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@l Create New User |ZERLET,
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DREIDERRFBEANLET,

Analyst A—H—ID (A—F—EE#ENT ITDEEIIFEEDI—F—R)
Cartridge Lot# h—kJ)yonOyhES

Calibration Code# A—kJ)yTDF+¥!)TL—ara—F

Sample Name HoJILE (ER)

Sample Lot# Yo7 )ILoOvhES (EE)
Dilution HoTILOFREH(EE)

Endotoxin Limit IR UBRRIEER)

XAh—Kr)yonayrES LX) ITL—30a0—RIECoAIZRREEINTLVET,
XNT INyr—o0OYRE S ECOADAYREEN—HLTWVA I EEESERL TIEELY,
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(Certificate of Analysisfsl)

L
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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(Dcartridge Lot#t: A—kYwoDOvhES

(@calibration Code#t: h—kJ)wyoDX¥)TL—3>

—K
(@Achieved Standard Curve Range: ;B % 7] e &5 F
@standard Curve Linearity: IR E R OES

(B)Standard Curve mean Reaction Time: H5—E N E 1B
FSDRAERIZZET HFETHREFMH

®Achieved Spike Concentration: I—r) w2 ASh
TWAIVRRL U DRE
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Edit Dilution: 1 mbL/mL

ndotoxin Limit: EU/mL

dd Sampie to Cartridge

Done - Start Test
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@I Done — Start Test IR L CTHERZBASELE T,

AR (XIS TR T LET .



) A\ %

YERITAS

4 B EEIOY

® HIER V7INFALTEBREEDRDREMER T HIENEHEFT,

6.9 °C 17 spi 2020 1:47 2 s

Cart s Lot s 555131

LN |

B 7E BHIR & D218 RS

HF/:L—1 G L—3 (T ILL—y)

4

[ Txareccd I FE-L—22 KB L—2a(RINM0—)

rrr 1: I:I.a:l.- “ |
=T EE =

14



BN AEERDFER Y

AERBRIEILR—MEX THFEITHIEAHEFT,

37.0:4C 18 Sep 2019 4:19 PM - <

“‘

Device: 19221106
Operator 1D: TEST

il Start: 37.0C Efn:?:t:z': ‘DJ‘ -F 0) % 14: % -é— N -C 5% T: -a— t % >

Temperature:

o Z DRBIER LA THS LI

Cartridge Lot#: 9592141

O
Cartridge Cal Code: 515135984976 j— %) - t 7ﬁ§ ¢§ 35 -d—
Range: 5-0.05 — —C o

Range Time: Sec: 151-759
Onset Times(s): >759 330 >759 326

W s (OSample Reaction Time CV: <25%

Sample Lot: 07719008

Sample ID: HAND

Sample Reaction Time CV: 0.0% Pass . . .

Spike Valve: o9 eum OSpike Reaction Time CV: <25%
Spike Reaction Time CV: | | | 0.9% Pass

Spike Recovery: . I il e 72% Pass

Test Suitability: e | Pass

e | OSpike Recovery: 50-200%
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Version HaRD/N—3ay

Date/Time HI7E B

Device HERDIITILES

Analyst A—H—IDELIFEEDI—F—4

Cartridge 1B E”Endotoxin” ERREIND

Temperature AIERE

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 BREROZEXK R/INIUNNFD VEE DA ERHE

Onset Time (s) &L—2 D Rt FEFfE
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A TEFGR D

® LR—rDFEBIZDOLT (2/2)

o
v

Slope RERDIEE (slope) &Y A (intercept)

Dilution YT ILDFm RIS

Sample Lot Ho7ILoOvhES (EE)

Sample Name H2J)ILID

Sample Reaction Time CV  H>7JLL—2(1, 3) D RIGEFREI D CVIE

Spike Value RN IGL—2D IR VENSY T ILL—2D

IR UEZEEILVEE
Spike Reaction Time CV ~ R/\AUL—2 (2, 4) D =IHFE D CVIE

Spike Recovery A nEYRER
Test Suitability AEREROES M, @BETHNIL Pass”, TEE THN

[X”Fail”’ERIRSND
Sample Value ST —2DIVRRRDUE



L+—rOREE B Y

® Endosafe® nexgen- PTS™(10,00044 LA E DL R—EAMREFERIGETT,
® LAR—FIAHIFBRLGWLRYIBERKIZRESNET,

MDlHome MBS LR—FEIERANEAFET

] st L 7 - TegurVhiL, u]
B7.0 *C 11 May 2021 1:08 PM ] » .
Results
Search by : Sample Narme = — -~ = — .
RLEWAET—32ZIRT 5
Date & Tims | Sample Nams| Sample Lot | Test Sultability @i’ A L/T_L IE\I ET Jg ts
74 2021 11%4 | |
| AW |OU2IV01N

LIR—FARTENET,

LAR—KI&. Sample NameZ (2 k5
REHA[EETY o
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® USBADIHAR—f

3?::::dmdm LIT;::;;;EI:::}EFH _I:I: ; @USBE %' ?&%JL L/-gs-d—
@ ALz LiR—hZEER#ZSave
Search by : Sample Name " tO J§?$ l./s rUSBJ%E*RL/ij_O
Dats & Tims Ip-h mmm :urumw @iﬂ“Ej_:_/)-lb“USB(:PDFﬁZEE-GIOZ

ﬁ_FéhiTo

o 7 3—TOHHI
ORIFIZT )3 —DHRTEEIT>T
{1=&LV\>10-55 08

@ ALFLLAR—EZERL. TPrint
Report [ZH#HLE T,

s S to LISA
[

Go57FHIRIT AZELREETT . MERED YT T7FFRTE. [Print Graph 12 L TL=ZELY,
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AL toHh @TF—nE -

MDlMHome 1M LR FEIEm~EA . USBE

HEEANESET
R QUSBZEEE ITHEMLES .
 ESLIUsBRAS XUSBAVERE SR L M5 & [T Refresh
RRSNES USB Devices |z #IL TT=cLY,

OB LI-USBD B BITZEIRL .
[Save Test Reports to USB1ZHLZET,

REIZRTFINTLSELR—IA
POFfs X TH ASNFET,

« [Save Llogsto USBITIZEEERY (T —)ZTH A TEET . (Administratord® &)
o T—HEDBRTFEPIZ"Refresh USB Devices"ZEIRT A&, HEMNBELGY AT LD
HELGELGEHDTITERLIESL, 20



HoTINTF—4~A—Z 2.

® HUJLEHRZEHOMNLOEBARARIZEREL. AERDANDFHEEAL

ZEMRTEET,
:u;-«c 11 May 2021 1:04 PM 1 » . @I‘Homejb\g_lj_‘\jjo)llj__\\_g/{_x@
@ E~EAHET,
T @l Create New Sample |ZEIRL . HEX
S BHZANLET .
EExnlge’rIE B
Sample ID
*Dilution

- Endotoxin Limit (=)

nnmm Blsave | ZHLTEHRELE T,

A—H—EEEONIZLIZGE ., Y2 TILT —EIN—ZADE K- % - BIFR(EManager/Administrator D A AT BETY
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@ HUTJILT—AR—RIZEFLE-EHRZFEALTAET 55E

&
pr.o*C 11 May 2021 1:04 PM

Ot few Embaided Liman VNG Soresr - TrgarVNE
B7.0 °C 11 May 2021 1:07 PM
Sample Databse
SampleWame | | Diution | Froe Lime |

EELE=YUTILDIE
RrShbd

lllll

A

MDIHome MY TILT—HR—RH
EANEAET,

QAIEICERLI-WLVT—2%ERL .
[Load Test with Selected Sample |ZfHL
x9,

@ryt—oxEZEL TOKIZRLET,
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Bl 7/t9)7T—43~R—X

® ERILTI/ETIDFEHRZHOMLHEERRKIZEHERIT HAIENTEET,

]

R S AR OlMHomel M7 VYY) T—ER—XH
mg

e mmtebinarl o A gt (Dl Create New Accesso ry z:2EiRL .
s T BEABREANLET.
BRI AL IE B

-Type (Pipette, Tips%)
Lot Number

" Expiration Date
"Description

*Use by Default

Blsave | ZHLTHRELET,

A—H—EBEZONICLIGE . 77T —2R—XD E - #RE& - BBk [EManager/AdministratorD A AT RET Y,
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R 505 OREE Y

37.0°C 11 May 2021 1:10 PM ] » .
Audit Trail
I_ Tim_e éﬁ;np User Action
5/6/21 9:54 AM N/A Started Application
.5.'6.:’21 9:53 AM N/A Application Closing
5/6/21 8:23 AM N/A Started Application

3/24/21 12:56 PM  N/A Application Closing.

{ "\
{3724/ i) Time stamp: 24 Mar 2021 12:02:09 psing
Y

User: N/,
Action: Alldit Trail exported to USB |

3#?4!% ation
3f?dii ?qing.
3124/ psing

|3/24/21 11:50 AM N/A Audit Trail export f...

Previous Page Next Page
Export / Backup / Restore

DOlMHome I MSEEOVEEANEAFTT,

QEEOVARTINET,

BEENJ LLTRBFINDAR UL
IR DRTELE R

05 A ERE

S TCHOTAMDFRBELRT

@B AR EERZView Entry |2 17
F & ERDORIZEEHARRINET,

BEENJzH NI 556. B LR—rOEA (2T ESRLTESL,
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R 505 OREE Y

@ EEERNJHRETHENTEEY,

37.0 °C 11 May 2021 1:10 PM ] » e

T @l search)Z:ERLFET .

T [T e — Searc

5/6/21 9:54 AM N/A Started Application |

5/6/21 9:53 AM N/A Application Closing |

5/6/21 8:23 AM N/A Started Application | . 75 ~ *ﬁ 14: % *R L,'gf
e (2)Search Fieldh LR R E

3;74,1 I)Tmo stamp: 24 Mar 2021 12:02:09 3'5' ng

| " User: N/ d
Actio Sldll"n' il exparted to USB (@)

3124/ ation |
'ymi psing. I
3124;:1 1150 AM  N/A Audit Trail expol rr? | Action: #%}:I—E@’r&?/ F%*E II:I:II

User: B ENDI1I—H—0DOJ %t

Eeba Time Stamp: ¥ ED BT DO ZH#H
— T —— Old Value: 5 LM IEIZ 10044 4 H

nnmm New Value : T LUMIEIZ 1004 % i

& O fon bmbrwdbend Laman VWL Server - TrgarVHIG

b7.0 °C llMavEO%ILZPM Ol::l,l-- @@%U—P%)\j} L,‘ rSearchJiéigil:R
Search Field: ion user
O Time Stamp O :zlwme O New Value L/ i T (o)

Previous Page

eeeee

x> ORRBRLI=ARVEIDRREINET,
25
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ﬂllll

'|:|||||

® 10-1: 5:&

E .

e LITND6EEMNDEIRAIGETY
EEB(TIAILN) ISV RE. RAVE. A3 TEE. ARAVEE. RILNAILEE

. XEEH. BEBSDETT.

o 102 AffEBRDRE

s BZIBLXUVERABZFIEditIRFIUMLERTELTLESLY,
* Time Zone% [ Osaka, Sapporo, Tokyo JIZE%EL TL=ELY,
« HI—RALDEEXELREETT,

27



RIERTE A4

® 10-3:IRIEETE (1/5f<—°))@

User Management A—H—EIBHEEEDON/OFF

Beep sounds BITEHR T B DON/OFF

Key beep sounds F—iR{EE DON/OFF

Endotoxin limit IR UBRFRIERTEEZTRRT SHEEEDON/OFF
Graph AIEHRITT 57ERTT DHEAEEDON/OFF
Automatic print B EENRI D ON/OFF

Individual Sample Values BL—2DIVRRFD UEEFLR—MNIKRRT SHHEEDON/OFF

N/A for Invalid Samples Test suitability D3FailDIH A (ZN/AER R T DHEHFED ON/OFF

Blank Lines at End of Report L7R—FTERNZEHZBINT HHEEDON/OFF

Report Signature Lines L7R—KENRIBEFIZAnalyst&Reviewer D E R i % 1B 50 9 D18 HED ON/OFF

wmERILSave 2L TRELTESL, (BEINVELGEELHYEY) 28



FIEERTE M4

® 10-3:IRIFERIE (2/5"—) @

Halt on No Sample - Draw
Sample Size Detection

Halt on Sample Size Error

Detect Early Sample in
Optical Well

Halt on Early Sample in
Optical Well

Halt on No Sample — Optical
Well

Generate Report for
Aborted/Halted Tests

YT TR TEEN S IEEICBIEE (=1L 3 58EED ON/OFF
TISAEDBF BERMT HHEEEDON/OFF
TISAEDBRRERIMLIIGEITAEZEZ 1L I HHEEDON/OFF
$¢Sample Size DetectionZON[ZL TW\BEZEDAE R

A—R)yPDBEERIZH U TILDET HETOREAETETHEEHA
9 HHEREDON/OFF
A—R)YPDBEEIZH LTIV ZETHETORRAETETEH R0
=58 IZRIEZ =L T HH8EEDON/OFF

% Detect Early Sample in Optical Well#ONIZL TL\BEEDHER

A—bPI D DBREBETH T ILERE TEEN - EEICRIEEELT S
HEEE D ON/OFF

BHRTELEFEREEREL-TRAMIFLTLR—MEERLT D HERED ON/OFF

mERESave 2L THREFL TSV, (BEBMNRELGEBLHYEY)
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FIEERTE M4

® 10-3:IRIFERIE (3/5"—) @

Post-Assay Comments TotA T RIZOAVNEIBINT HHEEEDON/OFF
Mouse Input Mode YO RAZFERAL THBFDIREZHE T OHEEED ON/OFF
Enable Show Password AT AUBFIZ/INRT—RERTT DHEEEDON/OFF

Administrators can run tests  AdministratormM 7y 4 % 1T A HH#EED ON/OFF

Users must enter password  L7R—REIRIBTIZ/ SR —K % A 19 BHEEEDON/OFF
before printing test report

User Time Out —EEEOXRIEERICEFMICOS 7T 2ETORE (5-999%9)
Clear Users TRTOLI—HF—T7hOULDHEIR

KEDERETICRT CENTEFE A,

tmERIEMsave IZHHL TREL T LS, (BEFNVELGEHEBILHYFET)

30



RIERTE A4

® 10-3:IRIRERTE (4/5"—D) @

Password Expiration period INRAD)—FDEZEARD % 7E (30-999H)
Password History Limit BEEI DRI —REERIET 5D R TE (1-991E])
KEESNIZN\RD—FZHBEHREIT HEIETEEFE AL

Incorrect Login Attempt Limit BJ A VKkBBFICTAD SOV IEINEETOOS (5 1T78(1-99])
XOyIEINT=7Hho 2 MEAdministratorD A FRFR TE=E T,

Password Requirements INAT—FDEHDEETE
Simple : & D X F4-40F
Complex: KX F. NXF. BFF-IIFUXFEINTNIXFULE
{8-40F

Discovery Domain TINARBRHDF=O DY T—IKE
X Charles River Cortes™{E FRBFICILELERYFET,

mERIIMSave IZHHLTRELTZSL, (BEINVELGEHBILHYET)
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FIEERTE M4

® 10-3:IRIFETE (5/5°—) @

Device Location HBARKRDFRE G

Cortex Server IP Charles River Cortex™# S (2389 B —/\—IP/7h—F
Cortex Server Port

Change Sample Size Limits HERTHERAIT I YT ILYT A XDHFIR (F/M20pul~ FxK30pul)
Edit Custom Fields LAR—KMIEMTHEATHEEEANEFHEDIER

IEH:20FUIA  AHAEH: TFXAM #FE. Yes/NoEIR
{5 : Voltexed? — Yes/No  Sample color- Clear
XKA—H—FEHNONDEF, Administrator COAERAAEETT

Clear Lot Numbers and Cal Codes  #38IZEEfESNTLVB I RTOA—K )y DOVrES. ¥ IL—
a3 a—KniEE
XKCDIRETTICEEEFE A

Clear Sample Database HUTIWNT—IR—R([ZRBFEINTLWEITRTOHRNBENDHEE
XKIDEEEITIZREFEFF A,

Clear Reports TRTHOLIR—FDEE

Restore Reports HELFLR—bD[EIE

mEZ & Save 2L TREFLTEZSL, (BEBMNRELRERLHYET)32



RIERTE A4

® 10-4: ~ybkTJ—4

DLANT—T L EEBERKE
FYRT—ODHR—MZ EHELET,

o @ YR I —IBEDRIVERLET,

Gateway [0.0.0.0

~ MacAddress Toiinoo

@l Ethernet]3 7% ERL . [Enabled JZ#HLET,
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 31



RIERTE Y.

o 10.5. 5" Jm_gﬁ DI —E BRI EELET
QT A—JRENEAET

RT3 —RA%=EIRLET,
— il KT A—MEBESNEES(E
2';@;?;@?‘“7” = [Refresh Printers List |2 L TLf=&LY,

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

2Q320L—k T B—
(Zebra technologiestt)

| SERRICER I 7L OAYA—ILBETT, 4
I VR LERUARISTRIEVNLET
s XA (T ABEENEhEIERAYARETE

i . E\EL\L\T:inTo 34




RIERTE Y.

® 10-6: 1—H—EFH (1/3)
.« A—Y—EEHBAEEONICLIIEE
vV A—H—TLIZNRID—FRIZ&KBATAODNRBEITHEYET,
v A—H—CEIHERERETIIENTEET,

&R D — 1l

"~ B | Usr | Manager | Administrator
AR DORT o o o
USBA (D H 77 BIERERDH RIESER, BEERY RIESER, BEERY
EENY BE I BAE A BAE A
R —Y—2& x O o
1—Y—iERiRER x O* o
A—H—OHIF X O* ')
YUTNT—ER—R L+ ERY D 7 ek - FeAH Y ek - e ALY
TIEHIT—ER—R LA ELY D A E S0P e SE D

*AdministratorfERIZX L TIXEITTEE B A
35



FIEERTE M4

® 10-6: 1—H—F I (2/3)

o M. A —Y—EE#EEIXOFFIZH-TLVEY,
o A—H—EFBEEMIZITSHICIE. LLTD22ZETLTLIEELY,

MAdministratortgfR 1 —H —D & §F = SR
QoA —o—EEHEEFON = 10-35 18

« A—H—EENOFFDIGELBIEILFIEGETT,

e 1—H—EEMNOFFNSEEL1L—F—&EF(Iv[EETY,

o A—H—FHEEONICLIzE., 11— —FEREFIZEETE L =User TypelZIG LT
RN EZONET,

36



FIEERTE .

® 10-6: 1—H—EI (3/3)

37.0 °C 11 May 2021 1:20 PM ] » e
Users
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