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charles river

Endosafe® - PTS™ Cartridges
Certificate of Analysis

LT

Reorder Code: __PTS2001F Carm;ge Lot #: Expiration Date: __Mar 2021

@ O T @

Calibration Code:__11925744518 RSE/CSE Ratio: _12 EU/ng RSE Lot #: HOK354 )

Archived Standard Curve Range: __1-0.01 EU/mL Stan;ard Curve Linearity: -1.000

Standard Curve Mean Reaction Times: 1.0 __EU/mL 192 __seconds
@ 01 EUmL 447 _seconds
0.01  EU/mL 974 seconds

@

Archived Spike Concentration: 0.142 EU/mL Negative Control: Pass
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 prior to
opening. Cartridges should be used immediately once the foil pouch seal has been opened.

Cartridges are for single-test use only.

CAUTION: DO NOT FREEZE THE CARTRIDGES

AB

. -
Reviewed By L= Y oTes S

Qualified Analyst pate 02 AP~ 2oiq

Date 027 slyoe 206

Charles River Laboratories, Inc.
1023 Wappoo Road, Suite 43-B
Charleston, SC 29407 USA

CA-PTS20F-04
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(®Standard Curve Linearity: R £ DES

®Standard Curve mean Reaction Time: $H5—E N E 1B
FDRAERIZZET HFETHREFMH

(DAchieved Spike Concentration: A—kJw 2 ATh
TWASIVRRF U DEE .
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Edi i
Cartridge Cal: 515135984976

Edit Sample Lot #: 123

Edit Dilution: 1 mbL/mL

ndotoxin Limit: EU/mL

dd Sampie to Cartridge

Done - Start Test
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37.0 °C 18 Sep 2019 4:19 PM - < Eit %ﬁ@) ﬁ*}]'
A AR #

Device: ' 19221106

EDHERE>
arbge: o il LT DEHET R TR EE, TORER

Temperature: Start: 37.0C End: 37.0C -+ 7'? - Ll nin — $—=

caz B FERIIBFNTHLHEHIFIT HIENTEET,
Cartridge Lot#: 9592141

Cartridge Cal Code: 515135984976

Range: 5-0.05

Range Ti M Sec: 151-759 M M - (o)
il BB (OSample Reaction Time CV: <25%
Slope: \ -0.351 Intercept: +2.424

Dilution: 1:1
Sample Lot: 07719008

Sample AN OSpike Reaction Time CV: <25%

Sample Reaction Time CV: 0.0% Pass

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

s == i) OSpike Recovery: 50-200%

Sample Value:
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Date/Time HI7E B
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Operator ID aA—H—ID

Cartridge 1B & ”Endotoxin” ERIREIND

Temperature A ERE

Method BEKX-122"ERREND

Cartridge Lot# A—K)yonOvrEE

Cartridge Cal Code A—k)yoDF¥)ITL—30a—F

Range H—r)yP DR RRE

Range Time BREROEX /NI UEED A ERHE

Onset Time (s) &L—2 D Rt FEFfE
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Sample Lot

Sample ID

Sample Reaction Time CV

Spike Value

Spike Reaction Time CV
Spike Recovery

Test Suitability

Sample Value
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Q@EHLT-USBD L I FRIRL .
[ Save Test Reports to USB &L FET,

HEICRFSNTLDELR—FDpdfAAE HENFET,
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R i o

37.0°C 20 Sep 2019 10:59 AM KANAKO (I ]

= | @NewRow EBIRL. REHEEEAALET.
e 43I e TE B

[Sample ID]. IDilution]. [Endotoxin Limit {£&.) |

Qlsave L TREFLFET
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Manager/Administratord) & B]RETY , 2h
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P A—HF—ZEITNRT—RIZLBAT AN EIZIREYET,
ERABECEICHERZRET HENTEET,

User Type -E- Administrator

BIEDET

UsB, T B—~D BIEHRDH BIEHRDH AIEHKR. O
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YO TINT—ER—R SRAERY D H Zi%-tmE - HIBR- Zi%-tmE - HIBR-
ALY ALY

RO ——Z6 X O** @)
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@1 —H—8IRE. TELE-VLEBEEIRLTEELY,
ZEHZ(ISave |2 EIRL TSN,

[Create New User]: $ifl 1 —H —&§%

[Reset Password]: /N A —KZ 5 - #HA1E (UserD )
[Edit User]: A—H—[EERiFE

[Delete User] : A—H—NDHIIfR

ERMNEVNER FIREBRIREGYZERTERE A,
-Manager/Administrator(&Edit UseriZE{R 1% . Reset Password MR RSN FET S
ISR —FR#EMEEITOE. TIAHILRD ISR T —R T pts12345AB 1 EHEYET,
HIRLI-A—Y—%mICRI ZEIEXTEE E A

HIfgEN =2 —H—DRIE T —2ILEESNFEE A, Ja
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>9-3 | >9-6
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S 1|1
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KERR., BEFHHALETT,

QO9-2: HftEBEZIDEETE

FHB. BRZETEdit ]I R2UMBEREL TS,
Time ZoneZ [ Osaka, Sapporo, Tokyo | IZE%E L TL=ELY,

YI—FALDERELRRETI ,
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09-3: BIERT (1/5°—2) B4

User Management 1—H—EEDON/OFF

Beep sounds BITEHR T B DON/OFF

Key beep sounds F—iR{EE DON/OFF

Endotoxin limit BEST DI URFEERE DON/OFF

Graph BIFEHRDYT S5 IFITDON/OFF

Halt on no sample “Sample not seen” T —RF MBI TE 5 1E D ON/OFF

Halt on sample size error “Sample size too large”” & AL \[E”Sample size too small” TS5 —FFDBIFE H 1E
(D ON/OFF

Sample size detection SUOTINTITSAENBYNEINERE T BHHEEDON/OFF

Report signature lines L7R—ENRIBFIZAnalyst&Reviewer D E & M %180 I D1 HED ON/OFF

Individual Sample Values BEL—VDIURRF L UEHFLR—MIRTT DHEEEDON/OFF

wmERILSave 2L TRELTESL, (BEINVELGEELHYEY) 27
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Automatic Print/Automatic Network Save

TAMETRICEESMNIZpdfERX DL R— & &REF-EHRITEE T,
¢Windows Networkt B DIRENLHETT,

,, DSTAREL DONEBIRLET,

Automatic Network Save:

| Automatic Network Save Location:

QRTF LD /X% Automatic Network Save Location|Z
Network‘Us;{r:v di A jJ L’i-d— o

Network Password:

= —— .. QT EEDEMREEditRIVMNSAALET,
eEEe Network User: ry b —91—H—4
Network Password: 2y —2/\XJ—k
Network Domain: Ry —OFR ALY

wmERILSave 2L TRELTESL, (BEINVELGEELHYEY) 28
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Administrators can run tests Administrator 7 17 > b Z &k 5 BI%E D ON/OFF

Users must enter password LAR—RENRIBTIZ/ SR T —R%E A 9 S#EEDON/OFF
before printing test report

Setting User Timeout KIEERFICOT 7N H5ETORER (5-99957)

Clear Users TRTHDA—F—T7ho U rDHEIK
XHIBRLI-A—— (I EEEE A,

Discovery Domain TINARBRHDF=O DY T—IKTE

S Charles River Cortex™{EFARFIZHELITYET,

wmERILSave 2L TRELTESL, (BEINVELGEELHYEY) 29
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Password Expiration period INAT—REZHABR D ERTE (30-10208)
Password History Limit HEEN/NNRT—FEIET DD ERTE (1-991@)
KEBEIN=N\RT—FZBERET S EIETEEE A,

Incorrect Login Attempt Limit ~ ZhOUhOyOFETOOS (31781 (1-99[])
XOyIENT=7HhO 2 MEAdministratorD A FEFR TEE T,

Password Requirements INRAT—FDEH
Simple: {E & DX F4-16F
Complex: KXF. INCF. MFFIIBFHEXFEINTNIXFULE
£8-16F

Bar Code Entry Mode /N—a—K A IE—FDON/OFF

wmERILSave 2L TRELTESL, (BEINVELGEELHYEY) 30
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Device Location

Cortex Server IP
Cortex Server Port

Change Sample Size Limits

Create/Edit Custom Fields

Clear Lot Numbers and Cal Codes

Clear Sample Database

Clear Reports

Restore Reports
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EERNKDHESZ
Charles River Cortex™&! & [T 9 B H —/\—IP//R—F

TAMNAETHERT I YT IL YA XFIR (& /N 20p ~ & RK30ul)

LAR—KZEBMTHENTHEBEANEHEEERLET,

IHB 20 LIN ABAEH . TF XM, #F. Yes/NoER
XA—H—EEAONDEE, Administrator COHAFEFHTIRETT

{51 : Voltexed? — Yes/No  Sample color- Clear

Hh—kJyonOybrES. T¥)IL—30a—FE2IRNTHEHELET,
XKCDIREIXTICEEEFE A
HOTINT—EIR—RRFESNTNWVIABRETIANTHELET,
XKCDEEIITIZREEFEF A

TAMLIR—bETRTEELET .

HELELR—MERICRY CENHEFET,

wmERILSave 2L TRELTESL, (BEINVELGEELHYEY) 31
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MDLANS—T JLEEBERAKE
FYRT—ODHR—MZ EHELET,

onsses [ QYT —IHEDREVERLET,

Gateway [0.0.0.0

| MacAddress = = ©

@l Ethernet]37%ERL . [Enabled JZ#HLE T,
ERIZEGETEREGES. IVARIVUNELGYET,

@ (FE)BEFEIPFZEL RADHCPE A AL TLEEELY,

Gl Apply IRZZHRL T ELY,

-1 —H—EHEEONIZLI-5 S . AdministratorD &R {ERIBETT,

- ME AR SE DR G (X EBwi-fil ST IELTEYERE A 39
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Q9-5: T RA—E55E

T AT BT A —
ZARTEINET

QT A—EEEBITHEGELET,
@F)A—EBEDRIVEHLET,

RT3 —RA%=EIRLET,
XTI RA—MBEINLGNGEIE
[ Refresh Printers List JZfL TLF=&0LY,

@' Apply ITRAZIRLE T,
OEndosafe nexgen-PTSHE4E T 24—

2Q320L—k T B—
(Zebra technologiestt)

| SERRICER I 7L OAYA—ILBETT, 4
_: A= ILIERYBARIZTERLNLET,
oy (S AR ICET ARV AhERRYERETE

i - E\EL\L\T:inTo 33
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19 Sep 2019 4:49 PM

= Time Stamp A‘:sti;:og ] ionciiti EE D 7& L—Cgaﬁéhé 4&?/ I~
9/19/194:45PM  N/A ki i T v i%: E 0) E& ;HE %
9/19/19 4:44 PM N/A Application started » =g p—

“| vasqooRs

| w (| VETOTACORIRERT

9/13/19 6:12 PM N/A Assay complete

9/1.3/19 5:55 PM N/A Starting assay

9/13/19 5:42 PM N/A Assay complete

f 9/13/19 5:21 PM N/A VStarting aisL J—_-ljs_%IEbﬁon':fdto—tL\éi%é\
9/13/195:05PM N/ i U_fe' Ganaled: 11— -Ul —_ % ;E) EE ﬁ%é *L i '3" o

19/13/19 4:58 PM Application started

B AR REERZ. [View Entry 129 &,
SFHMERTEE T,

BEOSEHNTE5E > [ LE—OH N (& F—0 ESELTG:
=t 34
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Q9-7: 3yFARY)—rDFv!)TL—ay

DEYF R — KA E LTSN,

V@R T Ty TERESEL., TokKIERL TS,
DATLNBEREHL, V) IL—avEm
[ZEYZET,

@I TSLIB calibration utility Touch crosshair to calibrate ]
MNEEIZKRIREINET,

B EDIERIZHEND., BREFR[Z—DFT DHSD

r'|'|

+F4 (ER) TS ERISERLET .

DHEBVBEBLET,

A—H—EEEZONIZLI-ZE . Administrator®) AEVERIEE T, 35
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AY)—VEEANRR

=NY . OTDFEL
MIESAELY

Ao —VEERMNRTR
ShWLA, ATDFE

BIIEIH-oTNS
FHEITORTLILE
i3t )l Y

BEEDEEMOFFIZHE-STLNVS

NyT—BENOTHD

N7 ) —RENDLL BRISY
AERSN TLVEL

VATLNEEHFTHD

VAT LOBEBANDEITGEOTL
%)

NyT)—BENIEEICDLELE-ST
AV

HEEDEBEEONIZLTLESLY,

KERAKRZERT 7 ITHEEL. $18F
FFRERESL TSN,

HERKZBRIZVICEKEL. BRE
ONIZLTLIZEWY RBENTTITED
FTHHELTZSLY,

FEMNEETHETHHEL TS,

EENEETSYIZEEIA TS
EFFERLTLIEELY, Powerr R 2 %55
BHRL TS0, BRI ST I2ERE.
EIBEZONIZLTLEELY,

HEEZERISTICHESEL. TELTE
S, NYT—BENDLEWNGE . &

BIXIv IR I HIERBYET
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Calibration Code A%, Calibration Code®D A~ {i& Calibration CodeMIELULICMVRESEL TLTE
[Next]ZH#L THRDE =LY,
EIZFBATLARLY
BYFRAHO)—UNRIEL EEIS— HEREDPower RAVEHL., vk
A A Ao LTLEZE0, 2Dk, EEIL TS
= AW

BYFRI)—=2DREY  BYFRI)—VDHEENTHNT FYFRI)—2DFFEZTITHOTLESLY,
#HL-BAREFELD  LEWL ¢ Administrator® & a]
BN RIGT S

YT —BREH D0 HERAKEFERITSTICHEGEL. $9185

EREBERIEEL TS,

TOMEEIZRIRINDOISI—Ayt—U—FEZDXERIZDOWLTIE
TN V=27 L9 Troubleshooting |ZZ B L TLF=&LY,
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OBFANE, EEDERIXOFFIZLTLEEELY,

OFEICEERRFERTL—LETIZELY,
BEFANFFIEFoNMNMLZEITHRFNZ A T TREZELBA N T ZSY,

OFYFARAI)=UIFFEREICEDTPT VO, PCE=F—RHD V) —F—13&
@ Y75 = M THRERL TS,

OINILDOFRAIFANGENTZEN AV IDHZ D AIREENHYFT

38
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