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Disclaimers

All examples (printouts, graphics, displays, screens, etc.) are for information and illustration purposes only and shall not be
used for clinical or maintenance evaluations. Data shown in sample printouts and screens do not reflect actual patient
names or test results. Labels depicted in the manual may appear different from actual product labels. Cepheid makes no
representations or warranties about the accuracy and reliability of the information contained in this document.

The information was developed to be used by persons trained and knowledgeable in GeneXpert system operation or under
the direct supervision of Cepheid Technical Support or service representatives. Updates to this document may be issued
periodically.
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1 GeneXpert Dx v6.5 AR F1Z 311 BR
ARG FRHE GeneXpert Dx v6.5 B A 1 2225 i BH AT AtAS S .
s B R ERB SR E G RZE R EREMAE T Microsoft Windows® 7 5 Microsoft
’ Windows® 10,
SEHE £ LESCASTE Windows 7 1 Windows 10 38 #l L R&FTH GeneXpert Dx v6.5 3 ARIE
#) GeneXpert Dx X (v4.x LEEAE) .
s R M GeneXpert Dx B v2.1 F4k, BB F Cepheid AR L FIPIIFEMEXRIRA. BXBERE
‘ B, ESRE 2.2, BAHE ¥,
ARG 5 BAGEH T GeneXpert Dx #2235 . B T AR SR IR I £ 2
4k,  GeneXpert Dx R4t 221F 7 FH GeneXpert Dx HFEHE T F i B (& FIZEH
IR HAhAE B .
s Y. S 2
1.1 ARHLZRREZA]
SEREIP) 22 BT B Uk T 1B R BT BN L2235 T GeneXpert Dx B NAE RS A
T B A A M IEE BT I e 38 M, X — i FEFERT 1-2 /i
AT RE R B SIS AL 5 B ARG E B A W SCREN IS UE . IR T IR %3
TR 5 RE / 7 B 2 Py 3 o R
GeneXpert Dx 6.5 LI RAAE B R w3, ARRKFAEHNELZRELE, HSW
GeneXpert Dx #1F @ FHPHIIEE 2.5 5.
3 FSHRESEF RS EIES T GeneXpert Dx BEFHIRE . MRLZETRRII, ATREEERIEGH
y EHHNREREIRNEZA PC EAEAEHRSRER, ABEIR GeneXpert Dx R %,
SEE C360 Sync ZFimAIsES Tk GeneXpert Dx EXHFAIR % . R C360 Sync SA¥IERFEHIRL T 75N
KA, NEFARREREZIBAEIEEITHEHEN.
BT ENSRER
«  H Cepheid #L) GeneXpert &Gt itH ML
o BAERGINHE:
BIERG R{E RAM /A A TE)
Windows® 7 4GB 15 GB
Windows® 10 4GB 15 GB
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KM AT B BIT R RN E B S
FTIF GeneXpert Dx R 451t 5HHL.
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1.
2.

7 Windows 7 I, H I Windows 1K/ %, Z2HE 1.

7€ Windows 10 I, H¥l Windows #iE 5. WK 2. Hdi5EEEK
£ 247 E PLE 7R Windows Tk P AL E3E . 2 WA 4.

Cepheid-Admin ~ Ceph e.f'd'—.:%supp rt

1. Windows 7 HFRE
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2. Windows 10 $iERE

3. ff Windows MK/ i % |, 3% Cepheid- B2 5 (Cepheid-Admin) /i /'K /(i
Z0LE 1 ATE 4).

+  1E Windows 7 I, HI Windows %15 5+%:. SILKE 3.
+  f£ Windows 10 _I=, H I Cepheid F ik P &1 7B . LK 4.

GeneXpert Dx 24 i+ 5 HLE B H A Windows 1K /7. EIBE (Cepheid-Admin) Ik
FURTER RS (R EHMASEE) M#aLi; 1 Cepheid- FEAR

%?% (Cepheid-Techsupport) ik ;- {X fit Cepheid AR SZFES I IEH . HES W K 1
4,

A FERATRELE BY Cepheid- &IE5 (Cepheid-Admin) kA& R . MREAARNBAABAAE
XHER, BREERESTIER.
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Cepheid-Admin

[P ]

k . . -..

3. Windows 7 BB RE

Cepheid-Admin

Cepheid-Admin

Cepheid-Techsupport

4. Windows 10 Ttk RFIRERRE

4. 7E Windows Z Bt %: GEZWE 3 ME 4 b, MANGITH RN RS EH
TR,

5. 24 GeneXpert Dx B AF AN, EHMANERIE S, ZdEPEE L (Database
Management) X iEHERE o, ) 0] & A0 B8 e . bR (YES) DAHATHUE 2
HAESS . PATHUR R e B
BREMEIERICRU, 1520 GeneXpert Dx FZ#1F 7 FHHIIEES

Ho
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% IR IBIEFE METLLRTEY GeneXpert Dx BRABITEREFRK, 1HIEZLFER GeneXpert Dx B HIRE
IS Z DM ERIBE.

SEESE —R

% EBRNITHIEEEIRESR?

EXE

5. &R EIREXHEE

6. HIEES/M)E, B GeneXpert Dx #fF.
7. BHTFEAL AT RE IEAEIZAT PR HAR R AR T
8. RMIERERNHEMNLEITA GeneXpert Dx X #.

1.3 EEFMGER DVD BE)ey
DVD IXZ 23 v] LA A ZUE I USB b FHER R KRG ANHBIRE) 28, B RGP 24
ZAERI N ERIR B 28
1.3.1 J§5MEB DVD IREHEEEFEE] GX Dx &%
TR DL R D B BE B 45 DVD X 3h 5% 328 GX Dx 224

1. k3 DVD Jzhds. DVD WaEhas & MAE R Iz, FEbnid IR
3| DVD J5has. DVD K& 8 A FAE tizik, IFnic A iRAF Y i
(ZWE6) .
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6. fR{HHY DVD IBzh2g, EHRFARAERIERIISITH
2. 4 DVD Jzha%HE N\ R4+ 1 H A —ANTTH USB % .
3. % DVD IRZh#% IE 1 138 (Eject) %40 LLATIFI T,
4,  kEEHE GeneXpert Dx 6.5 #fF. ZULE 1.4 75,

1.3.2 {EFH GX Dx 24P HIAEE DVD IXE)z8
WRRGFH L LS DVD ahds, EE LU DR M IKEh 8% .

I. %% DVD Jkah4. GeneXpert Dx R4t L h O 23z, (A5
H oz 8 R

o BRUTENURT T EHLR TV SRS 2, T
TEEECA R, IRENAA T I o
2. 1% DVD W3 # IETH 3 (Eject) $24H LAFTHFI T,
3. Zk8edE GeneXpert Dx 6.5 #iffF. Z W 1.4 75,

1.4 AFMZEHRA (AN

S v 6.5 AR I BEFAMBRZRATTREARAE, EFBRTEEERAETEN LRET GeneXpert Dx
Rt

IMREHHTEH_LRE GeneXpert Dx ¥

25 1.7, GeneXpert Dx 6.5 Hr - 22%e 7 h i1 B %3¢ GeneXpert Dx 3K
1 v6.5.

1-6 GeneXpert Dx 6.5 L2154 BR
302-4071-ZH-CN, &iThR C 2022 & 11 B



GeneXpert Dx v6.5 A F1=R 5% 0A

P

INREEYEH LB GeneXpert Dx #iff::

WMRBET GeneXpert Dx 8, MRKHATMESBMARE, BEBRTIHEN ERZHRTFR
K, WMATFTIR.

NREHFRG ERIKT GeneXpert Dx B, v6.5 FIEFMAIREEE 1-2 B, BURTEM
GeneXpert Dx R HIBEERIK .

R 1L i NCART IR IR A E 7 2 v6. 5

AR EFGLEA

v2.1 FERhA NRIEBEFAR GeneXpert 2, 15ELE Cepheid HARZHFERI], EH v6.5 TZFFILE

BARRE. AXBRAER, BFELE 2.2, KoK 1.

v6.X

BRE 1.7 PRORAEITRE

b

1.5

1.6

FHRE| v6.5 f5, |IHKAR GeneXpert Dx MHEFABAIA. H5b, FEHIBMAR GeneXpert Dx
SEIRIEARUIFEEE v6.5 GeneXpert Dx # 4

MRIBMARREFREESZ, WSREHMORELNK, EWERRIRRES K.

Wil C360 Sync EFIEAE(T

WS C360 Sync C% 3L FFIELEIZAT, WIFE LTI GeneXpert FAF 2 FI Wb 20K
BT b, CABT IR 3R AR e 38 R 3 IR D R A 75 IE/EIZ AT C360
Sync.

1. A7 Windows ST E 7 F AR Edx.

7. C360 Sync E#x
2. nRAEFK ] C360 Sync bR, JFRE] C360 Sync IETEEM RS Ligfr, W
Sl HAT 1k, ARG A e 2B B TF 4% GeneXpert ¥ . %M 55 1.6 7 kst
£, 1#%1k3i847 C360 Sync.
3. WREEAE] C360 Sync EbR, MR C360 Sync RN ARG LiaiT.
B 1.7 WECE 1.8 1R s K] GeneXpert F A,

= =

Z1F3E1T C360 Sync
1. {F Windows 5T b, MBSO RRE /A FANDEIBRIEG (ZE 8.
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~ R s T

[ 8. GeneXpert Rifl, FiRARRER

2. M RBERB IR, 7EBE RS R B N BR S (Services). HIIRS
(Services) R H (ZIE 9.

3. FEMRSS (Services) #ZFiss b, Hiaifls5 5= MR (Services Desktop app)
FHERRAS L (SRE 9.

Al Apps  Documents  Settings  Photos  More Vv

Best match
) Services N
Desktop app Y

wy

Apps

& Component Services ) Services
Desktop app

Photos (1+)

Settings (1)

T Open

3 Runas administrator
I Open filelocation
+H Pinto Start

=R Pin to taskbar

feedback  ***

9. RFEERR

HELRS: (RHh)  (Services (Local)) &R xR (LA 10) .
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4,

S.

EMRS (R (Services (Local)) fike I, Hiil;i Cepheid Reporter Daemon 4%

H, @& 10 fizs.

. Services (Local)
Cepheid Reporter Daemon

Stop the service
Restart the service

Description:
Sends test results from the GeneXpert
to the Cepheid Aggregation Project

Name

1S AVCTP service

\‘:;}: Background Intelligent Tran...
15, Background Tasks Infrastru...
'{.J: Base Filtering Engine

l‘_") BitLocker Drive Encryption ...
' Block Level Backup Engine ...
1S, Bluetooth Audio Gateway S...
.‘:\) Bluetooth Support Service
'\‘:;}: Bluetooth User Support Ser...
-.‘3'2; BranchCache

'{'J; Capability Access Manager ...
;‘_"2; CaptureService_b5cce5

Description
This is Audi
Transfers fil...

Windows in...
The Base Fil...
BDESVC hos...
The WBENG...
Service sup...

The Bluetoo...
The Bluetoo...
This service ...
Provides fac...
OneCore Ca...

Status

Running
Running
Running
Running

Running

Startup Type
Manual (Tri

Automatic (D...

Automatic
Automatic

Manual (Trig...

Manual

Manual (Trig...
Manual (Trig...
Manual (Trig...

Manual
Manual
Manual

Leg On As
Local Service
Local Syste...
Local Syste...
Local Service
Local Syste...
Local Syste...
Local Service
Lecal Service
Lecal Syste...
Network S...
Local Syste...
Local Syste...

i*3 Cepheid Reporter Daemon ~ Sendstestr.. Running Automatic Local Syste...
V:: Certificate Propagation Copies user... Running Manual (Trig... Local Syste...
-..‘:.); Client License Service (ClipS... Provides inf... Manual (Trig... Lecal Syste...
-} Clipboard User Service_b5c... This userse.. Running  Manual Lecal Syste...
16 CNG Key Isolation The CNG ke.. Running  Manual (Trig.. Local Syste...
lQ, COM+ Event System Supports Sy... Running Automatic Local Service
8 COM- System Application ~ Manages th... Manual Local Syste...
G Confighgr Task Sequence... ConfigMgr ... Manual Local Syste...
&) Configuration Manager Re.. Providesth.. Running  Automatic Local Syste...
1Ch Connected Devices Platfor... This service... R Automatic (D... Local Service

Extended /{ Standard /

SHI—NTHER (Z0E 1D .
i s s E B LE (Stop) 15 1E3E 4T €360 Syne (B WA 1D .

E10. RS (&) B3, EFFREEE Cepheid Reporter Daemon R

£, Services (Local)

Stop service Cepheid Reporter Daemon on Local Computer

6.

© Services (Local)
Cepheid Reporter Daemon

Stop the service
Restart the service

Description:
Sends test results from the GeneXpert
to the Cepheid Aggregation Project

~

Name
5 AVCTP service

Description  Status

Thisis Audi.. Running

& Backg d Intelligent Tran...
;S-};Sackgmund Tasks Infrastru...
-\.‘,,';?:Base Filtering Engine

itLocker Drive Encryption ...
‘&) Block Level Backup Engine ...
Qsluetooth Audio Gateway S...
 Bluetooth Support Service
L,‘;}Isluetooth User Support Ser...
;C;}:SranchCache

;’,}:Capability Access Manager ...
QCap‘ureService_bScceS

Start

Edended ( Standard /

i, Certificate
8, Stop
G Pause
‘_'r‘f}":NG Kay| Resume
\_?:COMd- Ev Restart
5 COM« Sy
©hConfigMg  All Tasks
%Cnnfigura Refieth
& Connecte

Properties

Help

i
Windows i
The Base Fil...
BDESVC hos...
The WBENG...
Service sup...

The Bluetoo...
The Bluetco...
This service ...

Running
Running

Running

Running

Provides fac...
OneCore Ca...
Running
Running

Running
Running

Running

S SYere
th...
>
... Running
ice... Running

Startup Type
Manual (Trig...
Automatic (D...
Automatic
Automatic
Manual (Trig...
Manual
Manual (Trig...
Manual (Trig...
Manual (Trig...
Manual
Manual
Manual
Automatic
Manual (Trig...
Manual (Trig...
Manual
Manual (Trig...
Automatic
Manual
Manual

Automatic

Automatic (D...

Log On As ()
Local Service

Local Syste...

Lecal Syste...
Local Service
Local Syste...
Local Syste...
Local Service

Local Service
Local Syste...
Metwork S...

Local Syste...
Local Syste...
Local Syste...
Local Syste...
Local Syste...
Local Syste...
Local Syste...
Local Service
Local Syste...
Local Syste...
Local Syste...
Local Service i

B 1. BRE (Xih) BE, BERTh3ER
7E C360 Sync 11k J5, FEEIZE 1.7 F78EE 1.8 75, ST,
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1.7

EEEW

P

P

e

GeneXpert Dx 6.5 Fiik it &%

GeneXpert 3 v6.0 L EBARA T AR LA Windows XP . IRERFE Windows XP i E# E
JE1T GeneXpert Dx, iBHLHR Cepheid HARZ 7.

PNSVE ST R i I 7 oL 7 G

1 #%HRE 1277, CPIR 1 298 4O PRI A BN E % 2
Windows.

2. % GeneXpert Dx6.5 %3¢ CD #fi A DVD Kz} 2.

- ZCDEBEHANETT, ZENMHABETFMAZES). R KE3NES), 1§
B FRAYEE BT (My Computer) 512 DVD Zkzh s, X5 W& E
(Setup) E¥x.

o ARESHBL—NEH RO IEHE, ZRIZAT setup.exe. iR (Yes).

o ETRES P K P ] (UAC) TH B, R fui4 setup.exe X it AL
AT . AR (Yes).

o IR HBLEIE, Adobe =i (Uninstall Adobe products) ¥H.5., 15 i & (Yes)
%5 GeneXpert FAFA AL Adobe 77 1o

3. I (Welcome) & IR, 1HFEEBH GESILE 12), REHRET—F
(Next). #XAF1F ] HMX (Software License Agreement) & L H Il (iES I
13) .

4. BERVFRTER, PR IRIESRVE RIS AYSRFR (1 accept the terms of the license
agreement), SAJ5HiF T—2 (Next). HELZ2ERAIAI NI AE (Installation
Type and Additional Functions) & H  GEZS LK 14) .

] P T A (Tuniecall D] 2825 KT 222858 dh 700 ol i A~ A4

BRI L AIZEIE SQL Express. MSXML. GeneXpert 321 Adobe Reader, BURATIHEN FE %
T (REEFFRIFRIHEN LBEEENTAHE) .

6. ‘wHERGE, RAVLIEAE Adobe Reader 1 H Zh#TIT. B & BT EI R ANVt
B, RigxFED GESILE 20) .

IR BIVER, 1535 Adobe Reader AT 1YL

7. HILZ3E5E AL (Installation Complete) & 1 IR ERIEE B R 201 EN GES I
K 21,

8. fEZ%E5EM (Installation Complete) % b, 2, RMNEZEFBIIHE
H (Yes, | want to restart my computer now) = lll i) ik 440, H 2SRk
(Finish)#Z4 GEZ WKl 21) o %3258 (Installation Complete) & H4E 5% M1,
THENEER 8.

X5ER T GeneXpert Dx #1123 . M DVD IRF)#s HHUHE CD. ¥ GeneXpert Dx
6.5 %% CD MAEL M7 . REWB A REFHE CD. TlLE G, hsd
755 1.10 T4,

GeneXpert Dx 6.5 Z22E 1B
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1.8 HR{EREA 4.x. 5.x 2; 6.x EETiHAR
A5 U0 B AT ARG ) GeneXpert Dx #4F RRAS 347 58 35

GeneXpert Dx v6.5 ZAFE 7 H 5| FESEM LA v 6.5 BHIMIERE. LT fE+,
TEIAT B HHE s BTN v6.5

EPATHE T Z 87, HHATRL R DR
o SHERE (Setup) > RYELE (System Configuration).

o EIEUTA YA LT R ) bRk & — B (General). 1FHHi%E (Archive
Settings). 33K (Folders) F1EHEFi% E (Host Communication Settings).

o fF EHIEIERE (Host Communication Settings) XL £, Ny EHLIRACHY
(Host Test Code) #7341 tH i REAS T 55 A2 B oty w8 (Edit) 7251,
SR e AU I =LA D (Assay Host Test Code) 1T &5 S A A AD
(Result Test Codes) [ 5 55 K .

. AT H N B HEE #E (Data Management) 2 #8715 25

. 185 GeneXpert Dx 7 12 (F i3 FHF (GeneXpert Dx System Operator s Manual)
HH R U B AT B 1

«  iH#iIA Cepheid Sync %A 1E R G LA FIBAT

INBIRIE RS LIEIT C360 Sync, 7ERE GeneXpert BIIBES IS GeneXpert HIBEFHRIBIFIRAZ

st B, EHIA Cepheid IREZBETIFIEFCELL. BERAMAEL Cepheid R 52 TFHIZFAIEMIEAA,
: 5518 “C360 Sync HESZHE” IR (Tests) £+ FHIEE GeneXpert #3EF: (Restoring a
GeneXpert Database).
EEEG GeneXpert 3i# v6.0 TSER % Windows XP E. INERIERETE Windows XP i+E# EE{T

GeneXpert Dx, &H % Cepheid HiARIZIHEEIT.

BT

1. ¥%BEEE 129 CGBIE 1 2518 4) FprdT I+ HENLIE 53 3] Windows.
@ 2. ¥ GeneXpert Dx6.5 %3¢ CD #fi A\ DVD K54 .
L' ]

- % CDRJAMAzNETT, RN B3RS MRREZES),

i AR AVEB BG4 (My Computer) 3/t 2 DVD K5)#%, RENTHIRE
(Setup) K.

o ATRES BN H RO TEHE, FIRIZAT setup.exe. i (Yes).
o WHRESHIPIREREEE, ER U setup.exe XTI iHEHLIEATHE
M. B2 (Yes)o

«  WRHILEIE Adobe 7 i (Uninstall Adobe products) ¥ 1., 5 Hiifi 2 (Yes)
GeneXpert HH5 AT AHA ] Adobe 7 i o

3. HIIXE (Welcome) i H . GEZ LK 12) .

GeneXpert Dx 6.5 & 2515t AR 1-11
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GeneXpert (R) Dx Software Installation >

Welcome to the Installshield Wizard for
GeneXpert Dx

The InstallShield Wizard will install GeneXpert Dx on your
computer. To continue, dick Mext.

< Back Cancel

& 12. 3D (Welcome) O

4. IEBEYGE (Welcome) T HH U], AR5 B T—2 (Next). VR AT R
(Software License Agreement) & I HIL GEZ WK 13D .

1-12 GeneXpert Dx 6.5 Z22E 1B
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GeneXpert (R) Dx Software Installation

License Agreement
Please read the following license agreement carefully.

Software Licensing Agreement for GeneXpert Dx Software Version 6.5 A

This License Agreement ("License”) describes your rights (either as an individual or a

single entity) and the conditions upon which you may use the GeneXpert Dx software
("Software”) and is an agreement between you and Cepheid. Please read this License
carefully, induding any supplemental license terms that may accompany the Software.

By installing, accessing or otherwise using the Software, you agree to the terms of this
License on behalf of yourself and the organization on whose behalf you are using this
Software. If you do not accept the terms of this License, you may not use this

Software. By agreeing to these terms on behalf of an organization, you agree that you
have the authority to enter into this License on its behalf, and that "User”, as used
x\;erein, refers to you and your organization. By installing, accessing or otherwise using

1 accept the terms of the license agreement; [Pn—nt|
(O1 do not accept the terms of the license agreement bt

Tnctal
Ins

2Wal

Chield A

<Back || Next> | | Cancel |

& 13. iF ATy

5. BERVERTHRN, S FRIERRE AT L AU SEEX (1 accept the terms of the license
agreement), A5 i F—25 (Next).

6. HILZBERTAINThEE (Installation Type and Additional Functions) J# %=
GEZIE 14) .

GeneXpert Dx 6.5 %2150 113
302-4071-ZH-CN, &k C 2022 F 11 B
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X
Installation Type and Additional Functions ‘ ;
a

Pleaze Select [nstallation Tvpe.

Typical
Fecommendad for rost wsers.
This iz the DEFAULT installation type,

Cushon
For advanced ugers and for repaiing existing installation. %'ou can customize
the components to be installed.

Attach Database )
For advanced users, Attaches properly labeled database to database engine.

Detach Databaze
For advanced users. Detaches database from databasze engine.

s

< Back Mext » ][ Cancel ]

14. ZEARBFNMIMINEE (Installation Type and Additional Functions) &
7. HavERRY (Typical) AZETHEAL b 22 56 SR Ay SR A ST R4

s A2 G F$E SQL Express. MSXML. GeneXpert 3X#4#1 Adobe Reader, BURTFiHEH LEZR
§ EWiEF (AREEFFRAFEHEN EEFEENEMIRE) .

A B, WREsRoRE 15 FTREIRS . i (Yes) , IRIETE
E B M A

GeneXpert (R) Dx Software Installation =

I.-“"_"“-.I The following incompatible Adebe product(s) were found and must be
= uninstalled:

Adobe Reader ¥ (10.1.0)

Click "Yes' to have these products uninstalled, or ‘Mo’ to abort
installation

ves || No |

15. 3R BB RENRRHEHE

B. WRAZIEIE SQL Server, N ERE 16 FEREFITRR. HEE (OK)
HF RN EAL

114 GeneXpert Dx 6.5 L2154 BR
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GeneXpert (R) Dx Software Installation 4

. | SQL Server uninstallation complete.

Computer reboot required before reinstalling SQL Server. Click OK and
restart computer.

After computer restarts, restart installer and select the same installation
items.

E 16. EFR AT FHEIE

C. iFENEFESNE, BEHEE) GeneXpert T CEIE 2) FHikfrsl
B (Typical) %% (EZ WA 14) .

8. HWIL—AXEHE (Wl 17 Fian) o fELEYHIRA Z BT, 487 AL E17 DAAT
WA GeneXpert Dx #fF. 2 (Yes) LR /RILHER, FEHE T — DA
7~ PUEN#R G BT A ) GeneXpert Dx 8k 4F f HL BT ThEE .

GeneXpert (R) Dx Software Installation »

v Another version of GeneXpert software is currently installed on this
" computer, This needs to be uninstalled before installation can continue,

Previous version of SQL Server if exists will be uninstalled too.

e

& 17. EDEKIBRR A 3G IE

9. EIESERE, HILEIZE5E AL (Uninstall Complete) & 1, FEERIE & B A 3011
HHl. ZWKE 18,

Do you want to Uninstall it now?

GeneXpert Dx 6.5 % 25158 115
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GeneXpert (R) Dx Software Installation

Uninstall Complete

Installshield Wizard has finished uninstaling GeneXpert Dx.
To complete the uninstallation, you must restart your

computer,

@ Yes, I want to restart my computer now.
1) Mo, 1 will restart my computer later.

Remove any disks from their drives, and then dick Finish to
complete setup.

< Back Cancel

18. EE 5 (Uninstall Complete) B

10.  7EHEIE 52 (Uninstall Complete) & 11 I, E&#FE, RMEZEFBITEN
(Yes, | want to restart my computer now) 5534 [{] i 424, I ¥ 5R% (Finish) 1%
Hl GEZILE 18) o #H1E 58K (Uninstall Complete) & 1115, HHHLIE HHr
)_ELII 2}] o

1. WENENEIE, FHE3) GeneXpert ZRIET CPIR 2) Jrik#r@El
(Typical) Z3% GEZILE 14) .

12, fEZFEEET, HIJUMRERR. FTFEMALE, I RERS
(Setup Status) & 1 GHEZWE 19), PLERZIEHT,

1-16 GeneXpert Dx 6.5 Z22E 1B
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GeneXpert (R) Dx Software Installation >

GeneXpert D is configuring your new software installation.

AN

19. & B (Setup Status) HO

ZIESENE, AR TR (Software Release Notes) 2 H 8)7E Adobe Reader
FATHF . BEBETEIRAH, REXRAED GEZE 20) .

13.

x MR EBIIRR, HESZ Adobe Reader A3 o
¥ RERARAFEUARCER. EEEHEHMESHMAREE, FITH GeneXpert ##{EZFM DVD £

MBS XX, HSMBIMARR.

GeneXpert Dx 6.5 & 2515t AR 117
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WEE  WWW.CEPHEID.COM
main 1.888.336.2743

/ i Fax 1.408.734.1260
7~ Cepheid.

Page 1 of 1

GeneXpert® Dx 6.5 Software Release Notes

This document contains new information, known limitations, and clarifications not described in
the GeneXpert Dx System Operator Manual.

Caution:
Cepheid recommends to always confirm that LIS uploaded results match GeneXpert test results
after any changes to the GeneXpert or Host system, including (but not limited to) changes to the
following:
e GeneXpert software version
GeneXpert Assay Definition version
GeneXpert Host Communication Settings
Host middleware software or configuration changes
LIS software or configuration changes

20. R &ijiEA (Release Notes) &M

14.  HIZEE5E K (Installation Complete) 545 H ZREEHH N HNL (S L
K20 .

GeneXpert (R) Dx Software Installation

Installation Complete

The InstallShield Wizard has successfully installed GenaXpert
Dx. Before you can use the program, you must restart your
computer.

Yes, [ want to restart my computer now.
(O No, T will restart my computer later,

Remave any disks from their drives, and then dick Finish to
complete setup.

<Back |\ Fnsh | = Cancel

21. £E5 R (Installation Complete) B

15.  fE%%5 588 (Installation Complete) & I |, EHF2, RMEZEFHBE
FHE 4 (Yes, | want to restart my computer now) 5532 [ Bk ¥4l /&, F Ay

1-18 GeneXpert Dx 6.5 Z22E 1B
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FeRK (Finish) #2241 GEZ WL 21) o 22358 (Installation Complete) 7 F#f 5%
W, TR ERTR S,

X—#EFE M T GeneXpert Dx #AFH) %45 . ) DVD Iz & HHUH CD. #
GeneXpert Dx v6.5 %% CD JWAE LM . RSPk Z AR ] GE 75 2 CD.

R —BEEEHSNT DVD WA HIEA T T E, RN R% KT, 7
WUF IR A AR B, LKA . (S WARIER T 2.162 1, SB7D
AT LILE DVD K388 5 KRG, LAGTE B EHMBAT AR e i
(ADF) i f .

e NREW AL LA C360 Sync, HEERE GeneXpert Dx HfEZ RIEEE XH, MERSN
% GeneXpert Dx B Z BT MEFBENE, WEE 1.2 HER

MR ARG EARR S C360 Sync, BEHMESE 1.10 BEMKERE.

1.9 EFB5H C360 Sync

BRI R, SNEIRS R Fiss, #¥E3) C360 Sync (U ZH]
fwofzibe) , k.

1. 1f GeneXpert 1 I, fl#ihs T 5% T AMHIIRRER (S0E 22) .

22. GeneXpert £, FirAMEER

2. HERBIRLIIN, RS NER 7B MABRS (Services). PR
(Services) R FEH: (WA 23) .

3. fEMRZS (Services) #Z i b, Al RS S 1H M R (Services Desktop app)
& H ERmAEk (K 23) .

GeneXpert Dx 6.5 Z2 2B
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Al Apps  Documents  Settings  Phot More \/

Best match

Services
Desktop app

Apps
Services
Desktop app

*  Component Services

Photos (1+)

Settings (1)
Open

Run as administrator
Open file location
Pin to Start

Pin to taskbar

. el 11:28AM
L services v T

23. REEERE
HILARS (AHh)  (Services (Local)) R FEHR (ZWHE 24) .

4. B (KHL) (Services (Local)) 5i#: L, filifi Cepheid Reporter Daemon %% H
(ZWE 24) .

4 Services
File Action View Help
e mBEc Hm »®nn

ot & Services (Local) | [S) Sevices (Local)

Acroba ~

Reader DC Cepheid Reporter Daemon Name Description ~ Status  Startup Type  Log On As
G AVCTP service Thisis Audi.. Running  Mnual (Trig... Local Service

Stop the service

@
lﬁ s &) Background Intelligent Tran... Transfersfil.. Running Automatic (D... Local Syste..

) Background Tasks Infrastru... Windowsin.. Running  Automatic Local Syste...
E | {6} Base Filtering Engine .. Running Automatic  Local Service
i Description: J BitLocker Drive Encryption ... 3 Manual (Trig...  Local Syste...
Felee: Sends test results from the GeneXpert g g1y Level Backup Engine . Manual Local Syste..
tothe Cepheid Aggregation Project '
G Bluetooth Audio Gateway S... Service sup... Manual (Trig... ~Local Service
G Bluetooth Support Service  The Bluetoo... Running  Manual (Trig... ~Local Service
Bluetooth User Support Ser... The Bluetoo. Manual (Trig... Local Syste...
BranchCache This service . Manual NetworkS...
Capability Access Manager ... Provides fac. Manual Local Syste...
CoptureSenvice_bScce5 . Manual Local Syste..
Running _ Automatic
Certificate Propagation Copies user .. Running Manual (Trig... Local Syste..

Client License Service (ClipS... Provides inf... Manual (Trig...  Local Syste...
Remote

Diagnosti Clipboard User Service_bSc... This userse.. Running ~ Manual Local Syste...

CNG Key Isolation The CNG ke... Running Manual (Trig... Local Syste...
COM+ Event System SupportsSy.. Running Automatic  Local Service
COM« System Application  Manages th... Menual Local Syste...
ConfigMgr Task Sequence .. ConfigMgr .. Manual Local Syste..
Benchtop @), Configuration Manager Re... Providesth.. Running Automatic  Local Syste..
G Connected Devices Platfor... _This service .. Running _Automatic (D... Local Service

\ Extended / Standard

- 11:17 AM
L Type here to search vz T

24. k%5 (X)) BEE, ERAREiEE Cepheid Reporter Daemon B
FSHI—NThRE (ZIE 25 .
5. fub SRR TG (Start) S5 C360 Syne (LA 25) .

1-20 GeneXpert Dx 6.5 Z22E 1B
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GeneXpert Dx v6.5 F4E 2225 AH

. Senvices (Local)
Cepheid Reporter Daemon - escri stus Startup Type
Q i 2l (Trig

ion .. BDESVC hos...
ngine ... The WBENG...
 Bluetooth Audio Gateway S... Service sup...
G Bluetooth Support Service  The Bluetoo... Runnin
) Suj er.. TheBl
This ses

ing  Automatic
ing__Automatic (D... Local Service

L Type here to search

25. Bk (&) B%, FImATHRILE EAFFS (Start) EIR

110 RERF
L 3T ER.
2. FERGUED.
+  {E Windows 7 ., I Windows 1K/ hikt. 0K 1.

e 1F Windows 10 I, HI Windows #iiEhi%. = WK 2. BiliFHE EK
A=A E LR 7R Windows TK P A R 5. 2= WL 4.

3. {E Windows K /7 f# % I, %4 Cepheid- BIE 5 (Cepheid-Admin) F ik &
GEZWE D .

s {E Windows 7 I, I Windows % hiHe. S IKE 3.

+  f£ Windows 10 I, I Cepheid F F ik P #1507 B . LK 4.
4. NSRRI RS EE RE,
5. BRI R GeneXpert Dx A F T bR (S WK 26) .

MRRERBEARNBE, BFWNERE L GeneXpert Dx B ElFR/A BN GeneXpert Dx &R AT

G Fo
1 GeneXpert Dx B BB, IHRANER . WEHREE 2 (Data
Management) 32 H.H1, fEZLHITE S HMNRLE R . RRBIGERE, BHBMF.
ijﬂ%ﬂ&%@ (Data Management) X 15 HE, EHR (YES) $ATH0ds & FAT 55
I B PE 254

s EPITHRESEES A, LNGTRIERESHEH. MREEREHNERNHKIEEEHNE

- HEHEER (YES) PUTHUIREEIRES, B¥EI—FKER, R ETHREURES®.

GeneXpert Dx 6.5 &2 i}t FH 1-21
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— g{;ﬁ\ﬂﬁﬂiE‘J@’t#“Fiﬁ?ﬁ'ﬁ‘]%lﬁlﬁ%ﬁ:‘?ﬁiﬁﬁﬁﬂ;ﬂﬁlﬁﬁﬂiﬁﬁiﬁ; Ak, REBMEBITHRIBE
A
ﬁ?%%f PR FE I e R UL, TE S GeneXpert Dx RGN A FHHE
5%,
% RIS IEEMNERLLBIRY GeneXpert Dx R ARFITIREHR, 1BEIRZFER GeneXpert Dx B HIERE

BB ENIMBRIERE.

6. EEINHAFTENZZEEHIIA (Installation Qualification) # 15, HE#ATLA T PE: 1

GeneXpert fF U545 L, iR (Reports) ST, I — N Mg,
§@§i¢ i BRI (Installation Qualification) 2% H (EZ LK 26) LA
NN o

AR i - F i" =0 E

ki HELE FESAIMEE ERERE HiF

B EzHEMERA

. - e || #& Bin " e | e | R | TR
M ‘ wa ‘iﬂ.lli?.‘.nﬂl‘ﬁl 1 o ‘ £ ‘ il ‘ ER ‘m‘“'ﬁ ‘“’ﬁ s | mm

ft USIUTITY 1051328 jE7) GENeApema LK System
R+ 6.1

R A1 ¢ 7E 04/0119 10:51:26 HIITEE

R A2 ¢ 7E 04/0119 10:51:27 HITEE

R A3 ¢ 7E 04/011910:51:27 HITEE

R A4 1 7E 04/01191051:28 HIITEE

26. GeneXpert ERRE ThEENETRRS

7. ZEEHHIAIRE (Installation Qualification Report) ¥, /R7E Acrobat Reader
B GES I K 27 A1 28) . ARITEIAMEEREMUWH, S PEK 8 2
IR 10,

1-22 GeneXpert Dx 6.5 22215 RH
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GeneXpert PC 06/20/22 13:04:15

GeneXpert® Dx System
Installation Qualification Report

This report provides documented evidence of the installation of this GeneXpert® Dx System.

System Information

SIELE Version Status
GeneXpert® Dx System 6.5 Pass
Java Runtime Environment 1.8.0_151 Pass
SQL Database Microsoft SQL Server 14.00.3015 Pass
Database gx_db 4.0.1.0 Pass
Operating System Windows 10 10.0 Pass
CIT Plug-In 1 Pass

Instrument Information
Instrument A

Instrument S/N Gateway Firmware

803488 2.0.18

Module Name Module S/N Module Firmware Internal Temp Status
°C

A1 628676 3.3.3 31.6 Pass

A2 638430 3.3.3 30.8 Pass

A3 638964 333 30.0 Pass

A4 641366 3.3.3 30.7 Fail*

Fail* = Ambient temperature too high, incorrect model number or hardware error has been detected. Please
generate a System Log with the list of errors for further troubleshooting.

Shaded Modules = Reporter is out of calibration.

Available Assays

Assay Name Version Assay Type

Xpert FlI 1 In Vitro Diagnostic

Xpert FIl & FV Combo 1 In Vitro Diagnostic

Xpert FV 1 In Vitro Diagnostic

GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 1 of 2

27. REWIARE (Installation Qualification Report) — £ 1 1T
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GeneXpert PC 06/20/22 13:04:15

GeneXpert® Dx System
Installation Qualification Report

Installation of networked instruments complies with the setup requirements specified in the GeneXpert® Dx
System Operator Manual, 'Installation’ section.

Verified by Date

This 1Q is acceptable if all System Information and Instrument Information are listed as 'Pass'. All instrument
modules that are listed as 'Pass' are available for use.

Acceptance: [ ]Acceptable [ ]Not Acceptable

Performed by Date
Reviewed and approved by Date
GeneXpert® Dx System Version 6.5 CONFIDENTIAL Page 2 of 2

28. ZEWIARE (Installation Qualification Report) — £ 2 77
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8.

M Adobe Reader T %2 IA 4 & (Installation Qualification Report).

% WREWKEBURT GeneXpert R HELZEBRRMWBEURRGE L RENKINERE. FEWE 27
/ FNE 28 PUKEL#L B 22 S MiA T ENR SRR

9.

10.

BEMREHHILUN S, BB CIE 23 E

RGER: BAER —TUIRS (Status) 51275 Boni@Eid (Pass). £,

27,

UBER: W ERIESTIS . O 2% AR A 7] B R e (R
. 0K 27. Wi EoRBHEOE (Out of Calibration) ¥4 5.5k AR (Not
Available) JH 2., 15E(H Cepheid HIARRFHRIT. ARIKRGELR, 1HZSH
% 2.2, TR Y.

© RXER: WKL IS HEAg S GES LA 27 .

- BBRER: RMEEIEIR. TS BERRA . NEEE ° C AR
A GEZWE 27 . ATRAZIEIYER, BRT RN ARGRE.
ATARBEMGE: FAYIERFIENE GES K 27) « R BN T
3% (No Assays) JH 5., 16 WAKSIMZS Bk F & LA & GeneXpert Dx %
A E 7 FAE I U B DA T R e NS e OO . SR
TE SN E O 5 o et lsE (No Assays) 14 5., 1B EHL Cepheid
HARSCFET. AXRBKRGBE, B2 WLE 2.2, HRHBE A1,

2B AR GS (Installation Qualification Report) HIf 5 — 1 (S L
28) FFIRATH E BIANE NIL T

X —EAER SE 245 (Installation Report), #fiAh GeneXpert Dx 3422 3& 1) ¢ %

s

BREEREATES L1 BRAER T A CRIED .

GeneXpert Dx 6.5 & 415 BB
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1.11 #EGRFMH

TERM DVD _ERIBAAEA AL T — N8 GeneXpert Dx 221F i3 F M- #ilt
BAERTFMOESA R EN. 4R MmESMEEFER, MiZEH 2
GeneXpert Dx RGM I B MIE, #iElE R TN DVD H1(¥) GeneXpert
Dx 221F 7 F AP 5 2 s 2 1

1. B GeneXpert #ff.

¥ GeneXpert Dx ##1F /74 F/# DVD ffi \ DVD JX#)j 75

ikt DVD 9548 B br LR R AF 2P DVD H 3%

Rk Bt 75 (A8 & SR

X ifi GeneXpert Dx £21F @ FHf pdf XA LAFE Adobe Reader H¥T FF 3044 o
il Adobe Reader H [{] 55 7F A (Save As) i 25 SCAF R A7 B 5 1HI

Wit GeneXpert Dx 257 /7.% pdf 3UHF LAFE Adobe Reader H14T JF 3£
i il Adobe Reader H 1¥] 5 TE A (Save As) i 25 ST R A7 B 5 1HI

M T BRATART TH WA () GeneXpert Dx #1F 173 F AN GeneXpert Dx 44 H &
pdf 3

10.  MHK DVD RZ)# HEH DVD.
1. % 6.5 WAL T AR TG ARG Z R, LK SRR .
X—H#AE5E K T GeneXpert Dx B4 ) 22 2%%

X © =2 ok WD

1.12 HEBRHE

st MRLREAKRI, AIRREERBEAENANREEREIENEZR PC ERNERIPRESER, RAEER
- GeneXpert Dx &2 %k,

LA HHIRR Y] SQL Bl i v 1L 2235 .

«  GeneXpert Dx #1225 1 0] (14852 1 2. Fe7& B B SQL Express (Unable to start
SQL Express).

* )33} GeneXpert Dx T {HES, 4% E [GeneXpert] IEEEA T A ([GeneXpert]
database is not available).

R AR IR SR AT — AN, TEEER Cepheid HiARSCRERITF R B A KB

ZEE, HESIE 2.2, FORBE) 1.

1-26 GeneXpert Dx 6.5 L2154 BR
302-4071-ZH-CN, &iThR C 2022 & 11 B



2 Cepheid {\L & ftirEh

2.1 Cepheid 2B

Cepheid Europe SAS

ARIBE g Es$id
Cepheid
904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089

£H

HiE: + 1408 541 4191
f£HE: +1408.541.4192

www.cepheid.com

EE

2.2 FKRthBh

FERR R Cepheid FORSCFRFEST 1200, WHCERLL T S

KRfER

ESES)

Hi%: + 1888 838 3222
HFHRFE: techsupport@cepheid.com

AERATHIM G LB FTE Cepheid HOR SRR RE R, MILA:

B
it
AR oS
ERHE )
BAFRRAT EHUR SRS (RIERD

EE

www.cepheid.com/en/CustomerSupport.

81470 Maurens-Scopont

HiE: + 33563 825 300
f&HE: + 33563 825 301
www.cepheidinternational.com

BEi%: + 33563 825319
HFHRFE: support@cepheideurope.com

GeneXpert Dx 6.5 & 415 BB
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