

A

19221106
TEST
Endotoxin
Start: 37.0C End: 37.0C
KX-122
9592141
515135984976
5-0.05
Sec: 151-759
>759 330 >759 326
-0.351 Intercept: +2.424
i
07719008
HAND
0.0% Pass
0.497 EU/mL
0.9% Pass
 72% Pass
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« [Home]h5E

« [Power Off|ziEiR
XHEERFUZVISSE(E[Restart]Zi1ER

B SEORIZFE>TOI YT EREIFRT) (ITHROVTEE,

RNEMRIFT —Y(CREEZ S B REMEN BT,
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» YT WIEERZHSN UDHZRAR(CERRL . AIERO AN OFEZEIENTE

ia_o

a7oc 11 May 2021 1:04 PM ] » .

©a

@ Ct for Embedded Linus VNG Server - Tigu VNG - o x
B7.0°C 11 May 2021 1:07 PM ] » m
Sample Database
SampleName | |  DAtion | Fndo Lime | Unis

Lood Test with
Selected Sample

o m
m

O[Home]h'5H > TILT —AN—ABENED

@[Create New Sample]z:&iRU. vERIEBZ AN
XE ko] gERIEE
-Sample Name

*Dilution
-Endotoxin Limit (fF=)
Q[Save]zHL TIRF

1—H-EBEZONICUIIHE. YO TILT —AIN-ADER - fRE - HIFR(E
Manager/Administrator#B]JEET I,
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ENTEET,
I ) :‘;"'Z‘W‘T":;"::?J’:@ O - O[Home]h5 79t H)7 —AR—-BIENAED
oo Tt [ Ppowe [ Detsor
m <@ . @|Create New Accessory]ziZEIRU. wERIEBZ A

XETxo] g/ IEE

- Type (Pipette, TipsZ)
Lot Number
-Expiration Date

*Description
[ rresnn | e .Use by Default
s er S
L wo | Ay A [Save |#1BU TIRTF

1-5—-EEZONICUIGE. 77T —IR-ADERR - fREE - HIFR(E
Manager/Administrator®#o]gE T,
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37.0 °C 11 May 2021 1:10 PM ] » . b A \
A O[Home]MSEEE DV BIEAED
Time Stamp User [ Action
5/6/21 9:54 AM N/A Started Application
5/6/21 9:53 AM N/A Application Closing E’—_7K 9\\ \\§ R
5/6/21 8:23 AM N/A Started Application @ E— D b /_.l_\
3/24/21 12:56 PM  N/A Application Closing. -
MXEEROJEUTERFREINZIRI N

Time stamp: 24 Mar 2021 12:02:09 PSin9
giﬁgnN{Aeﬂc:t Trail exported to USB %%ﬁo)srﬂb }H:EWE
071> fElE
3/2‘4/21 11:50 AM  N/A Audit Trail rtf. ) ét@j__x h@ﬁﬂﬁtf‘f‘-@?
— SearchiNI> WS DIRZRE BT BE
Previous Page Next Pag
RBANY MNriEIR#E [ View Entry|z# 9L, A OERICGEHN
RNEND

Copyright (c) 2004-2022,VERITAS Corporation. All Rights Reserved.



2LiR— =90 H Y
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EHLusB&D
RRSNZET

O[Home]DNext PageZzfg
Q@USBEZEEENED

@USB% E(L*ﬂ%)b?%
XUSBH RSN VIEZE(E[Refresh USB Devices]z1#d

@1EHUIZUSBOZ BT ZIEIRL. [Save Logs to USB]Z1#9
(27— HENZ9)

B 1-H5-FIEHNONDIZE. Manager/AdministratorNEMERIEET I,

B iirHh— b, Bt EDeLik— b - N EMKFET B ENHDET,

B T —AHDFREFEP(’Refresh USB Devices #i2iR9I 3¢,
BHNBRDSIATADIBEUVRBLBRDDTERLIEL,
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