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Kaye Validator AVS 7748

Kaye Validator AVS

Kaye Validator AVS &3] Amphenol i€ Kaye A SIFHf 3 2 &3 — R E b
RS, ERHENERSTENRBERFE R - HFRE2

Validator AVS LK R 4B IEE M (Console)MaR 7>, Filk o] B # &
Validator AVS, WfEREZRENE, FLUMUARBMNA X EREIRNTAR
# - BRE, BITRE UKEIZHRS -

Validator AVS 1%

Validator AVS Z AVS &R0, SIfERBII R EET

PREERAIZS - RERRBLIK AVS BRIFTFIRAVEREZ BB AVS STHA) ©

AVS RITPR BB RIZRAVAIE - REWEMMENRIGERIES - —BIERIEFR
NE—ERENRE (Setup), AVS EERFITNTRIRENERE, MUKATENER
Ag ° STAE, AVS BRIZUMRENMENEMMEREANFRT, LRAERER
MR - AREIRBSEM DT ER -

o BEINEIEFERET, IPS5 FMRMCEYER ABS MK

o HIR{FPINGE S EEANH N IRE

o EHFE41ESIMiHtE, &= 48 4 Sensors

o RHEXRRSEM 48 @K, 5 EN554 /1SO17665 #R&E

o [E 4GB RAM LUK 32GB WERH#ETFZER, tJfRFeiT 10 E5REEIE
o UEHMMERAEM, REED 3 /NENHEHAESN

o EHEUBEEEBEHERIFFER

o TIEEMEM Study B2 Audit BIEZE USB BEE 1R

o FRBMAIRAM IRTD LLK Temperature Reference



MR IEFR (Console)

Kaye Validator AVS IR{F-FiE— ST #E - BENEEMANREFE - BB
RUBRIETE, ARRE - Bn - RFNEFR Validator AVS FIEHEER} - FHRA
IR LEL Kaye AVS IRIFERES, ERESRETTT 2 ERITEMA 21 CFR Part
11 WESK, BERSoIFaTESE -

AVS BIEREEZI TR .

o EFIEEE (Assets)

o EFIEERRE (Setups)

o HITEHEEIZIPIREE (Sensors Calibration)
o BITERFE (Qualification)

o HITEEIZEREE (Sensors Verification)
o EIEERFEIRS (Qualification Reports)

Kaye Validator AVS E#&E o] &8 LU T miE S ViELR

1. 1% Docking Mode (E#iE()

IRIEFMRLEER| Validator AVS EHIGERH HiEEE -
Fir Bl iR %, TEEENTEHE RN USB EiER -
A 81 I IR R S R O ST B AR - -

2. #Ai&1EX Network Mode (&i€/&EAiE )
Validator AVS FIR{EFAR O] DUBE At 72, K AR L Wi-Fi 4R -
— &R O] UERFEZE Kaye Validator AVS EARIRE -
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1'1 ﬁEE%jl\n\E

LED 5545

FREBS GG

Study BT EZSE

FIARRE

BRI RRE
FRNBRROE

IaYE

VALIDATOR

L

IRTD & ffEfl B,

AVS USB / Z,KH855 B IEA

AR USB / A40E EIER
Relay # it (EiZR{thIEKayeik B)
BR ICALIESRT,

R FIR

1
A

AC BiRREA

SIM 1%

ZE IRTD REFREEFEA LHAIRO! THlKOECIE#ERES "X IRTD LE¥#A -



ETHRAEOEW L ERE

.

Data ffp#  USB BESERIEFL

RIEFIREATHAER (BFRVEHEIRTE)

383, ]

FBAFRELEE

. |

FIAX SRS AR

RIFFR

AR ETRARBEATRERIIRET, BUcEREEEETE LA, &
#="Disconnect”{&, 7 oJiKBRFIR - SEERAVIRIFOIABE S ER M IER LIRERE -



SIM FE

Validator AVS &/ SIM ~[E

B FAIRERNNE, & AVS
RECAIZS IR L 2 R0ERE, iRE
EfEmRImmn - KE - &BE -
ERHENNEMERERE &Z

o][E)f5E L 4 8 SIM R E -

BEFES 12 #Hlsf, &ZoLlE
R 12 fEafsRmA, S—Hlnr
AR SR B RREERY "+ " - "IBUR -

Kaye £ A#ETEE 0.01°C B9
T Type Thermocouples, H 4R 1%
E)VE+, 528 In(ED)A - -

1% Thermocouples + #& +, - ##& -,

Wiz B EER, BRREEERE -

T B e e 2

EERE=Es

Lt 6k g diE

@8 @

O

TC_SM_NOV_REV 10 B




SIM FEMEA

ZEA SIM RE, BTBEE Validator AVS ERBEHERILITEA, GRIATIEE
AW IE N -

—BEAZIE, T Validator AVS B Z A, AZFEMETEL - MNRFAEAARET
B SIM FE, tJgEeFEMAEHE SIM R ERMER -

SIM R#E1ER 4 @, [RAI ERCIMIEREA, BAEMREN Setup EHHEC S,
REETE Setup PIREEEANZ 2 SFIERE, MAERZ 2 RBEEE -

WER SIM REIRZEBE/N OB A, WikARE -

}‘g\"
b

AR RERNWEESRETE SIM NARERD, EETRERN, & SIM if
FISEERAVEMENERFRAVIATE, RMETRLES -



IRTD 1Z#REET (Temperature Standard)

IRTD 1R#EREET (IRTD-400) 2—fEolEEHE NIST UiIRE, RWETFREHE
#-195°C £ 420°C - EZE TIFEE N 2 i5HEE R +0.025°C

-

-~

e ——

MESZENE (Temperature Reference)

mESZERM 7 Sensor REFRFNRELER -

PUN =81 ¥ Validator AVS B4R 2 FTa 5HRVRY Kaye 'mEME, BIRHAE
RORESE, 22 Kaye IRTD A BN CISe Al & B BRI MBI -

FzIURENE
LTR-90 LTR-150 HTR-420
= .
. / . j .
o [ & E] -90°C to 140°C -30°C to 150°C 30 to 420°C
mEIETE M +0.01°C +0.01°C +0.01°C
AN RS RS -90°C to 25°C: 15 min | 20°C to 121°C: 30 min 30°C to 100°C: 7 min
25°C to 140°C: 14 min -30°C to 20°C: 20 min 30°C to 350°C: 20 min
S ANRS R 23°C to -90°C: 80 min | 20°C to -25°C: 45 min | 350°C to 125°C: 20 min
140°C to 20°C: 60 min | 121°C to 20°C: 30 min | 350°C to 50°C: 40 min
AR
_ 16 48 48
NEBHE




Z#EE{E (Thermocouples)

Kaye WEBEBHREBERAXRESNAEMNEIERE, SVOREZESHIAN
A oIERAEER -, SHASEEANAGHEES, REATaHMWBE
MRS

B HEBRIKSER ORI, Kaye 2L T Ultra-Premium E4RHY
AUTOBOND Thermocouples - AUTOBOND ZAEEfSRIEFR ¥ 90% 80 5% 8B 884
SNEZERH Teflon B2, WHEANEIER FEMER, BiR 7 HOREZE B, 7%
mBh LR 2 3

KAYE

THERMOCOUPLES

Wire grade Ultra- Ultra- Auto-Bond Ultra- Auto-Bond Ultra- Kapton
Premium Premium Premium Premium

Model 3-Strand 7-Strand 7-Strand (AL) 7-Strand (AS) 7-Strand
K0258 K0255 K0259 K0263 K0250

Gauge 27 AWG 22 AWG 22 AWG 26 AWG 22 AWG

EXAMPLE OF CONFIGURED THERMOCOUPLE (40FEET/12M) LABELED

3STIWY-40 JST1IWY-40 AL-7STTWY-40 AS-7ST1WY-40 KW-40
ACCURACY
@121°C +0.3°C +0.25°C +0.25°C +0.25°C
@ 300°C S S S S +1.2°C



B2 1{EE 285 (Pressure Transducer)

o GSRAR : EEESIM T, A(+)/ E(-)
o FER4R : EEZE Validator #J IRTD / Temperature Reference Port
R

8 BERNEREE

ERIEEE : 0 - 4 Bar (59 psia) Absolute
EHE : 1V-5V

mEEE : 110°C - 140°C

15 E : 10mbar (0.147 psi) at 110°C - 140°C

BIERBRSRERTE
Sensor Type: Type 0-10v — Pressure_V (Sensor Label “Press 1”)

Scale Factors

Max Units

Min a

X —1E Group REERRE— BB -



Feed-thru

SEBEIFIVMNERE BRASRBRESRER,
IlE7E 224% Thermocouples /B & — Bl = B &R
8 Feed-thru -

Feed-thru B DUEEER1& Thermocouples @15
ARBEA, WIREZE] -

e %03 18 {& Thermocouples
o 12 15" TriClamp EFEH1E

o TUVHE, oMt 5 bar 5B
o ZEIARE

o ESMEZE 140°C

10



1-2 RHEK

TEN—E Kaye BIEE2MES :

® Kaye Validator AVS F 1%

® Kaye Validation Console (32 1EF#R)

® SIM (BRzsl AEA)

o MFARNEHIBERENBREN Kaye /RS EWE (HTR 400 * HTR 420)
FIERSENE (LTR-90 * LTR-25/140 ~ LTR-40/140 5§ LTR-150)

® Kaye IRTD

® Premium FAKLI EWERER (Thermocouples)

o MANRBMRNEMBEEMIEREECAE, FIUBENERKEE (TIEHN)

RipEELR

fEfR Kaye Validator AVS AN E S ZIEHEERZ A AA 5B RAKIKER

1% IRTD A RESE R
fEF3 IRTD #t AVS E#4R, #% IRTD EEEEHERW EAREREA
FRBEREE AVS EiER, BB FERIEEHERVEREI

& Console #B#AFF il iEER] AVS FIEEE B
BRESEEBNERAEREDBEMN =GR

¥ Kaye Validator AVS RSEIR AR :EHE 2| B it iy — FL 36 B2

1B VEMBAY SIM 1A SIM 1&g, AEREBE(E SIM R LB EIEE
4RIk

8. ARUREZEZERNEIR

9. FARX Kaye Validator AVS FH#RIEEIR
10. FRL Console R 1EF ARV ETR

N o v oA W N

11



¥11%1530 Docking Mode (EEHE1E )

1. PAREEREEE, B A Kaye 852, INIEE=HAE Hardware/Discover °

Disconnected @ Daniel Mustermann § "'i

Validation Manager

Hardware

2. EESBHE USB/Docking #E1%24A N A Connect -

(©) Select AVS

12



3.

RINERIE, BHE

€) Live Data

{3

WS Serial Number;

Lahel

TYPET
TYPET 2
TYPET 3
TYPET 4
TYPET 5
TYPET 6
TYBET T
TYPET 8
TYPET 9
TYPET 10
TPET 11
TYPET 12

Sim 2-10

13

A Live Data 7T, #HEE

15

Label

TYPET 13
TYPET 14
TYPET 15
TVPET 16
TYPETT
TYPET 18
TYPET 18
TYPET 20
TWPET 21
TYPET 22
TYPET 23
TVPET 24

e A& o DA RN 8UE -

Graph View

SIMTCY
Caleulation
Max

Mir

Max-Min

Avcrage

Stardard Deviation

Max- Average

Average-Min

Value Sensor U

82997 TYRET3 7

List View

Sersn



4, PBHEE4 T Hardware Connection, BITCIHEER A EAR AR ©
(BINEBGENR BN GE, WAL EHEREEM)

@ Hardware @

IRTD g IRTD
Lower Port: Upper Port
T

F Bath
§140°C
a
[egm——
- -

Sensor Offset
e HE/R Sensor AR ECHERTE SIM FRIFHEE -

Access Study Files
o GCEEAVS FHWERIAMITH T Study, JHEMA RN -

|AVS IP Address: 192.168,1.2 AVS Serlal Numbar: 18030025

iSelect Al Mams Type

Qualilication 123123
Cualification 123123
Calibwation
Oualfication 123123
Qualification 123321
Verfication

boss | Qualification 123123

i Cualification 12312

Cualification 123123
Qualdication

Delete Files Import Files Cancel

Set Temperature

o DERXRERERERERE -

14



F28
#217 User Accounts

2-1 & ATEERAY System Administrator IRE (BREA)

ik B, R ﬁ FARY Kaye BREZHEA Login =M -

BREAZTEER User ID: Kaye / Password: 411 (B A/NE), I T Login °

FE—ROBINEAN, RFEETEZEEA User Management BH, EFREREII—
{& System Administrator 1R -

15



Administrator Administrator

User Management

1. ¥ MEEEE New User, HIREAEENBEN, AABERBLIEERM

2. Name ;BEEAEAEEH -

3. UserID OFAERRNSEHFHSBEIXNINE), &Z 16 EFIT
(User ID HW/ERM—R, FBEAREEERER) -

4. Password O ERENHHFHEABAINNE), &Z 16 EF 7T, [RIETE

2D 6 EFITLUIEREEMY -

Title FFIEAEHERME -

Phone X Email 3F/3H, TfREESKEIA -

YIRE AZ User Type LUK User Privileges BTERBEAIE KX -

MEL FAEEETR, JLURBEREZERER -

WERA BB ASTRE, & Save 718 -

© 0 N o U

X R AAEEEEH, TERM Kaye/41l hEXNW, TREABNBEHRAARE
I7HJ System Administrator & A, EE N ERCIRIRZN -

16



2-2 B —EATEERIRS
EEE—(EATEERNIIRES, 5% 2RI System Administrator 1R 5
HiSH, #BAFERETEE -

1. E A System Administrator 15, EAFXEM -

Daniel Mustermann [IF B
2 ' q

Validation Manager

12

@ Audit

‘ File Management

6

Equipment 3

2. %% Admin # A Administrator B, WZE! User Management -

(€} Administrator

User Management

3. %4% New User FREIIEAE, User Type #1Z System Administrator 3¢
Supervisor E5TJ, User Privileges TNEE £ 2323, 12~ Save F1E °

17



2-3 #1I User IRS

ﬁ‘/\ System Administrator I8P — Ei# Admin -
— PH#EE New User BIIfFRZE -

X BEFRERRZER, RH User 55
M ERB UGS -

EREERIERE

PR &5 AA

ERELER (User Type) £5 3 TEELR

D RIEBRERHERR (User Privileges), #EFR a1

User Type

e Operator BIEAE (—MIEIFE)
e Supervisor EEBAE (LTEXE)

® System Administrator RA#HEEIES (&

User Privileges

. Run Qualification
. Create Assets

. Create Setup

. Create Equipment

. Create Pass Fail Template

. Create Reports

. Run Verification

. Modify Assets

. Modify Setup

. Modify Equipment
. Edit Pass Fail Template

. Copy Files/Reports

A.dh/—h

. Run Calibration

. Delete Assets

. Delete Setup

. Delete Equipment

. Delete Pass Fail Template

. Delete StudyFiles/Reports

# A User Management B
1% Save 718

BANER, RINEARE, 2

SR

B Audit Trail
. Archive Data
. Manual Sync

. Camera Access

. Change Console Time

IR A A TRRR N MKFE K BR] -

Admi
. User Management

. Policies
. Preferences

. HardwareMaintenance

Run Qualification | Run Verification Run Calibration Audit Trail User Management
WiThRRE WITERRE MATRIA A S EstEHt FEREERE
Create Assets Modify Assets Delete Assets Archive Data Policies
lk==y=¥3 BEE fERE = BENER BUERERTE
Create Setups Modify Setups Delete Setups Manual Sync Preferences
=k=¢=d452 BigF fERiE 7 FEEL TRIFERE
Create Equipment | Modify Equipment | Delete Equipment | Camera Access Hardware
Creat quip ity Equip te Equip - Maintenance
Bl EB &3] fIERzS B TREREIR B g 2
IS4
Create Pass Fail Edit Pass Fail Delete Pass Fail Change Console
Template Template Template Time
4 BX Pass Fail #i72% | #R¥5 Pass Fail 2875 | MIBR Pass Fail #848 | B FRE™

Create Report
ERRE

Copy File/Reports
BEEE/BE

Delete Study
File/Reports

MFRtEZR/RE

18




User {51

System Administrator B#iF User {F1&, User 1A 0] gETE & & = RE A B G5 R
B AREE BEZRFERITHR, 2 A System Administrator 1RF, £ User
Management EH, #%"Disable User Account” /5 1&BUE A&, W58 E — RIS
BHEH User BEHER EABZATBREKENER)

Liser Information

User filB&
&8 AR User fHIBR, B]Z& A System Administrator 1RF, £ User
Management B, #i#"Delete”#d User ik -

19



X—RMEEZIRIRE

EEEDEIMMULLE System Administrator, —EIRFEEE, S—EECE
ICEREE - FE R System Administrator AR, OJ[0) Kaye [RMERBE—RIMER
SRR, B ABBEFIFFR System Administrator 1RF -

EREE AR

AR EASHLEBHEUPEA Ctrl+e,, BERMWEEEEBZARM 1L
BEXRERAGRE, SFRMIEEEREEN, SRAlDT HEBUBREZERD) -

Emergency Password Access 4
Fassword Requested By
Request Approved By
Registered User
Registered Company
Aocess Code ¥16-1563-84-785
Emergency Single-Use User ID

Emergency Single-LUse WD

20
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2-4 3% Preferences / Policies (% #i{m {F B EL 53R 58 7E)

1. 2#MREFKR

k&7, SERLIE Save 71 -

() Administrator

Preferences

2. ZMBRBIKFEKRE, SThiR Save F1E

Policies

pquire mirimum fengt

alile user avzount |

21



&=L =z

w3 =
#2817 Equipment

RESEIE Equipment EAUN NEEE, £EEFAZUIUERANERHA
440 AVS ~ IRTD SR E ESE Kaye 58/ -

(€ Equipment

3-1 #7IZ Equipment
SR EEIRA LA(+), MARBEEN, BRI ERERA, BiZ Save 7
18- REBRTHRERE, BFHEMRELL -

(© New Equipment

Equipment Information

Cal Due Date
RIEZIFIHAE

22



3-2 EEREEM A

rERR B REA U EEZRBIVAERE

Kaye Serial
Mumbes

Last Calibrated
Dt

Calibration Due
Date

podel Number

Equipment Type

HP ZTC

FILE NAME

1RTD 2P Quialific:

BET, S ERITHAR Study

STUDYTYPE

0f

SBM BOSCH 121 9 OCT 2015-v3 Cuialification

SBM BOSCH 121C 2

Odigit Duiall

SBM BOSCH 121C 9 Oct 20151 Odigit.  Qualification

SBM BOSCH 1210 9 0t 2
SBM BOSCH 12710 2 Oct 2005 V1 (digit

SEM BOSCH 121¢

i}

5 T Deliggit

151 Odigit Quali

Fedegar warerfall test Quaification

Fedegan waterfall test Qualification

Fedegari waterfall test
Fedegan waterfall test

Fedegari waterfall test

Fedegan waterfall test Qualificaticn

Fedega

23

wiaterfall test Cuali

DATE &

09-0ct-2015 18

11-0ct-2015 13:06:08

12-0¢t-2015 00:21:24

12-Cet-2015 D0:21:24

12-0ct-2015 12:24:58

13-0ct-2015 140818

13-0ct-2015 16:26:50

[

20-0ct-2005 14:45

F1-0ct-2015 091606

21-0ct-2015 10:20:12

1-0ct-2015 11

21-0ct-2015 12:43:02

Jct-2015 13:41:48

21-0ct-2015 15:26:44

[ pom ]



F4E
$E1I Assets

Assets 2 Kaye AVS ERES P ERE 2 RITNEE/ T EH, Pi7E & Kaye Validator AVS &
EERFEBIRE, W0 Autoclave, Oven 5 Freezer &, EIiEE IR Assets BIFR T, &
N EIRE R BN 1T Calibration 3 Qualification FIIHE -

4-1 ¥71E Assets
£ Assets TTHEITIZ T (+) AT Assets, HHE 41 2 255 M IEEE 1L Save FiE

—_
(@) Assets Manufacturer Location

AL

Autockive Autockive
Bosch Waterfall M. Fedegar 13
Basch Waterf... Fedegari 13

(© New Asset

Asset Details

Name Fadegar Test] RIS CH N Superheated water/steam rotating
L=t ) Lt autaciave at Fedegar, T
EqID# 123456

IDEEHE

;;F;ﬂﬂ A Assets Images | s
Manufacturer Fedegari

FOET

Location Fedegari IT

AT

Moadel wsr10000

RN

Size 28

R

Last Validated 10/20/2015 v
EREEEE

Validation
2 v Qi Years v
Frequency

BimEn

[ | [Com ]

24



4-2 Assets JNEETT 48

11(9 Autoclave - Fedegari Test1 @ @ @

Setups Calibrations Qualifications Verifications Reports

Setups (.T. New Copy EBCapyto drive
e

: MIBERT 23TCs and 1Pressure
iaptfacturer < Fedega 08 fan 2019 | 0454 AM

Type * Autoclzve ECD FEDEGARI 13
08Jan 2019 | 04:54 AM

Asset (D #t I 123456

Maodel L wsr10000 2
Fedegari waterfall test

Last Validated  © 20 Oct 2015 07 Feb 2006 | 0215 PAM

— SBM BOSCH 121C 9 Oct 2015 V1 Odigit
i i 2Years 20 0ct 2015 | 02:25 PM @ (@

Frequency

roiEE AT — Asset A, clDIBRIBLI EERER

BEA FAN(F)E/RD fREE Asset ©

BN (UIIRAE) B R IER Asset -

PEEB(C)E LR Copy Asset fRE, IEANT Asset B ID, W2EEE
HH) Setup, BIEEHZITT Asset I -

l\{-\l Copy Asset

MNew Asset Name

Setup T Sensors T Comment T Date a T |5 Selecied
SBM BOSCH 121C 9 0t 20153 V1 Odigit | 42 20 October 2015 02:25:04
Fedegarn watarfall test 24 20 October 2015 02:27:35
ECD FEDEGARI 13 13 08 January 2019 04:54:49
MIBERT 237TCs and 1Pressure 24 Bottles with 24 TC= 08 January 2019 04:54:51

25



Asset EHAZRIBZRBENERER, LEBHRERNA/ERIIEK, B3

Setups (12F:RE)

12 R (+)0IF718 Setup, S EREERBSE -

#HY Setup 43R Initiate Calibration/Qualification/Verification
18, BHEDI Run study -

2N Copy Ol #3PR#EE Setup fFAZEAEHEIETE Assets °

1%~ Copy to drive O] Setup €52 USB HFIETEHK -

12T (8B)ER#wEE Setup

7N ER)BREEmRE -

2N (ENFRH) B 7/RE AK Setup Report ©

%R (3R A8) B R MIER Setup -

Calibrations (1% ¥#) / Qualifications (5&%) / Verifications (52:5 & E:R)

FIFTASERRY Study 18 -

1% T Copy to drive O] 15 Study 1E#E 245! USB SIEE K -
BEIVEZRTIZ T Generate Reports EE RS -

12~ (MR8 B 7= MER Study 1& -

Reports (RE5)

FIFMB 24 AR PDF SRE1E -

12T Copy to drive Tl S 1E € EZE| USB Fie T -
#Z N (PDR)EREERS -

12N (MR AE) B R BR SR S1E

Documents (3Z1)

FrE L& Assets tHEERY PDF XX #E4&, 0 SOP 3§ Calibration Certificates
%, HIRETEE -

26



&=L =z

BS5E
#217 Study Setups

5-1 El% Setup
Setup £ 1 FTB#1T Sensors Calibration 1 Qualification F#R A EAL & -

1. EEFE—E Asset ZALUNTE, 1% (+)MMIBEIZ(E)BRRmEEIRA Setup -

Pt . . N/
(€) Autoclave - Fedegari Test1 €] {33

Setups Calibrations Qualifications Verifications Reports

SEtUPS 2 F) New Eil Copy BI Copy ta drive

Initiate Callbration ] Inltiats Quisificaton Indtiare Verifieaion
Fedegari waterfall test @ . =) .
. - : % | =
i 07 Fab 2016 | 02:15 PM @ @) 0
Type : Fedegan waterfall test @ =
|
OF Feb 2016 | 02:15 PM E‘; \@,}
Model : {

' SBM BOSCH 121C 9 Oct 2015 V1 Odigit
Last Validated ¢ 2 20 20 Oct 2015 | 02225 FM @ =

Validation
Frequency

2. i A Define Setup B, kF KB AER, HFTAHIZ Sensors
Configuration AT~ —H -

@ New Setup-water/steam ... - Fedegari...
1 7

, Fedegan waterfall test Load Description
i
Number of Sensors
Sensor #i=

EqlD #

OO LN SQP Waterfall Autoclave SER-2-012
SOPIRE,

Comments

®EE For test purpose only!
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3.

# A Sensors Configuration B, 57 Sensors $2BlIEA4RIE -

i FREOUEEMESR AEBARIN N IEEENMNEREN
Sensors, FENN AR LIRBEAZ, % | Select ST ZER -

lf—) Fedegari waterfall test

Define Satup < Sensors Configuration

Select Sensors °

From
T
To
T e

Configure Sensors o

ii.  33E1TH Configure Sensors &, $57E Sensors FAI -
—mERSE L TRERT

Sensor Type (¥ 5l) : Thermocouple Type T TC (0.01) °
Sensor Label (12%;) : oJE1TE®, & "TC” or “Temp” £ -
‘Z)# Auto Numbering (BE14R5%), 1% N Assign STAIERE -
BNEREREFSEARFM Page 9 -
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1,21 Fedegari waterfall test

B Uncefined

Thermecauple >
pl

E#EA Group Sensors EH, #1715k Sensors 24 - & Qualification
ST, BAEERAEUMUERLERS -

. HEZZEMAR—EEM Sensors, BHIRREE A -
i. 1% Default Group 2#E B &£ A E#4H, % New Group TJFT1EH
FIAEAE, WOIRE 7RI CR E TN AH ERTAREE -
ii.  STAYIE T Save 71E -

(:;:] SBM BOSCH 121C 9 Oct 2015 V1 Odigit
Il I N .
oup Sensors \ N

Asset D 123456 LTS SOP Waterfall Autoclave
Description Comments

Apply For All Growps -

29



iv. REEDP)ERTEES EEEEAENMARE (Wiring Overlay) °

@ Fedegari waterfall test

SR e Group Sensors
o

AR
TypeT22 jypno 7 14 3

X B¥#HER AR
Sensors ZAZ R AR MTNEERENLE, JHAREREEEDT -

DR, FEELINRA

Setup PEVEEHR—ER A SEANZENHAEHE—N, FEEE -
AP Sensor WRZE— AR, BHIMEERELR -
Sensor EEZE O] DIZAEER, IROJLIEER SIM REPFIER Sensor 7o
2B — a4 -

® {RINESDE Sensor EIAHT, #1T3% Sensor WEIBRCEE - HIUR D ECEIEEA
tHH Sensor #E WA BEARER, WEAFECERZ Sensor WEIE -

DA
1 E M AIZAER B Sensor BN, DITHEREE -
2R EHEBREENER H, BERERNEL, REBERBNRTPIAR

A Sensor DRSS —4EIT O °
o FIFANMAINBERIEE IS KRS, BEXFEES 12 1% Sensor -
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5. A Calculations 5[, SREMHHEEENZEH, WEES :

':f(_-:'_'l test

i . .. Calculations
Group Sensars A

Statistical Calculation Interval Calculations
Lethality Caloulation themmocouples

o Start Stop Conditions:
Interval Calculations

Interval Start . Minmum dunng Interval

B i of Min & Max of Max during Interval
B Duration of Interval

M B Maximium during Interval
Saturation P/T Calculation) = )
|mterval End Undefined ~ [ | Average during Interval

Note: The live data for Interval calculations are caiculated on the display rate {5 Seconds] .

Statistical Calculation (#i51 EiE51 &)
STERSR BER - FIHORERRESEE, AACTERTEMEEE, &
SEMEE -

Lethality Calculation (i E IR H)

e Base Temperature / D Value / Z Value — %88 TR Bz ERI O] -

e Calculate Lethality I 0] 3EZERILRWETHE A -
- Undefined FEZ -
- While Min Temp st & &1E)& Sensor &RIEERE K HARB 2 HIEE -
- While Max Temp EtE &SR Sensor 2R IEERENVHE 2 HIEX -
- During Entire Cycle 5t & & fna BEARI BRI X -
- During Exposure Cycle REt5E Exposure BiEHIEIIEER -

7

Interval Calculations (EBEIEETE)
OE;IREERANESE &EE YO RESHTEETE -

AR MR Setup BEEFERIERGHE, RETHETEHEKER Exposure

31



Saturation P/T Calculation (E8f1ZZ R E /R EETE)
HER 3 BRER ] Sensor 54 HEEE, A0 HIEEE

e Saturation pressure of steam : EZE—{XRE Sensor MEIEFTE -
e Saturation temperature of steam : ZEZB /] Sensor MEIEETH -

AR RETETE - BERFE - fBNERFTEE1FFA Sensor —iiE5T &, #iA
PHEHE - BEFERITUABREMARERHE -

Events ()
ERSUHBRIRE, SHSRCHFNIBEP, ol ARMABROERIKRGE, =X
Output Relay FURRENR 1, EAFRE, #1E Undefined BIT] -

6. #EA Cal/Ver Parameters E[H, i€ Sensors AR E S EEA S KIZAE -

l’(F-) Fedegari waterfall test

; Cal/Ver Parameters i i

Calibration Temperature Setpoints Verification Temperature Setpoints

Low
High
Chedk e Check

Deviation Criteria Deviation Criteria

Uincalibrated Sensar

Calibration Temperature Setpoints

e TJ#1E Low / High / Check FEEE) =BHRERE -

o =R Low / High Mm%, SREZVESRER 2°C -

o RBBRAR Sensor B 5 PR Failed, I ASECERHE -

Verification Temperature Setpoints
e Low / High / Check = ¥4 2V EIZE—FA MR BRI EMRR -

o KiEBAY Sensor EEIR TP FE K Failed, BECERNEEZ #R
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Deviation Criteria (Sensor Eb¥1 IRTD ;R ERENSEIZEE)
e Uncalibrated Sensor : KEERIRAERZEZSE /N °C-
e Calibrated Sensor : REZIREREZSR/NR__ CEND_ niE -

Stability Criteria (Sensor £ IRTD 2 E M S1§1E%)
e Sensor ____ 7niEN, HREZ{EH/IR___°C-
o RTDE___ 7iEN, HREZEHE/N___°C-

(R#FER IRTD £ 2 78R, REZ(E/R 0.012°C)

# A Qualification Parameters EH, %7 528 FA/ 45 R 1G4

(:(:j 0Q Functional Test Setup
- ..

y Qualification Parameters ;

Define the Qualification details

Start Stop Conditions: Data Storage

Sampling Rate 30 Seconds
St

Clock Adjustment

S
(EERTEIWT N, TR At Qualification Sta
S i Bl s

3 Cautpuit Relayl
Stop Qualification “ HHEMM:SS b

Cutput Relay2

Start Stop Conditions (535 E1i5 & B B AV BRIR /&5 R IR 1)
e Start Qualification (FA%A5E3E)

- Manual : FEIFEA -

- Time Of Day : RESE XIEERBRBERE -

- 187 Sensor RE SR EREERERBEFLG -

e Start Exposure (FRE B HA)

Undefined : RE&7E

Manual : FEIFH -

Cycle Time : Qualification BB TZAREEBEFHE -
Min Temp : SRS REERE EJE*H%EE}JEWE‘ °
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- Max Temp : &=meRHBEREZEREREIFE -
- 182 Sensor FRESRAERREREREEHRE -

e Stop Exposure (%55 E B HA)
- Undefined : RE&E
- Manual: FEFILE -
- Cycle Time : Qualification BHETZ A KEEBEZ 1L
- MinTemp: RIEBSRAERREREREHFIL -
- MaxTemp: S RaRHERKERERBEFL -
- Min Accum Leth : /N EERIEXREIREHEREEFL -
- Exp Time : 8% Exposure HHINRKE, RENBHFEFLE -

- 187 Sensor FURESRABRRERERBHEFLL -

e Stop Qualification (455R585%)
- Manual: FEIfFIE -
- Cycle Time : Qualification BHIETZAREEBEEZLL -
- Min Accum Leth | SR/ \EBEBIEXREFREHERBEHEFLL -
- 187 Sensor WiREESRERZEREREBFIL -

Data Storage (E i} 7Z)
R EHIT Qualification FFaCi%—%8 Data UERR

Clock Adjustment (B&:E B8 1A 05 AY 15 R ER EX)
FHRRULINGE, B FFERE MG AR IRAIREE +/- 30 mins, DAEEIIR
SHEREBNEBBRY -

AR FHICIIAERAREE, EMFELIFRRISE, EEFHRE -
Relay

RERBRETIMERBEEGNLDER 5 FTERER Event), BER/V AT, EiE
Unused B4J -
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STHFTERER - A Review EHEE, HERREREL Save 7€ -
ERET I LI E BT N MIEINEE

e Copy as New Setup (55 FRHTHY Setup 1&)
e Create Setup Report (£/% Setup =)

llz-;J Fedegari waterfall test

Review and Save the Setup

Asset Details Sensor Details (#) caleulations
Temp H Bate Temperaiura
Voltzge z 7 Value
Carrent D Value
Fressure
Pressure. mA
Contacts
FEER 5 Saturation P/T Calculations

Kaye Serial Numt o 121456 Saturation Pressure of steam :

Caloulate Lethality

Model * wsr10000 Groups ) Saturation Temperature of steam :

Manufacturer © Fedegari Total Group's © 6 Events

Type : water/steam . | Greup Mame
rotating
autoclave

D 2Baum F SIMZTC

SIMITC
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F£6E

#1117 Sensors Calibration ¥ Verification

TE#9T Qualification 2 A, ZB5T#1T Sensors Calibration, 1% Sensors B[R HR
EEEURE IRTD 2R EFHETREE - 7£ Qualification SEA% &, ZEF1T Sensors
Verification, DUBRE Sensors FUZEREM -

6-1 Sensors Calibration / Verification 12

1. FAERRERE : EA Asset —» E$F Setup - % | Initiate Calibration /
Initiate Verification B{E) XA RIZ -

Cabbrations Qualfications Verfications Reports Documents.

3

Model
Marmlsctunet | RAS

Hpe

Lot Valedated 1 27 Mg 2084

Vatidstion

' Sk
Freguensy

FE . ERFAR Setup BIXHEERTEREAANRERER (RESH
/R EEN), FRIBEERMEM Sensors BBEIERARIRE - MRIRBRIMNE
[E3RAY Setup, i BZBERFAY Setup ¥ Sensors, IPEREHEZKIE,
EFFFTARY Sensors FEIFRL A CKRE -
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i

2. BLAVS FHEIE4R . RHEE USB/Docking — Connect -

|'\€I Select AVS Discwver AvS | | Configure Wi

3. #EiZ Sensors : HEEREER Sensors — Initiate Calibration /

Initiate Verification °

f"'*.. L b
(_f,_,l Start Calibration
Select Sensors for Calibration

S 1

Initiate Calibration

AR —ER|T @R, SIM bR EFNHEERT S WM -
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4. FEAREEZENME, 12 1 Start Z2FEIFREHBHIT Sensors WEENREE -
(Bl FH Kaye IRTD LUK Kaye ;R EIEZ ol #£1TE BEMRE)

EE: EFAE Start B, FFEREEAVPAA Sensors Al IRTD #REEREDFENE

@ Sensor Calibration ayssn- Graph View

¥ TEST Setup :V 48TC 2 LTR-140V1  No. of Sensors : 48

Low Point 90 "C High Point 130 °C Check F
Ly BO.936°C r [Ligr 111.545°C 1RTD: . 1M

Temp  Stability Dew [ Label Temp  Stability ay, Checklist

Sim 1 Time Elapsed: 00:01:48

5. RETAREL N Save Study 7 Data #1772 ¥

AR MR Setup MRES R EEMIE BRI SIM P REFNRESHER
BEAAR, AIZBRHER SIM PRFRANKRERENSHMREZ -
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6-2 EIETERAA

List View

o OJEERENTHNATEESE -

o ZHRIFEREREX Sensor WEIREE - BEMHEREE -

o *EH Low—High—Check Point ik F#1T, STAIREER Sensor EFR 4R,
AKX BHY Sensor BFERRALE, MRS PR Failed -

o TERMREMELAEIZ -

o Hfil Checklist B KRENFEREERE, STHRHNTEREIT 2 -

o FHRHEUBRAERIZFEIL Cancel -

!—) Sensor Calibration  avs s/ wraan Graph View

Aset | test avet  Setup : Asset Test Sim1 12 TC  No. of Sensors : 12

Low Point 80 °C High Point 100 *°C

e [

Graph View
o FREFRAFNETEIE -

List View

(i3 Checklist
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Setup
o MHERENRESEH -

W\

Calibration Parameter x

Calibration Temperature Setpoints

Minutes

Minutes

m B (Hindics

Hardware Connection
o HRREHEZRNTEEHN -

@ Hardware ‘&

Relresh

IRTD
Lower Port :

1

IRTD
Uppeér Port :
121.042 °C
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FT1E

#1717 Qualification

7-1 Qualification 72

1. FABRRERE : EA Asset - 1 Setup —» % 1 Initiate Qualification
— i A SOP Protocol Number / Run Number - OK -

3 MDY
1RAS
B

AssetSereenTos
127 N 2084 27 Ny 215 [ BATY M

St

2. A AVS FHEIELR - 53 USB/Docking — Connect °

|'\§’,I Select AVS [(oscverars | [ conmgure win

EE : EHA Setup B, AVS FESELEEERAY Setup M SIM HFREIZAKE
iR, BRMER TR SIM PFRF#TFR AVS MRERIBEUESHEEH -

4



MRALE, SRR —REMR, BNAPIESES, MRBEEKREL, SIM
PIRFRIHIES A TEREHREER -

3. EAREBEZENE SERMAREREIE HATEAMEEER, RlolsE
FAUEINEEFAZEE +/- 15 mins, DIEAIRZE ENREREL -

Interval Calculations  Graph

(© Qualification Study

Asset Name: TEST 2-0 Setup Name : 48TCs 2sec 80C-120C-100C 3min  No. of Sensors : 48  AVS Serial Number: PFORZHEI

RERE - BARREN - ARCERIRESEBUBET N D

ol Time

Set AvS System Clock and Console Timea

Aserpt current Caneale tms

; e - 5RO S0 bl . W E2A Mndifv

i O O

 pisalel Interval Caleulations  Graph

[ - CTTT T
Prat sy

isors : 48 AVS Serial Number: PFORZHEI

| 3
fcEh Tis [

Change Comole Time
| o | - 5 Rgw - 2073 1634

Lsri Comire] Chisrsys Co e Tirnd ab Socks St
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4. TEBeFBELIE/TE, T Start Qual -
(& Setup BRTEBEFRABIGL, RlLbziEEEA)

(:(_::II Qualification Study Interval Calculations  Graph

Asset Name: TEST 2-0 Setup Name : 48TCs 2sec 80C-120C-100C 3min  No. of Sensors : 48  AVS Serial Number: PFORZHEI

5. EA UserID E2Z24§, WoJERFIABMENBREARRE - L OKH

dakRsg -

Enter User Credentials b 4

User ID

Password

6. 11 Start / Stop Exposure DIFA/4ERMEBH (5 Setup sREFE) -

7. BEHEFRBRFBEZT Stop Qual — Save Study 15 Data RFEFR -
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7-2 EIENTERAA

List View

EE1ER 254 Sensor BIRFREE -
Message fEfIGCEE [ B RSB -
Calculation B RENFRETEEIE -
HEGSWEHM—X -

@ Qualification Study Layout View  Graph View

Assel Name: Autoclave TEST  Setup Mame : 3 Mo. o 5 42 al Number:

Label

TYPET 1
TYPET 2
TYPET 3
TYPET 4
TYPET 5
TYPET6
TYPET 7
TYPET 8
TYPET @

Value

1693 °C
16,04 °C
1693 °C
16,93 °C
16,95 °C
1693 °C
16.08 °C
16.97 °C
16,96 °C

Message

CONSOLE Connected - 07/16/2018 11:30:44

Caloulation Sensar  Ur
TYPET 10 16.94 °C
TYPET 11 16,93 °C Max 16.08 TYPET7 0]
TAFLIRA Taase Min 16.93 TYPETH1 °C

Max-Min Q.0a

Average 16.04

Cycle Time 00:00:00

‘ Start Qual
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Graph View
o FIBHAREREITEIE -

o % Lethality B o] &7 & BSE RAVBIRTEUE -
o ENHEHRKBMZARMNEEME NI ELEEER -

l:(:—:} Qualification Study ! Het ki

Asset Name: cfrtest  Setup Name : manual screen  MNo. of Sensors: 12 AVS Serial Number: PFORZHEI

Calculation Value Unit

Senmor

Cycle Time
Expersure Time

Standard Deviation

Max-Average

I 1 B scnsor Value in Table

Historical Data

1230 a0 || 12390 T qaaTao || 125520 120220

0 =
17-Jan-2018 17-lan-2018 17-Jan-2018 17-1an-2018 17-Jan-2018 17-lan-2012

| | X ¥ [ Manual Scale I
v
cc < R .
17 L]
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Layout View
o HESVIHELEBMNHZRE -

Graph View  List View
Asset Name: Autoclave TEST  Setup Name : s 2Press 90C 140C 2 No. of Sensors: 42 AVS Serial Number: PFORZHEI

SIM3 RTD

Sensor Value in Table

Value

17.08 °C
17.08 °C
17.08 °C
17.08 °C
17.10°C
17.08 °C
1711 °C
17.91°C
17.10°C
17.07 °C
17.07 °C
1710 °C

Interval View
® FEFEE Inertval 518, BITIERE Interval B EE
o [EIfRiREER1E Storage Rate £y, IMEERXTEBES -

(&) Qualification Study Graph  List
t Name: AVS TEST  Setup Name : LAB A s 2 : 4 erial Number: 1601000

Group-5IM-3-Pressure
Min of Min Max of Max
Pressu 1 2.000 Bar Pressu 1 2.971 Bar

RTD T 7525 °C RID & 7617 11-fan-2019 07:08;31 11-1an-2019 07;13:56
11-Jan-2019 06:51:31 11-Jan-2019 06:51:31 Label

Group-SIMRTD-2
Min of Min Max of Max

Minimum Maximum Average

Label Minimum Maximum Average
Pressu 1 I . oo
RTD 1 T 75.25°C

RTD 2 7532 °C 7532 *C 75.32%C
RTD3 7539 °C 7539 *C 75.39°C Interval Start Pressul >= 2Bar
RTD 4 7547 °C 7547 *C 7547 °C 11-Jan-2019 07:08:31
RTD S 75.54 °C 75.54 *C 75.54 °C Interval End Pressul < 1.8Bar
RID 6 75.61°C -
Interval Start RTD1 »= 75°C

11-Jan-2019 06:51:31
Interval End RTD1 < 100°C

Interval Duration  (p04:05

11-Jan-2019 06:51:31
Interval Duration o000
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Setup
e 1% Qualification IR ESH -

Setup Parameters

Asset Details Sensor Details Caleulations

Temperature -
Kaye Serial Numb ¢ 007
Maodel ¢ Unavailable
Manufacturer + Kaye
Type B — late Lethality © During Exp

Size A
Saturation P/T Caleulations

Report Header Cal/Ver Parameters Qualification Parameters

Calibration Deviation Criteria Qualification Start Stop Condition

Hardware Connection
o BRREIERRNEE -

1@ Hardware

IRTD . IRTD
Lower Port : Upper Port :
121.042 °C

- a— E s
| £ g
- w

Quit Qual

o HUBILRERRE -
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Kaye Validator AVS B2 ElE— A EMERMSE LE, olbIEMRE ~ B
R MERERS, MikxEEREENNWERME - SERSR{ FEEY
EREEHHRERRETEZE AN, FRKTS 21 CFR Part 11 MEURSEMIER

KREEEX - IARSHIRERMRABEPERNREMNBESR, REERFZA
WARIESLER Y, WS oILIBERIERGINEERPERRAIEZE -

8-1 Setup Report (BEFREHRE)
Setup Report io#t L FiAFASHMEENER -

BEFEREBRSNEER

>|-+

FEARY Sensor E= ~ A - BB
Sensor 778

EZNEREAM Sensor iIE
ERNFTENSE

RAERTER - BEMMRESSE

BRI FRAREEE/FILIRYG
mEBEAI(C/F) MBI EN

4 R% Setup Report
Setup Report ] RUEB N =@ AR :

1. EUL?ﬁE’\\ Setup Review — Generate Report °

2. 1t Asset /TH FHY Setup 53R, EiE Setup BRI EB(ENRE)ERESL -
3. E}s—e'dj Qualification Report I, %% & LI585 RY Setup Report ©
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8-2 Calibration Report (R ¥R )
Calibration Report 1t EZERNERERFEE, ERREREBRENFALER -

AIREHBEARTES

° xTEE#iﬁiﬁUtﬂ SIM - Sensor ~ IRTD FlimE £ Z &, AAIREREFAIR
A% TE RO TIARLE -
o SREFREMIVBUBHIZHFMILRBEMNER, UARREMRER
R EIRZE -

AR E—(E Sensor REKXY, A LABRLEER(), LWEHRSABRKN -

4 r% Calibration Report
FAREIFERY Asset 7T[H, AR Calibrations 18 25RPEIVERRTE, AEBHME
Generate Report — Standard Report EE — #i% Calibration Report

REHEEME, REEZEES A PDF 1EZE Asset USSR, DERFIEER -

8-3 Sensor Verification Report (1R ¥E#EH)
Sensor Verification Report & 2RI Z R AEREFEIZE, FERRHEREBREN
AR -

ARREIRER S, BEARRENEHIZSENZE IRTD £1TLER, AF@EEEZEE
AZISIM P, BREAZRIEFEE, MeERECRER Sensor NATERERZE
AR -

BREBEANEEZ

o HNEEFFANSIL SIM - Sensor ~ IRTD MRESEE, DUREREBREPHR
AERR RE RO FIIRZE -
o SREFREMVBUBHIZHFMILRBEMNER, UAREERNRER
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£ X Sensor Verification Report
FAREERY Asset 7T, 1R Verifications 183K PEIERZHE, REME
Generate Report — Standard Report EE — #i% Verification Report

REWMELEME, REESEEE A PDF 1B E Asset USSR, DUERKIERR

8-4 Qualification Report (555 )

Qualification Report 7€ EZRMNZ SRR P EIZE - BREENANSEER Setup
PERWSLE - Setup BEEZ Sensor WM ZE « Sensor WA ~ HITER
RIETE ~ Qualification A Exposure AR LUKRIFLE - EEERMEFHRER -

BT ERGEHIER, RGBTSR/ LE AR R B ERRESR -
REREOFAET EDEERENOTHIASR -

AVS FRETISH ol E L TSRS

FEHRS

Detailed Report
Summary Report
Interval Report
Graph Report
Audit Trail Report
Spreadsheet Report

BERIEHS
® Pass/ Fail Criteria Report
® CEI60068 Report

FTEHEZEREER, EE Validator 2000 IRREEE S, RGHENBEHE -
HREPE2IRTENBRBEIBEARTTE, WS 21 CFR Part 11 MEURCE M S

TNNREBEEK
EZEEREAZ Kaye FRIB BB KA P EHEBMMRETHIREET -

EMNMURBEZRESWEEN A -
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a.\l

8-4-1 Detailed Report (3&:5cE4HRE)
A
RAIEMEtE# T ETE

PEBHNSY -

CBSER - BENIES)

EEMH SR, IROJDERESHIAR, ZIERZ
EARENRESHAREMN EEES (B,
&1 7iE), RRTIBERENEH -

Rl S

BRI RBRAVERE,
=i

SREFREMEBNERZERTRIER, RFIA Sensors 2t 5awE T

MWABEZEREINRE

FORFIR
SRS 10 M iE, BE25IENSRR

Yalystenr. Yaiote AT Qualitsaiten Colales Npe dabrate A1S
o T T -
[ —— o
——— et . S VR - — ooty el Jus (S Wt a2
B e
an - — e e e

8-4-2 Summary Report (554

En =5 HAfSIFT A Sensors BEHIS
AREPEENERFRHBEX -

R4S

ValProbe RT Qualification Summary Report

o))
MERESZXRENENRZERPAEN, THEIHFERS

El/ Ny /E‘j\',{%H/DJU

- BEHSPRTHBTEAZRRE

Printed

Study Name: Sterilizer - § sensors

Temp

S0P Protocol: 123
Deacriplion:

51

Asset ID: 1234
Conmments:
Temperature Data (°C)
Qual Totals
Sensor Min Max Avg Max-Min  Cycle Totals
Label SiN RE ALeth
Temp & LIa0A.A 8a.16 12167 11798 3351 2252 2252
Temp# PBSL-T 2893 30.92 ar.08 10.99 0.00 0.00
Tampd WEIB- 8a.3:2 121,85 118.09 33.54 2348 2348
A 22.50
Tampd YF3E-A 48.12 121.63 11785 3351 2250 2318
Tamp 1 YF36-A | 88.28 121.82 118.04 33.54 2316
Temperature Summary Data (°C)
Gual Totals
grln Start 23-Apr-2020 14-08:01 Study Start
Cycle Duration 00:26:19 23-Ape-2020 14:09:01
Min of Min 2803 Labal Temp2 Study End
Time ZF3Apr-2020 1408:01 23-Apr-2020 14:37:20 |
Max of Max 121.86 Label Temp3 Duration: 00:28:19
Tirmie 23-Apr-2020 14:21,00 Min ALath 0.00
Max Fiange o203 Lahel  Temp?2
Max SpreadiTima 8417 Time  23-Apr-2020 14:11:50 Max ALeth 23.46
Min Aleth ©.00 Label Temp2 Label Temp3
Max ALeth 2346 Labal Temp3 Study Min 28.93
g of Avg 102.01 Labal Temp2
Man{Max-Min) 3354 Label Temp1 Study Max 121.66
Label  Tempd



8-4-3 Interval Report (EREIFHERE)
BEFERSEERBREERTENERAR, SBLEFTs1EESIHR P
ERNBEHERETES - REFTEORME)/F HIEGNAT ST ERNTRENET
Setup PER, A olE 7 BB BZEREER

8-4-4 Graph Report (4B R E)

HABEHRSRE F —EEENTLE, FRITREINEREEZENER, ol
BEZRNHAENRS - HARBHRSUKFERNETEMAR], #EE2ER Setup
PERNFRHRIBERMEMSE -

8-4-5 Audit Trail Report (EFHEHtHRE)

R WME 21CFR 2 11 EONEIBETEMEK, Validator AVS 24 B2 —1&
MABEZEMNEETEMINGE - FTEMETEEMEMBTE GXP BIEMMER
Bl - BX - MIBRSTFREI R4 A User $21E -

ETEMNENZZRFRENEENR LT E GXP XHMSBHBRIEESLRT
i - BT EMEEBENLGFRESANMNB XS, BEXHZEIBFHRBE
BapfRE - ERTAEBEAERXXHZE, EHITEEMRE, BRI
Validator AVS BREERS, SHEMHERXH -

52



AOERAVIRIEEIA -

REMAFE ID MRBEHRBPERE -

BE{ERFRIRIFEH -

AR SHABENEREEXHEELEBEZNEMIRF -

MRENTS Audit Trail, 52 Validator AVS ER52F =W 25E Audit 53 -

Daniel Mustermann 5 ‘:i

Validation Manager

a

(©) Audit Trail

o EZHEEBEIRET Qualification 1HEARY Audit Trail Report, tholit
Standard Reports BEHEH -
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Pass/Fail Criteria Report Report Content
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8-4-6 Spreadsheet Report (i ERIRE)
ABREEZEL @ Excel X, BRFBZEREIEE A Excel EITE—T DL
MAEFfER - ZXHEBE#HsRZE LIFR 2RlEHFMANRERIE -

%

SETFREEREE

— &
Sensor E&
mEEE
mE A B
mE IR
BROEE
BB P-T
AT

vilProbe kY Qualification Report

E8 Study Nin case20-1m-205 Company:xarE Study Nan case0-1m-205 S0P/ Profcase20
B Asset Nan Regression AssetID: RC ValProbe 11056 Temperature_1{°C)

L Started Bypavanc  Comment SOP / Prolcass20 ValProbe 12036 AssetiD: Rt = S0P/ Profcase20
L8 StoppedEpavanc  Study File case20-1m-20s Date#:  01-aup2022 213400 Run® 1 Comment Descriptic

Ll Sttup Cre pavanc  Setup Cre Oi-Aug 2024 1757 32 (UTCOS30)

Desaiptic TimeStanTi"C) T2°C)  WHC)  TAC]  TS(C)  TerC)  TIC)

Da5A  ZDa%-B JAdb-A TEDG-A FEOB-B ZDSZ-A ZD52-B
LA =" Sy StaryT T

o1 Aug-20

O-Aug-20735 51
01-Aug-20025:51
Ol-Aug-2072551

(RN Lethality i:m beenselacted with the ﬁiln'winl criteria: b
Base Femj 1211 DValue: 100 2ZValue: 100
B8] Lethality (Undelined

O1-Aug-20025 52 255 2558
01 Aug- 20228 52 Bssa s
01-4-20725 53 255 i1
Base Station Detalls - 01-ALg-2022553 255 2559
Name: \PRT Basesttion  Location Anywhere D1-Aug-20225.53 255 256
Hardware 240 serlal N 17999991 Fimware 0528 gEhy :'{? 53 L
0 3 10,37 18 47 1-Aug-20328.53 28 '
2 Modal No VPR 85 1 P Addres: 10 17 18.47 1% Aug-26725 53 e T
01-Aug-2022553 155 58
Ol-Aug-20225.54 255 2561
Dl1-ALg-202 2334 Z3m Iam
7 01-41-203726 54 B85 ‘3661

01-Aug-200728 54
01-Aug-20025 54
01-Aug-20225.55

Loggers Included in Study
Sorial No Logger Ty) Modal No MFG Cal ELast Verify FW Versic Battery Life {%) at Start

"

mas 2Ch Temp- XCOFVPA0- 05-Feb-202T: 10-Nov-21 80 a3 O1-Aug-20Z2e 50 %502 Tsa1
746 1ChTemp: XSBYP12G- 06-Hov204T: 11-May- 1180 97 o.aug. 30725 55 Gss2  1se2
z0s 1SOBVPL2- 180 %6 Ges1  3se2
52 - KCSIVPAG-| 15-Apr-2027: 26-Moy-1 80 59 % ;
248 XS8VP12G- 30-May 20 T- 18-Mar-11.80 a4 'i::j 'i::i
zos 2 ChTemp- XSOBVPL2- T 18-Meri180 &2 01 Aug 20225 56 Gssa Tasea
ecis 2ChPressc (258287 180 :sx - 20735 5 %552 ‘7563
T} 23 2ChTemp- XCOTVPAO- 08-un-202T- 10-Nov-21 80 79 2037 ) ¢
Y87 chiempicaveiG- 1eaupzoar 2ieriian  Tis Rt T Gess  tees
213 1ChTemp- XCVPLERT T i Rb2180 "9 o1-mug- 20228 87 Gssy Tvsa
37 218 1ChTemp- ICVPLS-RT29-Mav-20T. 15-1-20180 54 o1 A 2072557 G553 2sss
221 1ChTemp- (CVPLS-RT T 21-Aug-2180 80 B o1 ne202s 57 %563 2564
235 1ChTemp- XCVPLS-RT 180 8 O1-AUg-202 25 57 %553 ‘2564
«o 339 1ChTemp- KCVPLS-RT T.29-0¢1-2 130 ) B 014020325 57 7588 7584
ax mss SChTemp. KCSFUPI0121. Moy 20T 13.Jon.2:1. 80 s Bi-Aug-20028 57 a8 ises
zrn < o 20 o
1 mperature 1~ Statistcal | Temperature2 | Ten
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FE=MEE%EE Common Reporting Tool S B AR SEREE -

9-1 Report Hub (REH L)
FREZ HE%E Common Reporting Tool BIT]# A Report Hub =M -
AFURIIESARENIRGE, MEMNMEN Asset BEEARSHTER -

Reports

XTE AVS BRIFEES P EE RS AV BRRE [RYA1E 18, 1R Generate Report T E B &)
#1758 Reporting Tool, WiEARSAITEE -
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9-2 Report Analysis Screen (¥ &9t EH)
Standard Reporting (1R 734) / Advanced Analytics GEFE 72 )

:‘Z-‘) HeatBath - Asset1

andard Reporting

9-3 Reports Details Screen (3R &5 41 & 5 H)
12 Standard Reporting EARSAETEE - LEEESH 1 FE Asset [& MR
Eig, JBTIESE - B2 HEEFE -

@ Fedegari Test1 - Standard Reporting

Eq ID # 123456 water/steam rotating...wsr10000

TYPE Y ACTIONS FILENAME T DATE » ¥ OPERATOR T Run#

Setup | _] SBM BOSCH 121C 9 Oct 2015 V1 Odigit H-Oct-2015 14:25:04 Volkerl

® Setup, Calibration #[ Verification o] E##3% N (PDF)[E/~TEE B34 5, PDF ¥
=

e Qualification B #j 4 5% PDF 3 Excel 18ZA& -
- Export CSV/Excel : oJ#itAY CSV/Excel s ERMDHT -
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- Bar Graph : %A PDF 453, # T 0 ER, #Z 8 HIR Sensor
TEEREIR -
(— RN Temperature, &8 BEHE A% Temperature & Pressure)

Select Sensor(s) Type

. Temperature
. Temperature & Pressure

. Humidity
. Pressure

@ contact
o

9-4 Cycles Selection Screen ((EHEIES M)
EELEHRSH], UEMiEEREERENEE, MARSEETENIKE -

Of2E:19

001850

[Fal ]

103

STTEST oopr-iave
[T

Temperature(*C)

200

EERE/ LSRN —IRECR - SEOLUEA N USEAEFSEN, SEEIER
RARIETNRBROERE N - FRNENERE  RIRAIARSEEELMUE
£EE, oJDUESBRAFERENGED - IBER I UEERET - DUEY
Qualification/Exposure FFEETEMI ML ERIARE -

57



i {
I
EHREREREN NMIEDS, BESHDEERESEHIEIZNEUHRERE

14007 g
2000 e
£
®
1000 X
1
1
=
2
i o
=
T
2
g
3
a
5
& s
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TIME LABEL MESSAGE

® \\/
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3
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¥
It
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|5
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i
E
& wm
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Cycle Mame Start End  ACTIONS
1 1 140901 141140
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Define Additional Cycles EEARBEEER 7 BBENRE ZIMIEMEIR -
£ Cycles &P, FIACRIENBIRSENEERNRBMARISE, WAFHE
4 Cycle &7& -

MRETHAHATEECHEEHMBEIR, FEEA_LAD Report Parameters 17T
=& -

9-5 Edit Parameters Screen (4RI £ EH)

RO PERS ZAE ARG EETEMUNENE L - BAHBIS T HE TS
FOUEREEERSFIL - EENTURATER, JUEER(C)EARS
EIFEEM -

@ Edit Parameters

Edit Groups Edit Calculations
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Standard Reports (1F# i 5)

ERERERH, FAEBUMUEEZEELNRS - MBAHRSMETESRE Setup
PEENFHREER - oI —EESEBRSERER - MEEENRSORA
PDF &3 - P75 PDF IR S EEZ B EFETEI Asset PHIFRE SRS -

‘@ "**Standard Reports

0Q Tests - Autoclave Test 1sec

Semp Report

Summary Report
Detailed Report
Audit Trail Report
Spreadsheet Report

Pass/Fail Criteria Report

e Print Rate : Detailed Report §Z/DMSE#EIIE—EE K, OlEEHREEE -
e ReportContent : FEMSPTENEIFESE -

e Header/Footer : #% Comments, X EBIHERZBRIHNASR -

o /REENZESTEIR Generate Report #i TS -

Graph Reports (BH4RE R &)
OETEEZEZIRNER LM Group, Sensors, FETHIBEENEERRENE
RIS -

Sterilizer - Sterilizer - 6 sensors




Custom Reports (EH{LIRE)
Bl& CEI 60068 =, CEI 60068 AEUMNEXE, BREERFEIRIERNREEDE
MERE R BERIMEE -
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o ERFmAIAME USB BEEE FAT32 BR1L -
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(CER Bl i iE RS, o/l A THEREFRETNAY USB FLEEEY)

FRL AVS 8188, IR EEH 4% File Management £ AEREEEH -

€) File Management
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Archive AVS Convert Syncln  Sync Out

62



10-1 Sync Out (RIZ &)

B2 8 INAER A RIE AR PO RIS BT BIMNOIE R B (E R H R
BE - IROILURIZE— @S 8118 Asset 1, thal URT—EEFERE  B:HBH -
M AN EERBNTRENES -

Sync Out Selections X
Users Audit Equipment Templates

Deselect All

Autoclave NIBRT bain

10-2 SyncIn (BEZE#A)

BB ANEERERNUERUECREBEYR EURAREREBE T #E L
NEFENEEENENER - BETH I INEE—1%, FREULEEERPLER
MEEEHAFR - R YERNEZEZIN, EE—EHABERD LM IEEERHE
BRI - BB ERBZABFEN NMIEEEEREFHE - EHNERFEIR
BYtRAERSH -

Select Date

2014

2016

Leap Year

O®
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X B (Syno) TG tHERIFE AL T RA

Preferences # Polices A& #H & -

NRME Asset WETEZ &M, EREMIRITHRKRIRBIEXLHE) -
MERMEIEE RS - BEXHSEER)2EAERE, BAEARNBEE, BlM
EEEWIRE -
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10-3  Archive (ZF i} F1E)

EREFEINENERSRHINEEEL, RECAEEHER, MEBER 88"
BRI BLUETERE, RTRERPRERER -

Ht, BT EEHLINEZSN, BREEEEAN - FARRIEEABRNERE
SWBE - AESEHL—E  TIUEBEEEB N Asset -

Archive Location and Date X

CAUsers\Kaye Operator\Documents\Manualsyncte

Archive Date: 04/13/2015 v

10-4 AVS Convert ([RIATEEA)

[RYAHEEE A THEETT UG BB — Study [RUATEEE A BERBEA, IOl RNNE LB R ER
BEchys - [RYATETIBE 2 E W)4SHE Copy to drive [EH, 32 AVS T USB &
SEOHRESE -

Convert Raw File X

Ch\Users\Kaye Operator\Documentsy63591912480.

Test Qualification Import from other console or US
Comments

X ReaECILIER Email B, NHREANBTARE, JUUSRIGE SRR
182 -
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10-5 ZE2EUEHEMD

M58 Study B EIREBRIRIEEIAZ YN, bR 7 olLUEAEEET Hardware
Connection f2H Y Access Study Files ThgEE A SN, 1 O]3EE AVS EH#A IR
B, BE2EH LR 10 £ Study [RIA1E -

MITERAOD

fERS USB MEERE 2 FAT32 BBU1E -

BHESIEA USB 7L, WEEE/) 108, MUREREIH A TEENESHE -
m T Emh -

=R — BRI RBEEE -
BEESHRAREE ERBAZ D —ERKBE(rep) -

BB EF AVS Convert THEEISIERE A ZFRA -

A T A

Data fhf3é# USB BESERAEH
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