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License Agreement for GeneXpert Xpertise Software Version 6.8

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 Xpertise software
Version 6.8 (“Software”) and is an agreement between you and Cepheid. Please read this
License carefully, including 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 herein, refers to you and
your organization. By installing, accessing or otherwise using any updates that you receive
separately as part of the Software, you agree to be bound by any additional license terms
that may accompany such updates.

1. License Grant: Cepheid grants User a limited, non-exclusive, non-transferable, non-assignable
license to use only one (1) copy of the Software and only on the single computer provided
by Cepheid with the GeneXpert instrument and connected to thereto (“Device”) for the sole
purpose of using the GeneXpert instrument. The Software and related documentation (whether
pre-installed on the Device, on disk, in read only memory, on any other media or in any form)
are licensed, not sold, to User by Cepheid, for use only under the terms of this License.
Cepheid is the exclusive owner of the Software and documentation and all worldwide title,
trade secret, copyright and intellectual rights therein, and retain ownership of the Software
and documentation and reserve all rights not expressly granted to User. This License entitles
User to use toll-free telephone support as provided by Cepheid.

2. Updates: Cepheid, at its discretion, may make available future upgrades or updates to the
Software. Upgrades or updates, if any, may not necessarily include all existing software
features. User shall be solely responsible for ensuring the Software updates are timely made
and for any consequences that result from failure to complete the Software updates in a timely
manner. The terms of this License will govern any software upgrades or updates provided by
Cepheid, unless such upgrade or update is accompanied by a separate license, in which case
the terms of that license will govern.

3. Back-Up Copy: User may make only one (1) copy for backup purposes only. User shall not
otherwise copy the Software.

4. Restrictions: User shall not, or enable others to, copy (except as expressly and in writing
permitted by Cepheid), decompile, reverse engineer, disassemble, or otherwise attempt to
discover the source code. The User shall not alter, merge, modify, translate, republish, transmit,
distribute, disseminate, transfer (whether by sales, exchange, gift, operation of law or
otherwise) the Software and related documentation, in whole or part, to any third party. User
shall not permit any third party to benefit from the use or functionality of the Software via a
rental, lease, lending, timesharing, or other arrangement. User shall not use the Software on a
network where it could be run or used by multiple Devices at the same time. The User agrees
not to install, use or run the Software on a Device other than the one provided by Cepheid for
the GeneXpert instrument. Cepheid cannot provide technical support for problems arising
therefrom.

5. Term and Termination: This License is effective until terminated. Cepheid may terminate this
License if User fails to comply with any terms of this License or of the original agreement under
which the GeneXpert instrument was obtained. Upon termination of the License, User must
cease use of the Software and destroy all copies of the Software and its related documentation.
The provisions of Sections 6 and 7 in this License survive the termination.
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10.

1.

12.

Disclaimers of Warranties: TO THE MAXIMUM EXTENT PERMITTED BY APPLICABLE LAW,
THE SOFTWARE ARE PROVIDED “AS IS” AND “AS AVAILABLE”, WITH ALL FAULTS

AND WITHOUT WARRANTY OF ANY KIND, AND CEPHEID HEREBY DISCLAIMS ALL
WARRANTIES AND CONDITIONS WITH RESPECT TO THE SOFTWARE, EITHER
EXPRESS, IMPLIED OR STATUTORY, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED
WARRANTIES AND/OR CONDITIONS OF MERCHANTABILITY, SATISFACTORY QUALITY,
FITNESS FOR A PARTICULAR PURPOSE, ACCURACY, QUIET ENJOYMENT, AND NON-
INFRINGEMENT OF THIRD PARTY RIGHTS.

Limitation of Liability: TO THE EXTENT ALLOWED BY LAW, IN NO EVENT SHALL CEPHEID,
ITS AFFILIATES, AGENTS OR PRINCIPALS BE LIABLE FOR ANY INCIDENTAL, SPECIAL,
INDIRECT OR CONSEQUENTIAL DAMAGES WHATSOEVER, INCLUDING, WITHOUT
LIMITATION, DAMAGES FOR LOSS OF PROFITS, CORRUPTION OR LOSS OF DATA,
FAILURE TO TRANSMIT OR RECEIVE ANY DATA (INCLUDING WITHOUT LIMITATION
COURSE INSTRUCTIONS, ASSIGNMENTS AND MATERIALS), BUSINESS INTERRUPTION
OR ANY OTHER COMMERCIAL DAMAGES OR LOSSES, ARISING OUT OF OR RELATED
TO YOUR USE OR INABILITY TO USE THE SOFTWARE OR ANY THIRD PARTY
SOFTWARE, APPLICATIONS OR SERVICES IN CONJUNCTION WITH THE SOFTWARE,
HOWEVER CAUSED, WHETHER ARISING OUT OF CONTRACT, TORT OR OTHERWISE
AND EVEN IF CEPHEID HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGES.

Third Party Licenses: The Software may utilize or integrate third party software and other
copyrighted material, including open source software licenses. Acknowledgements, licensing
terms and disclaimers for such software or material are contained in the electronic
documentation for the Software. To the extent that the Software contains or provides access to
any third party software, Cepheid has no express or implied obligation to provide any technical
or other support for such software.

Export Control: User may not use or otherwise export or re-export the Software in violation of
any United States laws, regulations and restrictions. The Software may also be subject to
export or import regulations of other countries. In particular, but without limitation, the Software
may not be exported or re-exported into any U.S. embargoed countries or any country
prohibited by the U.S. Department of Commerce and other United States or other government
agencies and authorities.

Government Users: For Government User, the Software is commercial computer software
subject to restricted rights under FAR 52.227-19 (C) (1, 2).

Choice of Law: The License shall be governed by and construed in accordance with the laws of
the United States and the State of California.

Entire Agreement: Unless expressly stated herein, this License constitutes the entire agreement
between you and Cepheid relating to the Software and supersedes all prior licenses or
contemporaneous understandings regarding such subject matter. No amendment to or
modification of this License will be binding unless in writing and signed by Cepheid. If this
Agreement is translated into a language other than English and there are conflicts between the
translations, to the extent allowed by the applicable law, the English version shall prevail and
control.
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Trademark and Copyright Statements

Cepheid®, the Cepheid logo, GeneXpert®, Xpert®, and I-CORE® are trademarks of Cepheid,
registered in the U.S. and other countries.
All other trademarks are the property of their respective owners.

© 2011 - 2023 Cepheid.
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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 the GeneXpert Infinity
System Operator Manual. The information was developed to assist the user with the operation of the
GeneXpert Infinity System. Updates to this Operator Manual may be issued periodically and should
be maintained with this original manual.

Not all products described in this manual are available in all countries.
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Part 15 Compliance

This equipment has been tested and found to comply with the limits for a Class A digital device,
pursuant to part 15 of the FCC Rules. These limits are designed to provide reasonable protection
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against harmful interference when the equipment is operated in a commercial environment. This
equipment generates, uses, and can radiate radio frequency energy and, if not installed and used in
accordance with the instruction manual, may cause harmful interference to radio communications.
Operation of this equipment in a residential area is likely to cause harmful interference in which case
the user will be required to correct the interference at his own expense.

F 15 HHEHHE

A& CALWAIFELFFES A & (Class A) FFR&MIRE GR#E FCC MNUMEE 15 #) .
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European Union Legislation

The GeneXpert Infinity-48s and Infinity-80 systems have been designed and manufactured to
conform to the requirements of the applicable European Union Directives and Regulations. The
Declaration of Conformity can be provided to customers by contacting Cepheid Technical Support.
See the Technical Assistance section in the Preface for more information.
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Table of Hazardous Substance’s Names and Concentrations

Product Name: GeneXpert Infinity system
Product Model Number: Infinity-48s, Infinity-80

Component Name

Hazardous Substances Name

(Pb)

(Hg)

(Cd)

(crf)

(PBB)

(PBDE)

GeneXpert Disposable Cartridge

O

O

O

O

o)

o)

Cable Sub-Assemblies

Plastic Parts

Sheet Metal

Hardware (Screw, bolts, etc.)

Power Supply Sub Assembly

Printed Circuit Board Assemblies

xX|o|o|o|o]o

olo|o|olo]o

Piezo Ultrasonic Transducer

X

)

(o] No) No] No) Ko} No] Ne)

(o] No) No] No) Ko} Nl Ne)

(o] o] o] No) No) No) No)

(o] o] o] No) No) No) No)

This table is prepared in accordance with the provisions of SJ/T 11364-2014
O: Indicates that the toxic or hazardous substances contained in all of the homogeneous materials for this part is below the limit

requirement in GB/T 26572.

X: Indicates that the toxic or hazardous substances contained in at least one of the homogeneous materials used for this part is
above the limit requirement in GB/T 26572.

GeneXpert Infinity R4 #1E 7 F Mt

302-8483-7ZH, 1&iTh B 2023-07

vii




B EWRA AR ER

AR GeneXpert Infinity 2%t
PR TS Infinity-48s, Infinity-80
HEWRERR
HA 2R (Pb) (Hg) (Cd) (Cr®) (PBB) (PBDE)

GeneXpert — kK& 0o o o o o} 0
A48 T4 o o o} 0 0 0
IR O o o o o o
EEIR O (0] (0] (0] (0] 0]
Tieft (e, B ) @) 0] O O @]
LR A o o] o} 0 0 0
B PR AR 20 1 X o o} 0 0 0
JE HL R P AL IR A X o o o} 0 0
%R LI SJIT 11364-2014 WM E 'S
O: FoRiZHM AT ST A 2A FWIET GBIT 26572 [MRMEZK.
Xo Fomiz i 2/ — M B b & A S EcG E VB E T GB/T 26572 HIBE K.

California Proposition 65 Warning

Warning This product can expose you to chemicals, including nickel (metallic), which is known to the
State of California to cause cancer. For more information, go to
https://lwww.P65Warnings.ca.gov.

MFARERIMN 65 SiEREL
Bh

iz A7 A R BB EY R, SFENFRERIEMN EMSIBURERNE (&R . KTRIERE,
5VUilE https://lwww.P65Warnings.ca.gov.
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111 FiHIRE
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1.1.2 FiHIRARPAERE

GeneXpert Infinity R4t 5 EALSLIG = Ll A i geid L 185 R A R AE
Cepheid Xpert £ A FH 6 B i 2 (19 9256 2 028 5 0 S5 A A B A H

1.2 FitisH

GeneXpert Infinity System Operator Manual 1152 Hi#1E R 4i 1) GeneXpert Infinity
system#RAE RAF A . BT LSS = R A DIPUT RGwedke . BEAE I RS 4
?F‘l o
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Infinity-80 REHIRAE. KT PIRIEREFHEH TN RS, RIKRGSERS
A GeneXpert Infinity systemi} Infinity System. 43:ANFE P i B34 2 R4 A
TS, RS 5 S R A .

NSRS

AF WA 6.8 Xpertise FAFHA ) GeneXpert Infinity systemZ #:1E

Z ik

GeneXpert Infinity systems& GeneXpert 7=/ R Y HIIEH, L7 GeneXpert I
GeneXpert II. GeneXpert IV L GeneXpert XVI R4t

GeneXpert Infinity system 5 A PN~ i85 GeneXpert Infinity-48s F1 GeneXpert
Infinity-80. GeneXpert Infinity systems&—Fh & HAIM. AL E. #LTHEE. B
BLVTI) . EH AR RS, BRERSEN . T PCR B0 T2 Wi, Sbrs) T
[Efe o AT TR — R T2k RS, BA IS0 S,

RGO R B AN A A S . RGN E TR REROR

o BENIBECE RGUNREE, BRSO R ) B RLAE R R 22 B LR
*l

o ARENEHRES S WIS TS, FFEES TR K
o EHPRER T SIS e

- HE& E’J;&?‘iﬁ BRGNP BRGNS XAER, 41X e e AL
(I i M S5 RS TC SR I A5 A

»  Cepheid Link 8z, fR3 & 008

*  RemoteXpert Z£ T P25 1) SSL B FHFER, A% fu VPO A A B ae A2 U7 ],
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1.6 Infinity System #fit
1.6.1 GeneXpert Infinity-48s

1-1. GeneXpert Infinity-48s 4455

Infinity-48s [ 1-1 FHEThR H I R GA R T3 1-19, B2 WG BAESE 10 3,
ThAEHEE AR U .
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1.6.2 GeneXpert Infinity-80

1-2. GeneXpert Infinity-80 R4t =

Infinity-80 & 1-2 HFrds th I RG AR T3 1-14, B2 HEE BASE 10 =,
Thiesr e Ui
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% 1-1. GeneXpert Infinity &4 ThAE

SExH AN

%

1 HMRFNE TR

ARIR B SR A P TIE 3

2 B BIAR 55 4 um S AL HE 2R

A[iLfEAE EE D (Patient ID) (ATiE) M ERHERZAES ID
(Sample ID) &1, UREMNELEFMAL, HSBhNEZa
(10 Xpert MRSA) FHZEBMANZ LT

3 RETEMER

RERTHEBEEN.

AR

LRI LUE AR ARE R A R T

S BB SLimit & (B

ZIH EHIETT Xpertise 4o R FIERATIEE R M ANF I+ 54
. ESHE#ITENH GeneXpert BHFITIER

6 MR ENL (R

ZItEY 5 B MRS LRI BN AR HITER. TEHBNEN
BAEHRLZE. B, HEITRUREEE.

7 et

REHFEE RSN EME BIBR S L imBE N GeneXpert Infinity
systemm1,

8 GEEEIEL

XREEFMEBXNME Z BT EVE, XERAFBXN
WERBZAIHB N GeneXpert #Hr Z [8] 2 AR N & I 75 -

9 LI EES

1£ Infinity-48s £F 6 ~Z2F, 7 Infinity-80 L& 10 138F. &
IRFEH 8 MEHMLE.
ER—MEFX, FEizit:
ﬁE%/xﬁ#EﬂE—IHEFFL_ﬁ#AJU , RS ERERENER
ERENRNEE TR ERE.

SEREERNE (HESEFPEEZTEN, HTEREAX
FEN AR L ETFINNRNE FSS MR LE) .
Infinity-48s L, fi#iZe & 2 AT LR Y 48 M #ME, 7E Infinity-80

L+, ZEATER 80 MEME.

10 GeneXpert R [X

Infinity-48s L& 6 AN E#X, Infinity-80 L& 10 NMER. ENER
86 8 . HlENKRNEERBNER, EiZERP, #ITH
ARG R BB EEE F SIS E M.

11 ek

EERRGAMHE— NS EEERNE (HIRERFETIT
&) Bs. EREEETRESEFIFENHIEPEREFER
NE. SRt AREZMXFME (STAT) L.
ZAEDHERAFBEITRNE /0 (Cartridge 1/0) KRB, A%
TS IERIR N ERETEZER.

FEREZAMEN 4 MeNE.

12 EMHER

WAEME, SR—IMRUEBANEAK. HZREHER, T—1
AEHENESHRIBNATHENSENEYTET.

13 EmaEs (B MRSLRKHBA)

LENFERHN, 2H—MRNEHALE. BNEERSE
4 400 M ME. EBELRNEEHEENEE.

1 NEATBANEERS (TBANK

AL E E shaE .
2 N ERANE NFHREAL. SERZRANTE S 2HA BUH] &Rl
Efm, FHRNERAGERNRRIEITAE.

B) FEMRERE, VIES M GeneXpert R 2D Mt &
B, HHIEEE. EYASENMHE. MAETR, ALUEHE
RZErh B T &7 B 1 22 A B E] o
15 E3=l kB BESEBERANS. ECTFEBRIWMEL.

16 FRANME SRR

L MERTF GeneXpert Infinity systemPJ&BRT, 0N &4
AL
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& 1-1. GeneXpert Infinity Z&IhEE (Continued)

P e,
=i SRR ELRAN, EHAG (FEANNE S SaEL.
7 Reflea RS I R ERE T RS 8.2 % 5.
R S . W LERERS, RTANF
18 EREANITE AN, TEE A FBA BRSSO
Z—ﬂ]o
AR % AR A B DR E R AT (ON) 215 (OFF).
19 sREERX AL BT B A T B AL B X S T
E\-O
2 R OPS) (KEm) R RE. BSNE, FEETTRRNEOER TRER

ZBEBED 5 MUY ELRBIMHE.

1.7 ZGEE

GeneXpert Infinity-48s R G HLH5:

© AR MEHUEZY

o WREAANNHEE, BANEH )\ AR
o IRMLVARALFEEEIE . 16. 24. 32. 40. 48
GeneXpert Infinity-80 RS HLFE:

© 80 MEEAEZR

«  BREPANHE, SNEE AR
o IRETIARIALFEEECE: 164 24, 32. 40. 48. 56, 64. 72. 80
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1.8 ZR4Ihae
« BEMERRINS R -  TRE M BRI S
o RN A G R )
< HMA. BT EART SN
o b B AT A 1R T
. RS
o EHESRMANE
o FIERIEE . RENLUIT
« HERHAT 6 BRI
« EREELARGIMIER
+  Cepheid Link %4
o REMELNASE B IR
1.9 GeneXpert & &
FE— RVERE E RNV K GeneXpert Al & b il & ML BERE o 6 S I 1-3. 0K
Pt A T BRI I AR S, SRR AT I & 0 ID (5, AR Rl &
4% 3| Infinity System FIfE 1% L.
RS ANE RGP, ARSI L. HORITER, KR Cepheid. 152 WLAT
H PR B — 1 ARG R 2
,
1-3. GeneXpert &l &
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1.10

Xpertise 24§

Xpertise 2234 7F GeneXpert Infinity systemf) P B it 5L . A5 350 BAE2
HIAR A DI RE -

Xpertise FAF (ZWHE 1-4) wEEHAT FIHES

BIES - BE ARG UE XRGH I IFREMEABIR (Ui « S AFEMER
WS IR 2 OO, PSS BB 2 o A

MR FFEEAZME S — TR — T b T R i, BT ik, BE
MR GidEMsUEE, FFERT IR

WA A

SRR B 4R

P M f

e

B R

BT AR
ETEILATLER A — 1155 R .
EHIRER — R NS (STAT) LG R. HAAF il (1 6 FH 75 iy AR T 2 2 v
WIRIEATHEth 1 JEU
TIGETE WAL R — IR O DR LIS TR AR, PSR
LB I A R B
HESPEES — TANAT— T GeneXpert BUULEIKS, BIHFRRH. Ko 2ERAEN AL,
SR SR A BRI R 6. St EAEA LRt
I G P B BRI, S 14,

1-8
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EEHAEES BEESUMK  ERATAKS
FEABHEENE EMEEINEY

EEENES BIREET

L. Xpertise Soiftware

oo ¢ . B
L=

EHIE R

LEARZ

EFER

g David Jones .z; z, i E]

Tests Since Launch
Madule Status Patient ID Sample ID Module User Test Result Assay Start Estimated| Status
Name Name Type Date Minutes I
A1 lAvailable = To Resul
A2 Available /I
A3 lvailable ;mljiit *"T‘
Ad ivailable =]
B1 iAvailable _
B2 iAvailable % éﬁ % E *;F
B3 iAvailable | |
B4 Ivailable
C1 iAvailable
o2 — $IPERR
C3 Available
C4 lAvailable
D1 iAvailable
D2 iAvailable
D3 iAvailable
D4 iAvailable
E1 iAvailable
E2 iAvailable
E3 iAvailable
E4 iAvailable
F1 Available 03/21/19 16:59:03 Glass Doors Reminder 7221: Glass Doars are latched.
F2 Available 03/21/19 16:59:12 Waste Container Reminder 7322: Waste access door is locked
F3 lavailable 'E 03/21/19 16:59:24 System elcome to GeneXpert Infinity System
HERE s
1-4. EHATF#iS W {E AHY Xpertise ¥4 (Xpertise Software) Ifjt
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2 ZBIREER

ERAE AW, ARZTFRREFAE GeneXpert Infinity system’& FE 51 8 [F] SR BE ) A
. R8T Frk

o H 2,17, %% GeneXpert Infinity R4
9227, WEITHENL
o BB 2371, ARG IAME
¥ 2479, HERSR
o 257, F—IRJA3) Xpertise A
% 2.6, EXHPHIRUR
o 2617, HEM
92,6277, faEH AR
. 52637, FHMAM
%277, BERSR
o B 2707, EHMITAEX
%2727, UFRTAEX
o BB 2737, ARYEETIEKX
%2747, FHUEEEET/EX (B3 Cepheid Link ¥ &)
902757, FALINEACHS TAEIX
. 287, MRGRENEDM
%2817, HAMLAELE TIEX
o 2827, RI&ERETIEX
82971, BMEREIEMTEMNLE
o BB 2107, EEASINEE RREE LK S
5 2.10.1 75, ¥R DVD Kz 8
o 210271, SARINEE X
552,103 71, KRR — F% 2 T
o 2,104 71, MBREINEE X
#2105 1, FIFNFREHRSH
o B 2.10.6 11, MIBRERERIKS
0210771, GARRIESE (PR E SR

GeneXpert Infinity System Operator Manual 241
302-8483-ZH, EITHR B 2023-6



REIRRERF

o H 21171, BMARGRENTIEEIMIRE
o 2127, EFEIIARSG

e 212171, RMRAR

- 21227, EHEINARS
. 213 71, BB E T 3% Xpertise A

2.1 &% GeneXpert Infinity &4t

CE Xz Cepheid FilFIN RHITRE.

GeneXpert Infinity system[) 223 F g it e 24T F HIERAER(E B .
o MHETEH RS
. FEHRTRISLERG

ey {E A Infinity-48s Z4tH) GeneXpert Infinity-48s Z25 % #EF#f. 1 Infinity-80 %K) GeneXpert
! Infinity-80 Z 423 F M-

2.2 ZEITEN
=
ﬁ {LzAHZiT Cepheid Bl BHITITEIN REE.

U 323 Cepheid FIIIIA G 22T HENLBSCRAE PP SEHL I E . RSN
BRI, KR Cepheido HZ WHT 5 P HIBAR I — T ISR AE R .

2.3 EBESERARZRAENTH

PLR /2B 518 F GeneXpert Infinity systemFT s (150 H , {HIX ST H A& T34
G

« RPERIINEH) GeneXpert £l
o RREREIINERIESR S AN L 1 A A P A [ K e s A A )
« ITEINL (AT

BT GeneXpert till G EFTEIHL, TEEER Cepheid. 12 WA & AIHEAR B —
LRI RE L.
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24 HRBREZ%
Ao w3t G, KA TRERHR RS HERXI RS .

BE ZREXAGE, FRASTHBENABRESE. IRRZEAINNERFAE, REUEFSERS
z

1.  ZJTJA GeneXpert Infinity system, Hf LIRSS 4 2 FF BB (ON) 17 &
(D, W B 2-1 FHETR.

21, TREBIEFX

1ZHYRTF R AE GeneXpert Infinity system1E[HI 147 R /7. %) T Infinity-48s, &
Z WA 1-1; %F Infinity-80, HZ WK 1-2.

2. RENARGHFFMRL 1 0Bl

T EH AT g R A2 Windows 7 5 Windows 10
iE X Windows 7 IEFIERF, BSLE 2417,
AX Windows 10 B RERF, BSLE 24275,
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2.41 Windows 7 B51EF

1. 7£ Windows 7 I, FFHLER 27~ Windows 1K /7 ff . 162 WK 2-2.
GeneXpert Infinity system 1 & HLEAC & #1> Windows M 7
Cepheid-Admin 1K/ &M T AR E5%, wsirilik. REie &AL
H3¥r. 1M Cepheid-Techsupport itk /' ffit Cepheid Technical Support {5,
an & 2-2 TR

%. Windows 7 Professional

2-2. Windows 7 kPR

2. 7E Windows I /7 E %% |, #%$% Cepheid-Admin H iKWK 2-2) .
H I Windows %47 #. WS ILE 2-3.

i TEHRETRES (BHA) 2. EXERN, SFEEATN. BOENAPEREEXHR
EO

3. 1F Windows Zf4E%: (W, K 2-3).F, BANZG. BRINZEL A cphd I Hab
TERIGE S RN o GBI « BB AFEEAER G, WA
I3 HC B NS DAL A J5 8 SR o 27~ Windows 7 4% [ B %

LR A5 Bl N RIAFREAE — L T .
HIREXAG G, HAZHAESEERRE L.
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Cepheid-Admin
ET—

S

%. Windows 7 professional

2-3. Windows 7 Zf0RE
4. )3 Xpertise fF. S WHE 2.5 7.

2.4.2 Windows 10 EF12FF

1. 7£ Windows 10 I, F#L)E, HI Windows 8l fi . S WHE 2-4. Al
% PR E LR R Windows K P A RS B %e . 162 WLIE 2-5,
GeneXpert Infinity system TH5HHLACE P> Windows 1K 7
Cepheid-Admin k)& TR % L%, wsfrillsl. REHEMR:
¥ 1 Cepheid-Techsupport K /' { fft Cepheid Technical Support 1 F o
HZ WA 2-5.
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2-4. Windows 10 iERE

2. {E Windows MK 7 FIZ5 15 5f %5 -, 1%+ Cepheid-Admin f ik ' (GEZ L
2-5) .

i TEHRETRES (FHA) 2. EXERN, SFEEATN. BOENAREREEXHR
EO

3. 1t Windows Bk P RIS BE 5 (I 2-5) b, BIANEN., BROAEA
cphd JF H A ZRAEVIUR B B0 R IR R « B0 RS H i
SR, BINEC R DAL 5 8 S . ) Windows 10 5[

LR AL 5 Al N ARIAFREAE — L i T .
HIREFZARG G, FAZEAAESCE R E S
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R

Cepheid-Admin

2 Cepheid-Admin

,Q\ Cepheid-Techsup...

2-5. Windows 10 it FHIZIRE
4. A3 Xpertise T HSWHE 2.5 7.

2.5 FE—XIFEh Xpertise ¥4

A AR, AR P A S, R S AR E R (B0
2.67, EXHPRBER) , BRGSO 2 B R N P A R
BES W 525, Bt

Windows 7 - BEE{F
ARG MEETENZ )G, B LLLLFIR T R — B s
:x «  ff Windows #[H I, Xl Xpertise Software E#7.

Xpertise
Software g‘é

P ¢+ 7E Windows {E554% |, #L4F KFRIFILFFAI Programs (FREER) ->
Cepheid -> Xpertise Software. &2 W[5 2-6.

=1

GeneXpert Infinity System Operator Manual 2.7
302-8483-ZH, f£1ThL B 2023-6



REIREER

% Remote Desktop Connection »

WU Microsoft Word 2010 ,

o SQL Server Management Studio
% Express

:mE{ WordPad 3
—\

ﬂ Notepad 2
x)f- Adobe Reader 9 3

% DTerm - Shortcut

rg iface_infinity.exe - Shortcut

2(—';] Microsoft Excel 2010 >

Bl Getting Started 4

! Connect to a Projector

»  AllPrograms

l Search programs and files pe I

=
Adobe Reader 9

@ Default Programs

[&%/ Desktop Gadget Gallery

(& Intemet Explorer

% Windows Anytime Upgrade

] Windows DVD Maker

£ Windows Fax and Scan

@ Windows Media Center

Windows Media Player

Ej Windows Update

<4 KPS Viewer

2
1. Maintenance

. Microsoft Office

1. Microsoft SQL Server 2005
1) Motorola SNAPI SDK

1) Morten AntiVirus

| Startup

1 Back

| Search programs and files pol ‘

—

Adobe Reader 9

@ Default Programs

[ Desktop Gadget Gallery
(& Internet Explorer

'_«:. Windows Anytime Upgrade
*:3 Windows DVD Maker
=3 Windows Fax and Scan
€ Windows Media Center
@ Windows Media Player
& Windows Update

-4 XPS Viewer

1. Accessories

‘,:J U d pe e Sortware
. Games

, Maintenance

) Microsoft Office

., Microsoft SQL Server 2005

J Motorola SNAPI SDK

. Norton AntiVirus

| Startup

[T g Sy ey — —

4  Back

| Search programs and files pel l

Cepheid
Documents
Pictures

Music

Computer

Control Panel
Devices and Printers
Default Programs
Help and Support

Run...

Shut down ||

2-6. A2 (Program) ¥ B F%) Xpertise #f (Xpertise Software) - Windows 7

Windows 10 - Bahk

TR RGNEETTFEN 2 )G, B PLLL A5 22— )8 Bt
X .
2|

Xpertise
Software

B

£ Windows S1H I, X Xpertise 4% (Xpertise Software) 47 .

e {E Windows fE55#2 |, 1E#F Elbr, SR)51EFE Cepheid -> Xpertise ¥ {#
(Xpertise Software). 5% LK 2-7.
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:

File Explorer File Explorer

Notepad
Remote Desktop Connection
Adobe Reader X

Microsoft Edge

Adobe Reader X

Alarms & Clock

Broadcom

Calculator

Calendar
Cl nera
Cepheid

Connect

Notepad
Remote Desktop Connection
Adobe Reader X

Microsoft Edge

Adobe Reader X

Alarms & Clock

Broadcom

Calculator

Calendar

Camera

Cepheid

X Xpertise Software

me > %

2-7. \#£Fr (Program) B8 Fzj Xpertise X {§ (Xpertise Software) - Windows 10

Windows 7 #1 10

GeneXpert Infinity system/)i zl 5E 32 H ZIH L (S B 2-8) , Z 5% H B Xpertise
B & (Database Management) LAEX . 165 LK 2-9. 7854 25 1
(Database Management) __{E X iE# & (NO). Xpertise H A (Xpertise Software) = T
THEXESER. HSILE 2-10,
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GeneXpert. Infinity

//Cepheid.

A better way.

©Cepheid

2-8. Xpertise IEBHRE

Eopreis. Xpertise Software s

Module Status Database Management v
Module Status YES
Name ‘

a

Do you want to perform Database Management tasks?

03/05/1911:32:17 isyslem GeneXpert® Infinity Xpertise Software, version 6.8, started 09/05/19 11:32:17 |
03/05/1311:32:17 ‘.3y5|em Software Initialization Database Integrity Check completed

2-9. Xpertise B $IBEETE (Database Management) T{EX

2-10 GeneXpert Infinity System Operator Manual
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<None> »g l‘ z I"]

Module Status Tests Since Launch _
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDERS
Name D Name Type Date Minutes
A1 Available To Result| _.
e =]
A2 Available -
RESULTS

A3 Available

A4 Available g

B1 Available DATA

I MANAGEMENT

B2 Available

I o

B3 Available =
=

EBL‘I Available SETUP

501 Available

I

C2 Available

C3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 11:34:15 Gantry “Remlnder 7263: Recovered gantry to safe location
Q 03/05/19 11:34:20 System ‘Fu\I Automation Operating Mode
03/05/19 11:34:20 System “We\come to GeneXpert Infinity System

2-10. Xpertise B iE 0 TEX

2.6 EXFARMRER

7t GeneXpert Infinity system iz T AL IHET, J6E X GeneXpert Infinity system’E
HOAEA RGP . BrE R R DhRes ] A Xpertise X (Xpertise Software)
FRTAEX TR ERAT .. FHSIE 2-11.

2.6.1 HAPR3*EH

GeneXpert Infinity systemP] 145 B 57 O & MASEI I 2 2R B B AT 55 254 (Basic)
%Dii‘f*‘ (Detail). 1??3%%'5@5, T AT DURR 4 2H 2 P IR S A5 FH bl 1 R o A2 2
RERIVT IR BLPR . Fltn, TR B A E £ 2-1 iR H UK .

R 2. #kSHREREI R PR K R R

BITEEM
i gk il E{Tii EEGR BTHERR RBTHRE
EK (Basic) = R & &
%15 (Detail) = FBEAER =R 5
EHER (Admin)* = FIEHMEER i) =
EH O PR B PAT IR S B, BAGE HE SOX SRR
GeneXpert Infinity System Operator Manual 2-11
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2.6.2 HEEARAPHIR
5 FH LA R R4 2 PR 20 1 PR

1.

Module Status

7 Xpertise 1 (Xpertise Software) 301 TAEX A1, EFFi&E (SETUP) %4
WS 2-11. BoRwEER, S ILE 2-12,

AP ZEBEE (USER TYPE CONFIGURATION) ##4 (ZWKE 2-12) .

BB P 2RI E (User Type Configuration) XJ i HE B8 — MR K . 1

Z I 2-13,

P 4RER (EDIT) 4ZHIB0E T/EX (WA 2-13) AR TE R, TAEKX

RE N H F AR CREKBHIAR - S WE 2-14,

A BRVFRE—H P RBPAT AT, GRS R IEAE .
WS WA 2-2 LUT R se B R FI R AT 55 U0 .

B. BB, TR B G AT 5 SRR AE

C. ZDRPTA R P RAGR B 2B R L, EGHEIRAKINZE
(RESET TO DEFAULT) #%4H . %440 7] fE g i 2 b Adi ]

A O e AR E M FIRR T, WLFRTF (SAVE) 424 (S WK 2-14) (RFE
5, Jfik$ERHE (CLOSE) %41 LIk i TAEIX . 525 WK 2-13.

Tests Since Launch g

Module Status
Name

A1

Available

Available

A3

Available

A4
B1

Available

Available

B2

Available

B3

Available

B4

Available

C1

Available

C2

Available

C3

Available

C4

Available

D1

Available

D2

Available

D3

Available

D4

Available

Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDERS
D Name Type Date Minutes

To Result] _
d

RESULTS

DATA
MANAGEMENT
L
pef

o=
-—

SETUP

|

MAINTENANCE

03/05/19 11:34:15 Gantry “Remlnder 7263: Recovered gantry to safe location
Q 03/05/19 11:34:20 System ‘Fu\I Automation Operating Mode
03/05/19 11:34:20 System “We\come to GeneXpert Infinity System

2-11. Xpertise B ETT TIERX
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Eopreis. Xpertise Software do> o@ @ z lﬂ

L

/m}g

Module Status Tests Since Launch
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status’
Name D Name Type Date Minutes

A1 Available To Result|

A2 Available

A3 Available

A4 Available

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

Cc2 Available

c3 Available

c4 Available

D1 Available

INSTALLATION

D2 Available QUALIFICATION

D3 Available (}‘

D4 Available o

OPERATION
MODE
=
BACK
I 03/05/19 11:34:15 Gantry Reminder 7263: Recovered gantry to safe location.
g 03/05/19 11:34:20 System Full Automation Operating Mode
03/05/19 11:34:20 System leicome to GeneXpert Infinity System

2-12. igE¥®

//cepnw. Xpertise Software Eo ": :‘ z Iﬂ
# -

T 5

Module Status User Type Configuration \ p
Module Status Basic Detail EDIT
Name) Order Test and View Outstanding Order -
A1 Available 1
Cartridge /O
A2 Available
Stop One Test or All Tests
A3 Available
Edit Test Details
A4 Available
/Access Manage Assays
B1 Available
Delete Assay and Lot Specific Parameters [=]
B2 Available
Manage Assay Definition
B3 Available
Archive Test(s)
B4 Available -
Purge Test(s) -
C1 Available
Retrieve Test(s)
C2 Available
Backup Database
c3 Available
Restore Database O a
c4 Available
Compact DB and Run Database Integrity Check (] =]
D1 Available
\View Specimen, Patient and Patient Trend Reports
D2 Available
|View Control Trend and Assay Statistics Reports a
D3 Available
\View System Log O | =
D4 Available
Edit System Configuration [m]
View IQ Report
Change Operation Mode (=]
Resume from Emergency Stop o D
3/05/19 11:34:15 Gantry "Remlnaer 7263: Recovered gantry to safe location
g 03/05/19 11:34:20 System ;Fuu Automation Operating Mode
03/05/19 11:34:20 System bl\le\come to GeneXpert Infinity System

2-13. RiBRETHI A P2 8E B (User Type Configuration) T{EX

GeneXpert Infinity System Operator Manual 213
302-8483-ZH, #&ITHR B 2023-6



REIRRERF

<None> »g g‘ z l"]

Module Status User Type Configixation ¥
=7,
Module Status Basic Detail SAVE
Nare) Order Test and View Outstanding Order ] -
A1 Available i
Cartridge /O 2] x
A2 Available
Stop One Test or All Tests 7] 2] CANCEL.
A3 Available
v Edit Test Details “ ®
A4 Available
L Access Manage Assays
B1 Available RESETTO
Delete Assay and Lot Specific Parameters ] DEFAULT
B2 Available
Manage Assay Definition 2]
B3 Available
Archive Test(s) 2] 72}
B4 Available -
Purge Test(s) = T
c1 Available
Retrieve Test(s) =
c2 Available
Backup Database 7]
C3 Available
Restore Database [m} (]
c4 Available
Compact DB and Run Database Integrity Check =] a
D1 Available
\View Specimen, Patient and Patient Trend Reports 2]
D2 Available
\View Control Trend and Assay Statistics Reports [m]
D3 Available
\View System Log = -
D4 Available
Edit System Configuration [m] [m}
View IQ Report 7]
Change Operation Mode [m] b
Resume from Emergency Stop a ¥
03/05/19 11:34:15 Gantry Reminder 7263: Recovered gantry to safe location
Q 03/05/19 11:34:20 System ;Fuu Automation Operating Mode
03/05/19 11:34:20 System Me\come to GeneXpert Infinity System

2-14. BRI AP 2EEE (User Type Configuration) T{EX
R 2:2. AFESRBA

EILARiZE
Efx i¥tF EHA
£% ik (Basic) (Detail) (Admin)
ERNXNEERTHER ALEEIES—T (5 552 %) HEEHLERS

(Order Test and View (%1094 %) . X X X
Outstanding Order)
®ME 1/0 (Cartridge 1/0) mitEEEeNE (% 1014 %) X X X

{2 1E— AN s £ ER K ARSI =T ST AL (8557 1) . X X X
(Stop One Test or All Tests)

YRR, S AILLIERIE AR IS (£ 5531 %) . X x x
(Edit Test Details)

I ] TR 5k A[LEIRIG B &% (Manage Assays) TAEX X X X
(Access Manage Assays) (5 210%) .

M BRAS MR FN4E EHE A S H ANEEMBR—MEMEEY (5 2104 1) BEEMASE

(Delete Assay and Lot Specific (£ 2.10.6 35) X X
Parameters)

EEONEE X AL NRNEE X (gxa) FEE# R SE (gxr) XX X X X
(Manage Assay Definition) (F210%) .

MK (Archive Test(s)) ALLEEENREE (F5717) . X X X
iERMIR (Purge Test(s)) AL MEIREHBRME (£ 571) . X X
HZMR (Retrieve Test(s)) ALEEANERERR TSR (F5721) . X X
£ HIBE (Backup Database) TitE&MEIEE (£573%). X X X
WE HIEE (Restore Database) FJiLIEWMEHIEE (¥ 5747) . X
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% 2-2. AAP{ERiRAA (Continued)

£

ik

Hi\AFizE

EX i EBER
(Basic) (Detail) (Admin)

ERHIREFPITHIRE TE M

ALGEESEE (£575T) ARNTHREETEERE

¥ZE (Compact DB and Run (£5767). X
Database Integrity Check)

HEEHRRE. BERENEE WLEEMRERIRE (Specimen Report)

IR (View Specimen, (% 10.12.2.175) « BEHE (Patient Report) X X
Patient and Patient Trend (%6 10.12.2.2 75) sEEBEIRE (Patient Trend Report)

Reports) (% 101223 %)

HERIEERIQNELITEE AILIEEMRREBEEIRE (Control Trend Report)

R 2 (View Control Trend and (5 6.4 T7) URMMESITEIBIR S (Assay Statistics X X
Assay Statistics Reports) Reports) (£ 10.12.2.6 1) o

EERGHE AL ESIR AR RE X RIS HRORE X X
(View System Log) (F9.122%) .

RERGERE AL REREREE (B 27%). X
(Edit System Configuration)

BHE IQ % (View IQ Report) FILAEEFEREMINRE (F297) . X X
BRI TMILEEAERDU (£ 564 T) AFHRE X x
(Change Operation Mode) (£ 562%F) #K%.

MNEREERERE ALENER2ELLRERE (£ 5597) . X X
(Resume from Emergency Stop)

HATHER ALIEEEEET (% 9.57) HEUK GeneXpert i HHY X X
(Perform Maintenance) HEMBHITES (£987).

iZITEH (Run Self-Test) AEEBITIERE SR AR (£ 9.13F5) . X X
MR R HERRAE SR AL AT RS R HE BRI B 1R RIS X X
(Exclude Modules From Test) (F914%F) .

BELXTHIE AR RETF (About) BOHEFRHMAS . MBUEEF X X
(View About Box) BAFAIAY (58 10.12.577) »
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2.6.3

2.6.3.1

iE

EE

Module Status

EHAR

£~ GeneXpert Infinity system& 51, #0] DL

o RIEBIRGONHLH T K

Xpertise A7 7]

© R ECE S

o ARG
RINEAPR

D B P ISR R G AR AT

AMPE— AP HE

EER. AFEERREXHALLE

ERMEtAFRHRERRSE.

HEEEXEEREEXHE, EAERREMHASRIREAAESHIRER.

AEFRFRANABYREEEFZEHVREASERERERI BB TNREGEATERESR.
HFFMETHERNKRES, BRHEREELTIEBRAP (Detail User) R EARMAF (Basic User)

BR (BLER).

IR

1. 7E Xpertise #ff (Xpertise Software) £ 7l T/EX (ZWHE 2-11), J‘ﬁiﬁiﬁﬁ
(SETUP) fil, 44 i %:4% P #18 (USER ADMINISTRATION) fifl. %
WL 2-15. H P& (User Administration) TA/EX & Eox. iES LK 2-16.

<None> »g l‘ z I‘]

Tests Since Launch

&

Module
Name

Status Patient ID Sample Mod
D Name Type Date

Avai

ilable

User Test | Result Assay Start

USER

Estimated ~ Status ADMINISTRATION
Minutes e —

Av:

/ailable

AV

/ailable

Avail

ailable

\ailable

ailable

railable

ailable

/ailable

\vailable

ailable

ailable

ailable

HHEHEHEEEHEEEEB

railable

\vailable

To Result q
g
g

USER TYPE
'CONFIGURATION

SYSTEM
CONFIGURATION
)

Pl
EES]

AUTOMATION
'CONFIGURATION
R S

MANAGE
ASSAYS

INSTALLAm
|
CHANGE

OPERATION
MODE

=

BACK

Gantry Reminder 7263: Recovered gantry to safe location
System ‘Fu\I Automation Operating Mode

03/05/19 11:34:15
g 03/05/19 11:34:20
03/05/19 11:34:20

System b/ve\come to GeneXpert Infinity System

2-15. g BE¥8®

2-16

GeneXpert Infinity System Operator Manual
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REIRKEF

Eoprei. Xpertise Software doe> o@ @ z l"]

A B0 @
A =
Module Status User Administration ':D:'
Module Status ADD
Name User Name | Full Name ‘ Type
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available }l{
B4 Available CLOSE
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/1911:34:15 Gantry ;Remlnder 7263: Recovered gantry to safe location.
Q 03/05/19 11:34:20 System '\Fu\l Automation Operating Mode
03/05/19 11:34:20 System ‘Lweh:ome to GeneXpert Infinity System

2-16. P& (User Administration) T{EEX - ;2B APBIVIHBRE

Eoprei. Xperttise Software o> o@ @ z lﬂ

A oo
%
Module Status Add User v
Module Status User Name -
Name |MyAum1n ‘
A1 Available
Full Name x
A2 Available [
| User ‘ i
A3 Available CANCI
A4 Availabie [Sicsssases ]
et trored Confirm Password
B2 Available ]
B3 Available
B4 Available -
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:15 Gantry ;Remmder 7263: Recovered gantry to safe location.
03/05/19 11:34:20 System '\Fu\l Automation Operating Mode
03/05/19 11:34:20 System ‘Lweh:ome to GeneXpert Infinity System

217. AFAFPERRRFMAR (Add User) T{EX

GeneXpert Infinity System Operator Manual 217
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%R (ADD) #41 (Z W 2-16) o HIIH P (Add User) TAEIX £ &R,
WZILE 2-17,

PR 4#& (User Name) =B, BBAN—MLE 6 210 MERF (ATREEE=
) KiME—H P 4. ENERIMPE—MAPAERER: FiL, flh, #EA
MyAdmin (EEERI AR o

(Mi%) 7E£& %A (Full Name) 7B, BN P A4 BEEBREA . 7R

o, B A4 NEIERAP (Administration User). 44 &% 1,5 32
NFRF . EERRIRTR, Blansls (). mREARMA, B
HENEZ T BR i P 44 A FRE ORI IR 2

#Z G (Password) AL EH (Confirm Password) 7B 41, #AF K
. ELIEH 6-10 AT,

fERPZER (User Type) 4K, EFZH PR (B0 2.6.1 1) o X
TEHI, MFIFESESE Admin.

YR TERNET, IREERE (OK) HAH /A7 S O TAEIX . F P& B (User
Administration) TAEX < RmHPEE.

Z LK 2-18.

émhw pertise Software

%D

Module Status User Administration E['Ij

Module Status ADD
Name User Name Full Name Type
A1 Available Basic User Basic User Basic
A2 Available Detail Detail User Detail
A3 Available MyAdmin \Administration User IAdmil
a4 Available
551 Available
EEZ Available
B3 Available }l‘
EBA Available CLOSE
501 Available
‘CZ Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:15 Gantry Reminder 7263: Recovered gantry to safe location
Q 03/05/19 11:34:20 System ‘Fu\I Automation Operating Mode
03/05/19 11:34:20 System b/ve\come to GeneXpert Infinity System

8.

9.

2-18. R RAPHI AP &R (User Administration) T{EX
BERNIMEINI R, i EEER N (ADD) $%4 (LK 2-18) HHELELIE 3 &

WIR T,

HOIIMPTA R, & RA (CLOSE) {44, 52 LKl 2-18.

At EINIHSN D BIR G, BRI RSN B E S e
ARG ECEhRERT, & B I NAE A B A P B E SR B SR R G
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2.6.3.2

miE AP ECE

ICEAEBAR B AT LAgadR . A el Be H P Be B S0 . 28 oA P B,

BT P C B A R AT AR T 2

1. 1E Xpertise # 4 (Xpertise Software) £ TAEX (LK 2-11), EHFRZE
(SETUP) fitll, #AJ5 %+ FIf &8 (USER ADMINISTRATION) #i4ll. %%
UL 2-15. H P& # (User Administration) TAEX & Eox. 15Z LK 2-19.

2. {EH P (User Administration) TAEXH (& 2-19), fEFP%#& (User
Name) 51|, EFAEZEREIH . W38 (EDIT) #8028 s QAL
FUR )

3. EPE4mEE (EDIT) i%40. ZwiEH ) (Edit User) TAEX 28R, E& WA 2-20.

4. MEFEBREL, NEERFRE (OK) #24 DLORAEE S 8 A TAEIX . P
B (User Administration) LAEX B r~HAEE. S LA 2-19.

5. ZWiEM ) EESCI SRR, EFEKHA (CLOSE) #4Hl. 2 WKl 2-19.

. ] (1)
Module Status User Administration E['I:l
Status ADD
User Name Full Name Type
A1 Available Basic User Basic User Basic AN g
A2 Available il Detail User Detail N
REMOVE
A3 Available MyAdmin |Administration User |Admin
A4 Available !
B1 Available EDIT
B2 Available
B3 Available }l‘
B4 Available CLOSE
C1 Available
C2 Available
c3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:20 System |Full Automation Operating Mode
g 03/05/19 11:34:20 System leicome to GeneXpert Infinity System
03/05/19 11:49:00 System User [Administration User] login.
[Z] == ini H
2-19. R &I (User Administration) T{EX
GeneXpert Infinity System Operator Manual 2-19
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Administration User ‘z z» z lﬂ

5 o> o
2
8
Module Status Edit User v
Module Status User Name -
Name 'Delan ‘
A1 Available iy x
A2 Available
IDetall User ‘ s
A3 Available New
A4 Available [ ]
B s Confirm New Password
B2 Available ]
B3 Available User Type
B4 Available Detail i
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:20 System "Furl Automation Operating Mode
03/05/19 11:34:20 System “We\:ome to GeneXpert Infinity System
03/05/19 11:49:00 'System "User [Administration User] login.

2-20. %m38 AP (Edit User) T{EX

2.6.3.3 MgAR
T FH P T B S A

iE

1.

3.
4.

7E Xpertise 7 (Xpertise Software) E T TIEX (S WA 2-11), J‘ﬁﬁﬁiﬁﬁ
(SETUP) fil, 44 4% P #18 (USER ADMINISTRATION) fifl. i %
WL 2-15. H P& (User Administration) TA/EX & Eox. ES LK 2-19.

TER P (User Administration) TAEX 1 (S ILE 2-19) , fEFARP & (User
Name) 51/, LSRG ZEMERFA . MR (REMOVE) 4281 28 HuE (%
AAE) .

EHMER (REMOVE) %4, FH 2 RSBk .
FEMIBR— DR BCE S )E, e #KFA (CLOSE) #24l. 1§25 WL 2-19.

NREMBE—RAFE, ZAR R E SR EERIRES .
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27 BRERS
A E BRI P AT LABCE GeneXpert Infinity system.

1t Xpertise X (Xpertise Software) £ TAEX (WK 2-11), EFZE
(SETUP) #41l, AR5k ¥ RSB E (SYSTEM CONFIGURATION) %47

1.

(BZHHE 221 . RGBELEF RS ER. HS LK 2-22.

Administration User »g zt z lﬂ

Module Status Tests Since Launch g
Iﬁ?r:;e Status Patient ID Salrgple Nb/:::e User ;I');e; Result Assay 2‘:‘2 j:::g;:z Status M::,f_:‘m
L 2
-
T
s
C3 Available ':ASNS:(VSE
T
— QA
&
e D -
03/05/19 11:49:00 Sys(em "User [Admmlslrallon User] Iogln
2-21. g E¥ % - EAP (Administration User ) B3
2. (THARGNERBIZH, WE T
o —MHTRGIAFR. H PRI RIS UL SR A ) 7 15
(G 2.7.1795, WHTAEXD
o AT S FERRAE MBS R R AR AR G 2.7.2 7, SRR AR DO
o M HAT AP R 2737, FARYEE TAEXD)
o REMGEERGIMW GE 27471, FHUEERE TIEX)
o FRERFMIEARS (FF 275795, FEHLIERARRS TAEXD
3. WEHIMKE. ESIHE 2.8 71, HARRE VAN, M FAE K RI%
B, wE TSI
o WEAEIMNMLIhEE G 2817, HIMBEE TIEX)
o WERWSREZM G5 28271, mill&EMRE T/EXD
GeneXpert Infinity System Operator Manual 2.21
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Administration User »g z‘ z Iﬂ

Module Status Tests Since Launch ﬁ
E=
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated|  Status GENERAL
Name D Name Type Date Minutes
A1 Available To Result %
A2 Available
FOLDERS
A3 Available
I
A4 Available g 3
B1 Available ARCHIVE
SETTINGS
B2 Available
= L
B3 Available el
B4 Available HOST
'COMMUNICATION
C1 Available SETTINGS
c2 Available o)
gl
Availabi
C3 \vailable .
C4 Available CODE
D1 Available
D2 Available :
BACK
D3 Available
D4 Available
03/05/19 11:34:20 'System [Full Automation Operating Mode
Q 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System ;User [Administration User] login.
|42 i
2-22. ZEFRERS
271 BAILEER
M. m

fEFHE L (General) TAEX 70 HBc—/MME— K] 44 R4S Infinity System, %45 F BN (7]
%, FFECE M TR MR I .

1.

1E Xpertise #f (Xpertise Software) 71 TAEX (WK 2-11), ®FiZE
(SETUP) #41l, #RJ5ik#*Z%HE (SYSTEM CONFIGURATION) %40, i
Z WK 2-21.

L E R (GENERAL) 124 . 62 WKl 2-23. #H# (General) T/EX 22 IR
HZWE 2-24.

BHIEE I (General) TAEX, &5 4w48 (EDIT) %4l &2 WK 2-24. LK,
WML (General) TAEX O, JFH T 2-259 A st 47 4k

FEUNR 712455 M (General) TAE X HALZ R A0S B

« R4 AI (System Name) FB - AIEFI RFEAME— AR RAHFR
B RR T AERE .

- HEIESC (Date Format) T Hi — ik H . HAIEMR .

«  BFiE4Est (Time Format) MR — &+ 24 /NS (24-hour) BY 12 /NS
(12-hour) # =\,
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Eopreis. Xpertise Software aaminssraton vser 2@ @ @ Iﬂ

¥

/m}g

Module Status Tests Since Launch @
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status GENERAL
Name D Name Type Date Minutes

A1 Available To/Result
A2 Available
FOLDERS
A3 Available =
Fic]
A4 Available v
B1 Available ARCHIVE
SETTINGS
B2 Available
g
B3 Available el
B4 Available HOST
COMMUNICATION
C1 Available SETTINGS
C2 Available \@:
lgj
Availabl
c3 wailable HOST TEST
c4 Available CODE
D1 Available
D2 Available

D3 Available
D4 Available
03/05/19 11:34:20 System ;Fuu Automation Operating Mode
Q 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System ;User [Administration User] login.

B 2-23. Z4GHRER P

eoheic. Xpertise Software Administration User Qz zo g lﬂ

BACK
Module Status General p
P
Module Status System Name | PC ] EDIT
Name
; Date Format  [MW/DD/YY [-]
A1 /Available
A2 \Available Time Format |24 Hour (HH:mm:ss) [ |
A3 |Available Use Patient ID

V3 Available Patient ID
B1 [Avallable [ClPatient ID 2
B2 \Available

[J Patient Name
B3 Available

Patient Demographics

B4 /Available LlFat Speet
- F— Require Start Test Login
= s O Never
o [nistats ® Aways

C4 \Available O start Test Login Timeout (In Minutes) D]

D1 (Avallable [ Print Test Report At End of Test
D2 Available
[ include Amplification Curve
D3 Available
Assay Statistics Deletion Reminder
D4 Available

Database Management Reminders

09/05/18 11:34:20 System [Full Automation Operating Mode
09/05/18 11:34:20 System ‘Weu:ome to GeneXpert Infinity System
—

09/05/18 11:49:00 System "User [Administration User] login.

B 2-24. EHITER
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;/cgw,d_ Xpertise Software

Administration User Qz zt g lﬂ

S.

Module Status General
Module Status System Name |Genexpert PC
Name
Date Format [MMDD/YY [+
A1 IAvailable x
A2 \Available Time Format |24 Hour (HH:mm:ss) ‘vl
CANCEL
A3 Available [v] Use Patient ID
A4 jAvaliable Patient ID
Available
B! = Patient ID 2
B2 Available
[ Patient Name
B3 Available )
- o V] patient Demographics
o1 [avatiable Require Start Test Login
c2 Available Sy
c3 \Available ® Always
C4 Available © start Test Login Timeout (In Minutes) ED
o (Avallable [] Print Test Report At End of Test
D2 IAvailable
O include Amplification Curve
D3 Available
Assay Statistics Deletion Reminder
D4 Available
Database Management Reminders
n 03/05/19 11:34:20 Sys(em Full Automation Operating Mode
03/05/19 11:34:20 'System \Ne\come to GeneXpert Infinity System
03/05/19 11:49:00 System vUSE( [Administration User] login.

2-25. HiERIEM (General) T{EX

HEFFEIH R LA R IEAE:

« {ER2E¥E ID (Patient ID) — 1R j5 A & ID (Patient ID), i&7] LA AN
i/ i35 1D (Patient ID) % %15 . ik {ER B & ID (Use Patient ID) <1
FOT I S A AE AR OO -

2% ID (Patient ID) — 11 L {EFAE# ID (Use Patient ID) 5 H, B&
ID (Patient ID) th2 5 F - BT BN A)ik . Z7BOATIE, FFH W
REHEH D, ARELTHRN . £ 1D (Patient ID) FB A5 i
Z AR FFERF CRMFEIEE UL 7R/ -

#£#& ID 2 (Patient ID 2) — 4 REAEH ID (Use Patient ID) 5 HI,
¥ ID 2 (Patient ID 2) FJRE< 3 A, DLARVFRIAGIN ) B S0 br
We ZFBONTEI BB E G M EHE ID, AHREmA. £
BIRHELL S 84 ID 2 (Patient ID 2). &3 1D 2 (Patient ID 2) 7B
A RE 32 NMERUEER ORNFEIRE U275 -

B &2 (Patient Name) — 1 {EFH 2 & ID (Use Patient ID) /i3
i, BEMEA (Patient Name) 75 UL U VFIN BB 4. ZF B
RIS HAn R N B E 4, WA DRI

BF WA (Last Name) BT S & Z 194 MEREFFRF OF
BFEIRE A ER) o« B4 A (First Name) 2R AT & &2
30 MR FEER (NEFEIEE SR .
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.  BEEZXFE (Patient Demographics) — &) LU i HEAE
K. (Patient Demographics) & B 0] L. FEAE BB S50 B i 2l
A SAH Rk
AN, BEEAEE GREW4A. AR, Rk, v
FIBZRG D Fg S B 4% ORATFAE GeneXpert Hlia e, A& AEHAF

N

FEEM (General) THERH, BHEEX{FE (Patient Demographics) S%EHE IS
i . RAEEAANARRBUEAxBEELXIEE (Patient Demographics) 5. &A1
BHIR NS RRNEEBRAEEEER.

MNFAFMAEREETHRESE, BE ID (Patient ID) ZREETHEER, BH ID2

i (Patient ID 2). B& & (Patient Name) 71 HEE A {58 (Patient Demographics)
FRUEETADER.

o ERFHMXBF (Require Start Test Login) — i%iE A il 2 44 B &
BC B 2 15 75 N A I A N 53 ) R 38 B M AT 46 MK 8 5% (Start Test
Login) PL S FF 46K 5 5% (Start Test Login) [ [A] o
B AT R A
WA (Never) — TEF54 MK (Order Test) TAE X H ik F1R3Z (SUBMIT)

FEA T, FFURIAE Sk (Start Test Login) 44 A2 2R .

o IR (Always) — ZETUE A E . EFE2 MK (Order Test) TAEX
IR R (SUBMIT) 425, FFURMINEE % (Start Test Login) 452

TV

«  FRXEREBE (BHL: 5%h) (Start Test Login Timeout (In
Minutes)) — I FIEFZIET, RGN H & P g ST a6
A 3% (Start Test Login) A2 FIHY A1 REIR . &I X BT J5, i 1
1R3Z (SUBMIT) #24RF, 2 H BT 4G5 5% (Start Test Login).
MEALA P ERE, BRI S E .. RGE AT U
TRIFIFRM 1 2] 60 43 BhidtAT kB Em A [FVE E ) —AME . B
1859 30 735k

o EMREREHTED MR & (Print Test Report At End of Test) — i%i% 1

AR AR 5 LB RIS 2 E 24T B 2] Windows R St BRIA BIFT L.

«  HIEY ML (Include Amplification Curve) — 755 I FEMR 53R
BHTED ik #R & (Print Test Report At End of Test) (K154 T, fH
AIRZIEI, PG i SR AR R MR

i HIREITENRS, TEPRIRERUABRMNARSNERTHREXT. MRRBEAFEE, RESU
EXHIFE AP ST

o WBIESG T SIBMER IR RIS B (Assay Statistics Deletion Reminder) —
GeneXpert Infinity system {17 R 4t iz 47 1A R % 1 5cdE CLE kel
EGTH TS (Assay Statistics Report). ZEHEERAF— 5, W B H
IR, KRR IREE IR S — e . i R R RE,
—F g, I —FrEIES M. BRARERNEIE FAD .
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+  BUREEIEIREE (Database Management Reminders) — 701 R G $21it
Hya s R E T . BARENEH.
R $iBEE B R EE (Database Management Reminders) JifH, 4
Xpertise X (Xpertise Software) & ) FHEAFIR H DLAAT H4 & BRAT 55 16T
SR EH . R A ER P BAPAT AR S AUR G OL T A4 =
B WA P A XA R e R IR EEE TR IREE (Database

Management Reminders) 2t ], A2 BoR T HER0E .

— RIBEGEENMNIES T, EHENTENEREERREEN. RETHENEIREESHE
: REHENBEATERER. REABIREEEIERE (Database Management Reminders), EBt
- BREHERIEEE RN ER.

6. FESEMUH M (General) TAEXPTAIH &, EFRTF (SAVE) HHI LLIR 17 B
B (ZWE 2-25) BiESFEEUH (CANCEL) #2241 DL B ik

272 XHEERIER

{5 A2 (Folders) TAEIX LLBE 3 (Export). i # (Report) « #&43 (Backup)
FEHE H & (Database log) A7 B B F . B0 MO I I BE A2

1. 1E Xpertise #fF (Xpertise Software) £ TAEX (ZIHLE 2-11), EFiZE
(SETUP) #41l, )5k 2 %A E (SYSTEM CONFIGURATION) #%4 . i
Z WK 2-21.

2. EFXFE (FOLDERS) 1441 LR /R 3 AF3£ (Folders) TYEX . 155 I
K 2-23,

3. TEXXMJE (Folders) TAEIX, 1L+%4miR (EDIT) %41 (WKl 2-26) . bk, 3
5% (Folders) TAEX O iE, FEHTTWE 2-27% s b 47 %%

4. FURJTkR4E Folders (3CHF3&) AR X SR ZRIE B -

« 3k (Export Folder) 7Bt — A\ FTAT 3 H A B 4 (1 3 1F
Fegte. B, AL R AL BN RS AE

«  #REXHE (Report Folder) v Bl — S AT FTER) SO ettt . Bk
#, M SR A BRIA B4R

«  E{#3C#% (Backup Folder) 7Bt — 8 N\ & 00 $udla Joe FTE IR SO A
s, D SR AL R ER A B A2

«  BUBFER R %E (DB Log Folder) 7B — S NE 4 12 H & SCIFFTTE
SRR AR B, AT DA SR AR B AR

et BOAXHRAFIHENER. ATHLEEZREE, NEREIEXHRPHIIHEHE S —EHTE
% MR EE L. MR GeneXpert Infinity systemiEIEEI M4k, BRI EEET XK (Folders) TIEX
-

M EEAMTFMERS R LHNXHRME, RS HEHBIMKERSE.

5. fESERCHER (Folders) TARX B AT H &, EFREF (SAVE) 144 LLIRAF
B (WK 2-27) B FEEUE (CANCEL) #48 LLBUH 3 2.
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Z.

/m}Q

epl

1

reia. Xpertise Software

Administration User »g :‘ z Iﬂ

Copreis. Xpertise Software

/m}g

L

oy

Module Status Folders p
Module Status Export Folder e
Name C:
Al (Avallable Report Folder 'l <
A2 Available C:\GeneXpert\report\
CLOSE
A3 ‘Available Backup Folder
C:
A4 Available
[ DB Log Folder
B1 Available c DaBbae;
B2 Available
B3 Available
B4 Available
C1 Available
Cc2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
09/05/18 11:34:20 System [Full Automation Operating Mode
Q 09/05/18 11:34:20 System ‘Weu:ome to GeneXpert Infinity System
09/05/18 11:49:00 System "User [Administration User] login.

2-26. 3 {43k (Folders) T{EEX

Administration User »z zt z Iﬂ

Module Status Folders
Module Status Export Folder
Name [c: J
A1 Available Report Folder
A2 Available e . |
A3 Available Backup Folder
g ic |
A4 Available
DB Log Folder
B1 Available !Ci Database_log\ ‘
B2 Available
B3 Available
B4 Available
c1 Available
c2 Available
c3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
.
03/05/19 11:34:20 Sys(em ‘FUU Automation Operating Mode
03/05/1311:34:20 System Me\:ome to GeneXpert Infinity System
=
03/05/19 11:49:00 Sys(em "USET [Admmlslrallon User] login.

2-27. BIEHISTH X (Folders) TR
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2.7.3 FHIZETER
AR & (Archive Settings) A X DL A S5 SRAF RS 3R B2 8947 9 LA Rt 45
R E AR
AT LLE B ST AR . RIS SRR LA T 371, BB . ot A
LR, IR T DLTFEA.
A OB R AR SO I8 . Never (A Weekly (538D 5 Monthly (%%
JEDIN
BREARAT N, AT PR

1. 1E Xpertise #ft} (Xpertise Software) £ TAEX (=K 2-11), EHFZE
(SETUP) #41l, )5k Z %K B (SYSTEM CONFIGURATION) %4, i
ZIE 2-21.

2. %HF1EH4IEE (ARCHIVE SETTINGS) #4411 Ll /57744 % & (Archive Settings)
TEX. & ILKE 2-23,

3. TEAARYBEE (Archive Settings) TAEIX, & 4w%8 (EDIT) %4l (S0
2-28) . LA, TER4¥E (Archive Settings) TAF X CLid I H o] LLFEAT 4
#, W 2-29 FRTR.

Administration User »: zt z lﬂ

Module Status Archive Settings 2

Module Status O Manually EDIT

Name
A1 |Available ® Manually, With Reminder >|<
A2 Available O Automatically 4
A3 (Avaliable Automatic Archive Folder
A4 Available c\geneXpert\utomatic_Archive\
E1 Available [ Purge Previously Auto-Archived Tests
B2 jAvaliabls; Purge tests after
= ssae
B4 Available
c1 Available
c2 Available
c3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 11:34:20 System [Full Automation Operating Mode
Q 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System ;User [Administration User] login.

2-28. F#4iZ B (Archive Settings) T{EX
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Administration User »: g‘ z Iﬂ

Module Status

Module
Name

Status

A1

Available

Available

A3

Available

A4
B1

Available

ailable

B2

ailable

B3

ailable

B4

railable

C1

/ailable

C2

HHBEHEEB

\vailable

C3

>

\vailable

C4

D1

ailable

D2

ailable

D3

ailable

D4

HEBERHRB

ailable

Archive Settings

XH

© Manually
@® Manually, With Reminder Weekly H
Epe— Cr— 7

Automatic Archive Folder
c\geneXpert\Automatic_Archive\

[ Purge Previously Auto-Archived Tests

Purge tests after
14 days

03/05/19 11:34:20 System ;Fuu Automation Operating Mode
Q 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System ;User [Administration User] login.

4.

2-29. HiERITEHEIZ E (Archive Settings) T{EX

TP P BT

F&) (Manually) — W FEFZIET, P AL E 177 X TF3haT
AR, JEEMPES 5.7.1 700, ARSI BTk T AR I R

Fzh, FIRTEE (Manually, With Reminder) — %l aH T RE 7
P4IR (Archive Test) BRI /o ZERVGETAL T Al ik, He
SE SATREE P PAT A4 o

F P AT DAk PR A A mlo g H B i . BRI BB N .

SR L — AP TE B EAS T, Raug oA P PuTid
BRSPS (BUR TP R o B AT, BAE R HETUR AR BoR
ZARE

«  Xpertise AN FHFE T A 5o

«  Xpertise FA{ R HFR T IEH 2k

o HPEFR (HERIFEMRES .

R PRS- R IR (YES), FA4IK (Archive Test) TAE
XAHaEE 5.7.0 75, AR FTIR EoR.

WHR A PR EE SR FIE R/ (NO), WiKdkst i Ewiatr, JFHH P/
FE T IRFF & $R B 25 A I 43 2R I
GeneXpert Infinity System Operator Manual 2-29
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ooheic. Xpertise Software

&y
Module Status Archive Settings
Module Status © Manually
Name
A1 \Available © Manually, With Reminder
A2 Available ® Automatically
CANCEL
A3 [Available ic Archive Folder
a4 Available [c\genexpertiautomatic_Archive|
B1 (Available Purge Previously Auto-Archived Tests
I
62 Avalintile Purge tests after
" s
EBA Available
501 Available
I
c2 Available
c3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:20 'System [Full Automation Operating Mode
Q 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 'System {User [Administration User] login

2-30. HEI{F#41Z2 B (Automatic Archive Settings)

«  B%#) (Automatically) — W5t £k mi, WAL Ra—RKE AR —
Ko BIFRIEENNTHEHE T RE. B2 LK 2-30. E&FE, TRl
MNP ES, S ERCE PN E 5 AT 5 3R .

BRI E, B R TR A )
o EBNAERY AR RER IR I TE] B 2
o AERY S RLARAELERE B 2
o HEIFERIE, THRMRE 5 SR TS R 2
o WRELERRIBENGS, EMIBRET, EANEEHE A MR 2K
[ ?
EBXER (At Time of Day) N7 A3 A2 H R IE R B s A7 R4 R R 7E TR
AN NEEIE

& Lz E A (Automatically) gz, sHREERER (At Time of Day) This
B3%,

Bz F#3C 43 (Automatic Archive Folder) J& Kk #4744 SCH-R-1F
M7 . Xpertise FAA 2 MBRIX LE S0 U0 FARAFAFAY SO RO RGRY £

W, R EIREHRE R .

EE 15 M E B A SR AL B SN AR 17 8 38 B FE 45 D A R R AR LA B AL RERR T2 75

& R& LUBT H 2 74#489i% (Purge Previously Auto-Archived Tests) &
T AE A2 FH SR AESCHE 2 M Bk TH P 1 3 A7 A AR
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TEHZ EiERML: (Purge Tests After) iS85 FH T % & MK H
ENAERY 5 15 BE 7 B FE R TR B o Y e i J) 5k, Se R AE R ()
R N B 2 T B

ETHBMREERE, FREMNTE bk A MEz. %% LA B 2 FHEEa

B (Purge Previously Auto-Archived Tests) #yiETift, E11&MNERGEHIBEFMERFH R
FREFHEXHP. BRMEER, ANFEXHPERIXLENR. FSHNE 5.7.2%, NEFHEXXH
RS R .

H 374
o STERHTAARYRTEEE - S
o EA BRI P G R E B P S S B)
o AUERY MR BB RS B
o AFiNEAEL 3 3hERE
o SIEHHTAAREIN BT =G B RSN AL BiE )
. ﬁ?i% HEFEHECE P8 B MER, B EE R RFEEESY
25
o U&TE Xpertise BT B H3EAT
WR & B SR B Xpertise A& A £ B B H 347284 )5 ZhiN Al
17, RN BB, K B — N REEHE S
WERH 32 AR IR, =58 i E SR . W bR B Bl A7
R, Xpertise B4k gL IEH AT
5. {ESERAFAY U E (Archive Settings) TAEX AT A IH 5, 1EFARTF (SAVE) 1%
HURAF S (WA 2-29) BULEFFEUE (CANCEL) #2241 DUBGH B ik

274 FHHEEBIZEIEER

i F EHLIE (5 1% B (Host Communication Settings) A [X PLJi F H-C & Xpertise %X
PRI S5 %45 B R S (LIS) B Cepheid Link 2 8] (¥138 15 -

% EAXREFERGREINBRFRE, BESHAE 274171, AXRERERSEREINER.
4 Cepheid Link BEREFHHIBFIRE, ESHE 274275, A4 Cepheid Link FL & FHES.

2741 AFREFEZRZEEEHERE
)5 F AL B GeneXpert Infinity system 22 5256 515 5 KRG FALELS
1. 1E Xpertise #f (Xpertise Software) £ TAEX (S 2-11), EHFZE

(SETUP) #41l, #RJ5ik# 2 %A E (SYSTEM CONFIGURATION) #%40 . i
Z LK 2-21.

2. FEMBHEIRE (HOST COMMUNICATIONS SETTINGS) #%41 (&I,
K 2-23) LLE R EHLESE W E (HOST COMMUNICATIONS SETTINGS) T.{E
X. iEZE 2-31.
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,/cwg,d_ Xpertise Software

7E FHLIEAE % B (Host Communications Settings) L1EX, i&#F4wi8 (EDIT) %
(W 23D Davrgmis EVUEERE . i, EVUEE R E (Host
Communications Settings) T {F X CLiiE I+ H ol an & 2-32 F R dmiE
R BB E BE, L PEUH (CANCEL) 4.

Administration User »g zt z Iﬂ

Module Status Host Communication Settings p
Module Status [JEnable Host Communication EDIT
Name

» F— [J Use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample traceability) >|<
A2 Available

Host ID CLOSE
A3 Available
A4 Available
E1 Available [J Automatic Host Query After Sample ID Scan
B2 Available

Test Order Download
B3 Available
B4 Available Automatic Result Upload
c1 Available

[Juse Instrument Specimen ID
c2 Available
c3 Available
c4 Available
D1 Available i

) ASTM
D2 Available
D3 Avaiable Communication Settings
D4 Available O server
Server IP Address Port #
® Client
03/05/19 11:34:20 System ;Fuu Automation Operating Mode
Q 03/05/19 11:34:20 System “We\come to GeneXpert Infinity System
03/05/19 11:49:00 System ;User [Administration User] login.

BEE

4.

2-31. EHiB{5i8 8 (Host Communication Settings) T{EX
EREMAFEVEG, ETEXKNA EAEERAENIEE (Enable Host
Communication) Zi%HE (Z LA 2-32) . X0 L RVFE EHLEE K E (Host
Communication Settings) L1 [X #7545 A % i

HEERBIWEMERN, 1 GeneXpert REHBRTHERK—NRERI. EHEERMEH
REBRMMENIE.
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Administration User 0: zt z lﬂ

Module Status Host Communication Settings
Module Status Enable Host Communication
Name
A1 ‘Available [[] Use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample traceability)
A2 Available
Host ID
A3 Available H ‘
a4 Available
B1 Available [] Automatic Host Query After Sample ID Scan
B2 Available
ic Test Order
B3 Available
B4 Available [v] Automatic Result Upload
C1 Available
[Juse Instr it D
C2 Available
C3 Available
c4 Available
D1 ‘Available SHLT
O ASTM
D2 Available
i Avatable Communication Settings
D4 Available Olserver
Server IP Address Port #
@® Client
03/05/19 11:34:20 System ;Fuu Automation Operating Mode
03/05/19 11:34:20 System “We\come to GeneXpert Infinity System
03/05/19 11:49:00 System "User [Administration User] login.

2-32. HiERIEHIE(EIZE (Host Communication Settings) T{EX

BEE MEEHALTERHERCTHIEEEERGEMEERARME. TRH Cepheid 121,
= EAERFIEEZEERGERETVERIZEN, B2 9i%##EMA Cepheid Link (Use Cepheid Link)
SikiE.

5. TEENLE(E % E (Host Communication Settings) T1E [X )% ¥ (General) #47,
BN IERRE B IR R IR I H LS 9050 =05 B R G M2 14T 2SR

«  ZEW#LID (Host ID) 7B — BEAME— I EHLAFR, DbniRiEsR 2tk
GeneXpert Infinity system[) 5256 % (5 B R4 s3I0 & 2 R 4% (DMS). &%
Rt 20 N7

« &m0 HfZEEZHEINEN (Automatic Host Query After Sample
ID Scan) & iEHE — 3% FFUEHfd Infinity System HE55 21 5 B 413 5 A 1)
¥4 ID (Sample ID) A1 ID (Patient ID) (R #%E) AHIRBEATIATE 4 .
R AE H 3N (Automation) TAEX ik BaNRR#ES (Auto Submit
Order), NIANGEILEFFIZIEIN .

« BHET#HMiXIES (Automatic Test Order Download) & i%HE — & FH
{# Infinity System &% & BA A =L E W B A e 2

- HILE#HWiXE R (Automatic Result Upload) &% HE — i ok
Infinity System 7R — 52 BED B 34 45 1 E#E F L.
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6.

«  {EFH{LEHM ID (Use Instrument Specimen ID) & EHE — % FpoffF

Infinity System BE#%5 42 i —MME—FIAE A ID, IR [EIZE T, AXEHE N ID
(Instrument Specimen ID) #& HAE fh K HE— ID. "ERIZAFEE TN, fE
IERE S RIBE o BCIBIAE LA A TR BEME—F£ S ID F1E L T IE
AN RV S E— K RE L 1D, BB E NS .

7E FENLESE 1% B (Host Communication Settings) 1 [X f¥) 77 % (Protocol) #47,
WP HLT A8 ASTM FE5 7 %

{EEHLIE/E 15 B (Host Communication Settings) LA [X [1118 15 % B
(Communication Settings) #77, EFIRFZES (Server) 5 & Fif (Client) LI{E
WD RFZ M ERTFERE.

«  BREE8 IP Hbit (Server IP Address) 7B — in ik 1 BR % 88 (Server) ik

W, MIRGZE N —ANH 4 3ME (NNNN) BRI TP ik MM 1% 5
FHURS 221 1P Hodk—3. N AT 0-255 Z 0], ikt % P (Client)
WO, 1P HhhEF B SERT

«  IROS (Port #) 7B — i 15 RiZA T 1024 #) 65535 2 [d].

Administration User ‘z ’: z Iﬂ

Module Status Host Communication Settings
Module Status Enable Host Communication
Name
A1 [Available [[] Use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample traceability)
A2 Available
Host ID CANCEL
A3 Available
t Infinity |
A4 Available
B1 Available [J Automatic Host Query After Sample ID Scan
B2 Available
ic Test Order
B3 Available
B4 Available Automatic Result Upload
C1 Available
[J use Instrument Specimen ID
Cc2 Available
C3 Available
c4 Available
D1 ‘Available SHLT
O AST™M
D2 Available
o Avaiable Communication Settings
D4 Available @® Server
Server IP Address Port #
127.0.0.1 | [1112d]
O client
03/05/19 11:34:20 'System ;Fu\l Automation Operating Mode
03/05/19 11:34:20 System ‘We\come to GeneXpert Infinity System
03/05/19 11:49:00 System "User [Administration User] login.

2-33. FiBERIEHBEEIZE (Host Communication Settings) T{EX

23 YA ENEBEIET & E

H 21484 T4 B % (Automatic Order Download and Result Upload)
FEHLAE ) (Host Query)
F5) &) (Manual Query)

R R kbR HiE WA L AR FE
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* 2-3. WFEH (General) FIEHEFiIZE (Communication Settings) BIA[Ei% Bik N = i1

BEES TH
MEREH
(Automatic Order
Download and FEHEG FNEl
B8 Result Upload) (Manual Query) (Host Query)
EHIEEIZE (Host Communication Settings) TIEX (S HE 2-32)
—
«#m ID ARz REHENEN
(Automatic Host Query After v
Sample ID Scan)
« BRI THMiXiES
(Automatic Test Order v
Download)
« BRI LMK R
(Automatic Result Upload) v v
* EF{ERHEEm ID \ \ \
(Use Instrument Specimen ID) Al Al Al
VES HL7 = ASTM HL7 = ASTM HL7 = ASTM
B15i%E (Communication Settings) BR%5 88 (Server) | BR358% (Server) | AR3% R (Server)
EPiR% (Client) | EPim (Client) | EFPim (Client)

8. EHBRETINEMEE (RIEFE) , LEHETF (SAVE) #Zil. 551

K 2-33,

IR IEA A ENEE W E, L EEUE (CANCEL) 44,

Cepheid Ei{: 7EXf GeneXpert i EHRFIEHEMERE, FHHWIA LIS HIS EHEMNERSE
GeneXpert ZERILEAL, BF (EBRRF) WA TEMAER:

« GeneXpert #X R A

iE + GeneXpert #&illi% E S STHEFNRR A

» GeneXpert THIEFIRE
s ENAFEGRGSREEENR
‘LIS HHHRERE
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2.7.4.2

BEE

71 Cepheid Link BB F#li# 18

—BHERZ%KB E ST Cepheid Link, HIRAFEM Cepheid Link, EHAGEATFIEEEREE
EEZEMKRIRE, STATFETIMFRER. EETEREXREEE ZHRISERIFRIME
FifEmzZE, WBXRXEA Cepheid Link.

3N GeneXpert Infinity system % Cepheid Link J& Fi AL & FHLELS

L.

7E Xpertise BF F 7T (Xpertise Software Home) T/EX (ZILE 2-11), #%®Fig
E (SETUP) ##4l, A5k R%BCE (SYSTEM CONFIGURATION) 4.
HZ WK 2-21.

#FEHBEFIZE (HOST COMMUNICATIONS SETTINGS) 41 (&1L

K 2-23) LR /R ENLIEAE % B (Host Communications Settings) LAEX . 1550
231,

7E FHLIBAE % & (Host Communications Settings) T{EX, iE#4m48 (EDIT) %
H (ZHE 2-31) DS iRgmiE EVUBME R E. WL, THUBMFERE (Host
Communications Settings) T{EX CL#EFF H ol an & 2-32 R4 -

IR A g EHLEE W E, 1E#EUH (CANCEL) #%4H.

RN EHEFENGEE, ETEXWE LAiEFERRAEYERE (Enable Host
Communication) Ei%&HE (JLE 2-34 ) . XA LLACVFE EHLIEAE & E (Host
Communication Settings) L/ [X # % 5 HoAh % i

Administration User 0: gt z lﬂ

Module Status Host Communication Settings
‘ Module Status V] Enable Host Communication
Name
la1 Je— [v] Use Cepheid Link (Only check if you have the Cepheid Link middieware solution for sample traceability) x
A2 Available
Host ID CANCEL.
A3 Available
t Infinity |
a4 Available
E‘.E1 Available [J Automatic Host Query After Sample ID Scan
o2 Available
t (m} Test Order Download
B3 Available
I
B4 Available [¥] Automatic Result Upload
c1 Available
[J use Instrument Specimen ID
c2 Available
C3 Available
c4 Available
D1 ‘Available O
® ASTM
D2 Available
“Da - Communication Settings
D4 Available B server
Server IP Address Port #
192.168.144.109] | [z000
O Client
03/05/19 11:34:20 System |Full Automation Operating Mode
03/05/19 11:34:20 System ‘We\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System "User [Administration User] login.

2-34. Jj Cepheid Link Bg BRI EHBEIEETERX

(Host Communication Settings Workspace Configured for Cepheid Link)
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B HEERBTWEMERN, 1 GeneXpert RAHBRTHERK—NIRERI. EHEERMEH
REBRIMMMENIE.
EE FAZEHALTHERMIEE R IHATEEREREMEEERRE. FRHA Cepheid 1R,

5. k¥ {EM Cepheid Link (Use Cepheid Link) EiLHEK X & Cepheid Link ]
FHLES . £k {ER Cepheid Link (Use Cepheid Link) Hi%HE> 5, I
BERRRRE B3 E . ES WA 2-34,

6. {EENLE(E % E (Host Communication Settings) LA1E X [ ) (General) #47,
BN IERRE B IR R I H LS 9050 =05 B RGN AT 2SI

«  E#HlID (Host ID) 7B - B ANME— I EN AR, DIARiRZERE S
GeneXpert Infinity system[) 5256 %15 B R G sl E 2 R 4% (DMS). &%
AL 20 MR

«  HmID FiEEE s EHEiE (Automatic Host Query After Sample ID
Scan) 4T - 2% F] Cepheid Link i, A e HE 2R o

«  BziteISHRIF T # (Automatic Test Order Download) S iLHE - 4%
#| Cepheid Link i, ILEEHEEEH

« Bz LE% R (Automatic Result Upload) &% HE - 241445 Cepheid
Link B, JMEEHEREE

- {EF{YEEHEZE ID (Use Instrument Specimen ID) & i%HE - % HoKe
Infinity RAREE AN —NME—FIFEAR ID, IREIZGFENL. XEFEA D
(Instrument Specimen ID) /& MAE S (IME— ID. BN AZAFAEE TN, At
WERE iR RIS 2 FH o i TRAE A LAL AN SR A ME—#F SA 1D IS L FoEH o
WURHUAG R A ME— [ FE S 1D, th i B NEEH .

7. {EFENEIE K E (Host Communication Settings) T4 X i /7% (Protocol) #57,
EFE HLT He A EASTM 35 X
8. TEFENLEE K E TAEX (Host Communication Settings) HJ#H X &
(Communication Settings) #4r, EALLZE E NBRFE 8 (Server), 4Rt
Cepheid Link #E473815 .
«  HBR%E8 IP ik (Server IP Address) 7B - NiZii AN — N1 4 #0E
(N.N.N.N) ¥ 5] IP Hbdik . 1Z4E N1% 5 Cepheid Link ) IP it —34.
N /-F 0-255 Z [d].

«  wES (Port #) 7B - i IS5 247172 3000, 4 ft5 Cepheid Link #1718
{%‘O

9. TEEELHES T Cepheid Link RS 251 ENLEE 5, EFRTE (SAVE)Z4
HZ LK 2-34.

IR EA R EHLEE B E, %EEUH (CANCEL) 4.

GeneXpert Infinity System Operator Manual 2.37
302-8483-ZH, f£1THR B 2023-6



REIRRERF

e

A\

2.7.5

EE

EE

Cepheid E: EX} GeneXpert L EHRFIEHEMENE, SVHWIALIS LENERSE
GeneXpert ZERLAL, BF (EBREREF) FUATETMOEN:

« GeneXpert X kR 7

« GeneXpert #MERE X L FARA

* GeneXpert FHBEFILE

« EVHR RS EEES

LIS B EE R

EHM B ITER

FERIRIN R G0 2 R B AE — DM 2R INNA I R G0 L, BOA ZH A K AL
. fERGT LA, EZIRCE L TARX .

B 247 2225 T GeneXpert Infinity system R, ST 5] FEALMACHS (Host Test
Code) TAEX LARC & F AL o

TN HARAM RS, Ak 2 Bl EALI AR .

MREA, ATHEAENENE, HiZEEH. GeneXpert Infinity system #1 Cepheid Link #4t
M5 A R BT R FCRD.

EWALETHEEAENWARBeARXEEFEEREMEEERREHE. ENFRH Cepheid 2.

55 EHLIARAS (Host Test Code) i A\ EALH T T MR 2 A1 _E 2l 4 R 1)
MHAAARS

S 2 EHLIAARAS (Host Test Code) TAE[X :

1. 1E Xpertise # 4 (Xpertise Software) £ TAEX (LK 2-11), EHFZE

(SETUP) #41, AR5k F RSB E (SYSTEM CONFIGURATION) %411
B2 WE 2-21.

2. EBFFEHMRFS (HOST TEST CODE) #%41 (S WK 2-23) . EHLINRAL
i (Host Test Code) TAEIX 2 Eox. 2 LA 2-35,

3. FEEHLIMACHS (Host Test Code) TAEX, #E+4miR (EDIT) &4 (=L
K 2-35) o BERS, FENLIRACES (Host Test Code) TAEX B, I+ H ol dkfr
il
A WA EHLI AR5 -
o HEERURINE: S 275171, BLEBEFRENMEES RS L

ﬁo
o ZERWMINE: ESAE 27527, BEZ S RANEMHE S T EA L
ﬁéﬁ%o
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Administration User »g :‘ z Iﬂ

Module Status Host Test Code \g
Module Status Enable Assay Host Test Code EDIT
w Name — (m] Xpert BCR-ABL Monitor IS Version 1 i >|<
~ ‘Available o Xpert CDIFFICILE Version 3
A3 |Available ™| Xpert CT Version 3 1 CLOSE
™ lAvailable [m] Xpert CT_NG Version 3
b1 Available u [Xpert EV Assay Version 3
B2 |Available [ Xpert Flu A Panel Version 3
B3 |Available o Xpert GBS G3 Version 23
™ prem—— Xpert MRSA_SA Nasal Version 1 (CPHD SA NASAL
c1 ‘Available ™| Xpert NG Version 3
c2 Available
Xpert EV Assay Version 3
C3 Available [CIEnable
C4 jAvaliable Assay Host Test Code
D1 Available
D2 Available
D3 Available
D4 Available
03/05/1912:13:16 Gantry Reminder 7263: Recovered gantry to safe location
Q 03/05/19 12:13:22 System "Fuu Automation Operating Mode
03/05/19 12:13:22 System “We\come to GeneXpert Infinity System

2-35. EHMR L (Host Test Code) TIEX

2751 BERLZRENHESTHRMERLE

FAGE AV L AL DR A H R &5 o 0 B B4 AT A 45 2 T 20k B3R

g,

1. fEENLIEACRS (Host Test Code) TAE X 1) 5€ X FE MM/ (Define Host Test
Codes) K #h7r, Kb B/REBERE RN (ZWE 235, REEFEYSE
18 (EDIT) 41

2. ;3R (Enable) FiLHt (ZILE 2-36), PLyFEMLAE A & ORI
ARSI 45 4 I H. Infinity System i F CACHDRE 25 R B35 41,

3. FEEHLIRICHS (Host Test Code) TAF [X () #&il;% E 4R {53 (Assay Host
Test Code) #& (Z WK 2-37), BN TN, ETRLBAN 1 & 15

A
it B SR D L A ME—.
B MBER, ATHABHRALE, MiZEEH. GeneXpert Infinity system Fl Cepheid Link 4t
boL PN NG ER A
BEE EHAETERNENMARBLARFRERSREMBEERRME. TIFRHE Cepheid 1.
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Eoprei. Xpertise Software

/ﬁgg

Administration User tz zt z Iﬂ

Module Status Host Test Code ¥
\ =}
l:fad,:: s Enalic Assay Host Test Code SAVE
A1 Available ™) IXpert BCR-ABL Monitor IS Version 1 : x
A2 vaietio N O Xpert CDIFFICILE Version 3
A3 Available S‘ | =) Xpert CT Version 3
A4 \Available Il Xpert CT_NG Version 3
B1 Available U Xpert EV Assay Version 3 }7
B2 \Available ™ [Xpert Flu A Panel Version 3
B3 ‘Available 0 Xpert GBS G3 Version 23
B4 'Available \ IXpert MRSA_SA Nasal Version 1 CPHD SA NASAL | |
c1 Available =) Xpert NG Version 3 =
c2 Available
Xpert EV Assay Version 3
C3 Available CEnable
C4 jAvaliable Assay Host Test Code
D1 Available
D2 Available
D3 Available
D4 Available
03/05/1912:13:16 Gantry ‘Remlnder 7263: Recovered gantry to safe location.

03/05/1912:13:22

System

"Fuu Automation Operating Mode

03/05/1912:13:22

System

“We\come to GeneXpert Infinity System

Eopreis. Xpertise Software

T~
N

5 2-36. EH1iMllik {75 (Host Test Code) T{EX — B4 R4iMi%

Administration User ‘z z» g lﬂ

/ﬂ> g8 @
)]
Module Status Host Test Code ¥
=7
Module Status Enable Assay Host Test Code SAVE
m . pr— fal IXpert BCR-ABL Monitor IS Version 1 1= x
o il =] [Xpert CDIFFICILE Version 3
A3 lavailable ™ Xpert CT Version 3 I CANCEL
A4 |Available [m] Xpert CT_NG Version 3
B1 ‘Available Xpert EV Assay Version 3 CPHD EV »
B2 lAvailable ™| Xpert Flu A Panel Version 3
B3 |Available o Xpert GBS G3 Version 23
™ prem— Xpert MRSA_SA Nasal Version 1 CPHD SA NASAL | |
c1 ‘Available R ™| Xpert NG Version 3 v
c2 Available N\, i
c3 Available \ Cesie
C4 jAvakable ssay Host Test Code
D1 ‘Available [cerp EV] |
D2 Available
D3 Available
D4 Available
03/05/1912:13:16 Gantry ‘Remlnder 7263: Recovered gantry to safe location.
03/05/1912:13:22 System "Fuu Automation Operating Mode
03/05/1912:13:22 System Me\com to GeneXpert Infinity System

2-37. EHAHR KT (Host Test Code) TERX — BB ARI R L R MI%

WHHRTF (SAVE) 12 H URAF AR G W E . 165 WK 2-37. fERAEZHT,
BRA R A A A GRS PR M —
IR IEA R A & AR E, EFELE (CANCEL) %4

4.
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Cepheid Zi{ $t Xt {— WA FTRAE BERMAK L. AL, MREEEHEENERN

* RAHD, AIRESAT— A2 BT ER
Cepheid #: 7£3t GeneXpert HFEHRGIEHEMEDG, FwMIA LIS 3 HIS EHMERSE
. GeneXpert ZRLA, B1F (EBAREF) FUATEMEN:
a3 * GeneXpert #X AR A
* GeneXpert & 3% € X 34 FORR A
* GeneXpert FHEFILE
« EHLFRE SRS EE BN
‘LIS B HRERE
2752 BEZHERHRNEZHESTEMLESR
Z 45 R INESR A Z A NIRRT H br . ECE 2 45 R NEAL TR 4 N 80R1_F3#i4h
2.
1. EFEHLIEAARS (Host Test Code) TAF X & L FEHLMHAAS (Define Host Test
Codes) &7, R B RERERENRNE (SHE 2-35), AEEFS
1§ (EDIT) %41,
2. Hi/3H (Enable) EikHE (LKA 2-38), LAAvyr BN A e SCRA L
WS T #4584 31 H. Infinity System {5 F BEACTE W 285 R 202 FHL.
3. TEEHLMHAAAS (Host Test Code) TAE X 144 ili% EHLMiX X5 (Assay Host
Test Code) ZB& (MK 2-39) , AN THARIL ., ETCIBAN 1 5 15
MNFHF o
EE HATHITIRERBNE, ZEEHH GeneXpert Infinity system PIHgw s A i £ 3.
BE EHALTERAENMRR B AHITREREEZEMEEERRE. BT 2H Cepheid 12
{#D
4. BgE RNAAE N SR MK XS (Result Test Code) 7. iES I
Kl 2-39. XFFE2E5RAN, SAWABE A B AL R L.
it Fr B & RN ACRD W A ME— o
5. EFRTFE (SAVE) #H MR AR N SR E. 655 LK 2-37. 1R ZHT,
AR A 2 A A P i —
WMREA BRI E I R E, %4FBUE (CANCEL) %41,
i+ Cepheid B3 E— R MER IR AE AERAMIKRE. R, WREEESR S TRIENN
AR, TUESAT—MEAZBIHTER.
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& oo, Xpettise Software — Y, ¥ ) Iﬂ
A o
=
Module Status Host Test Code p
lﬁwu'e st Enalic Assay Host Test Code €0
lame
a
A1 Available =) Xpert CT Version 3 >|<
A2 Available =) Xpert CT_NG Version 3 AN
A3 Available Xpert EV Assay Version 3 CPHD EV
A4 ‘Available =) Xpert Flu A Panel Version 3
B1 Available o Xpert GBS G3 Version 23 =
B2 ‘Available [N - Xpert MRSA_SA Nasal Version 1
v
B3 vailable AN o Xpert NG Version 3
B4 Available
C1 Available Enable
c2 Available Assay Host Test Code
C3 Available
Organism Test Code
c4 Available TS —
D1 Available MRSA
D2 Available sA
D3 Available
D4 Available
0 03/05/19 12:13:16 Gantry ‘Remlnder 7263: Recovered gantry to safe location.
E 03/05/19 12:13:22 System }Full Automation Operating Mode
—
03/05/19 12:13:22 System Me\com to GeneXpert Infinity System

Eopreis. Xpertise Software

/ﬁgg

2-38. EHLMiR {¢F5 (Host Test Code) TIERX — B LEREME

Administration User »z z» 8 lﬂ

Module Status Host Test Code ¥
=7
Module Status Enable Assay Host Test Code SAVE
Name
A1 \Available al Xpert CT Version 3
A2 ‘Available ™| Xpert CT_NG Version 3
A3 Available Xpert EV Assay Version 3 CPHD EV/
A4 |Available ™| Xpert Flu A Panel Version 3
51 ke O Xpert GBS G3 Version 23
52 pr— Xpert MRSA_SA Nasal Version 1 CPHD SA Nasal
B3 |Available o Xpert NG Version 3
PN
B4 Available \
A Nasal Version 1
C1 Available
c2 Available Assay Host Test Code \
c3 Available [cPHD sA Nasal N\ |
Organism Test Code N
c4 Available e Ui TeCom
D1 Available MRSA RSA
D2 Available SA ‘s "
D3 Available
D4 Available
03/05/19 12:13:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 12:13:22 System Full Automation Operating Mode
03/05/19 12:13:22 System leicome to GeneXpert Infinity System

Bl 2-39. EHMiX X7 (Host Test Code) TIEK — B RN R IDHY 4 REM5%

2-42
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REIRKEF

TE

2.8

Cepheid Ei{: 7EXf GeneXpert R EHRFIEHEMENE, FHHWIA LIS HIS EHENERS

GeneXpert ZERLAL, B1F (EBRREF) FUATEMERN:
« GeneXpert X kR 7

* GeneXpert 1A E 3L FIRUA

* GeneXpert FHBEFILE

s EVAEM RSB EE N

‘LIS SR ERE

BEEEEAHBL

ACEAG B BEAR (1) H 2 7T LK GeneXpert Infinity systemfic & 4 H 31k

1. 1E Xpertise # 4 (Xpertise Software) £ TAEX (LK 2-11), EHFZE
(SETUP) ##4H, A5k FBEz{LEE (AUTOMATION CONFIGURATION) #%
O (Z0E 2-40) . BB ERESER. ESILE 241,

Administration User »g :‘ z lﬂ

Module Status Tests Since Launch g;
’ Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status USER
ADMINISTRATION
Name D Name Type Date Minutes TR
EA1 Available To Result @
8
n2 Available USERTYPE
I - CONFIGURATION
A3 Available
A4 Available
B1 Available SYSTEM
CONFIGURATION
B2 Available
pa
b4
B3 Available gﬁ
; AUTOMATION
B4 Available Pl
c1 Available :IJ
c2 Available :IE
MANAGE
C3 Available ASSAYS
c4 Available
D1 Available
INSTALLATION
D2 Available QUALIFICATION
o3 /Available (}‘
I
|Da Available
| CHANGE
OPERATION
MODE
BACK
03/05/19 11:34:20 System |Funl Automation Operating Mode
g 03/05/19 11:34:20 System ‘[We\come to GeneXpert Infinity System
03/05/19 11:49:00 System "User [Administration User] login.

2-40. 18 B¥H
2. fFHEINMOECE S RIRE, 0] AR e T A&

o HINHNE, WERME (STAT) B, RS2k R 2K
B A RS A tise (85 2.8.1 71, AIMLEE TEX)

o RIS E SR S IR AR (B 2.8.2 7, A& R AR DO

GeneXpert Infinity System Operator Manual
302-8483-ZH, #&ITHR B 2023-6
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REIRRERF

2.8.1

BRILEE TEX
ZITAEX AR 9 RGUE L Infinity HEMEIE .
ESHiE HEMLECE (Automation Configuration) T{E[X:

1. 1E Xpertise H A+ (Xpertise Software) 101 TAEIX (ZILE 2-11), EFIZE
(SETUP) #41l, #J5ik# BB E (AUTOMATION CONFIGURATION)
. S WE 2-21,

2. TEHIMLE B, %FEEZHE (AUTOMATION) %41 (S WK 2-41) .
Ha)t (Automation) TAEX iR, iES K 2-42.

Module Status Tests Since Launch S
= <
03/05/19 11:34:20 [System [Full Automation Operating Mode
g 03/05/19 11:34:20 [Sys(em :We\come to GeneXpert Infinity System
03/05/19 11:49:00 ‘Sys(em {User [Administration User] login.
2-M. HEpLERERS
3. ARG E T B Bk 55 A 1 g DL — MR E I 26 TR RS 1T 5 R oR %
il B B B AR 5545 im 333 8% (CONFIGURE KIOSK SCANNER) %4l (%
WH 2-42) o R2IVIR E B SS 2 s d i & F ATk s I EC B 2R A
5B H IR 55 4 S A A% v BT OV K SRS AT 5 R T g
i EFBPRSLRPEBRHSRNEFERTXIBLEF .
ixE HFIRIERRZENR 25 S RTENER, ATRHEN 25 FSRTERENE, TRESFRES—

A\

BB AREEBEATENARE, MrEitNFREMmEEECHSE. EMEERE, &
RN 25 MAREREAIRKE (XER 25 — 1" BEHKE) . mFiHE, HEHE Cepheid HAX
887, BES UAEPHE A —TILRERRER.

4. BYRiBHIMLIRE, EBF4mIE (EDIT) 1241, & H 31k (Automation) TAEX
DLt AT dmiE (WK 2-42) . R, Hzhik (Automation) TAE X C 87 H0GE ,
I H AT E 2-439 o i T dn e

2-44
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Eopreis. Xpertise Software

/m}g

[F

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Administration User »: zt z Iﬂ

Automation _l

[ Auto Submit Order EDIT

[ Enable Assay Priority
Enable Audible Alarm

STAT Modules Reserved
0

Waste Container Almost Full Cartridge Count
350

System zation Level

Upper Limit for Low Usage Upper Limit for Medium Usage
50 75
03/05/19 11:34:20 System "Fuu Automation Operating Mode
Q 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System "User [Administration User] login.

A

eoneic. Xpertise Software

2-42. Bzt (Automation) T{EX

Administration User »z zt z Iﬂ

Module Status Automation
Module Status [C] Auto Submit Order ‘
Name -
A1 ‘Available (] Enable Assay Priority x
A2 Available Enable Audible Alarm CANCEL
s (Avaiiable STAT Modules Reserved
Ad Available o
B1 Available Waste Container Almost Full Cartridge Count
B2 Available 128
= fratatle
B4 Available Upper Limit for Low Usage Upper Limit for Medium Usage
c1 Available o | s ]
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:20 System ;Furl Automation Operating Mode
E 03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System "User [Administration User] login.

2-43. WiEME L (Automation) T{ERX

GeneXpert Infinity System Operator Manual

302-8483-ZH, f£1ThL B 2023-6
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REIRRERF

S.

TP T EE AL T

- B#iR%1E% (Auto Submit Order) — 2)ik 7 iZik 3T H O 45 AN KE S
ID (Sample ID) PA K AR G 26 TERS T, R4gi2 B3l kIR 3
(Submit) @4 . EFRINEE AR L.

. BR#AEE%E (Enable Assay Priority) — %% 500 2 48 n i HEE
Al LIS AT N — A

o FREEE - EHZOETRT, IR DA T AR EE . BRIN B E R
Ak

o Bk - W AEZIET, R EAGIE (Manage Assays) LAE X HAS
DNV BRI 2 43 A AR a2k () DL S 5, G H 78 1) 2 T g () A D
EHA R

- BBHASIWER (Enable Audible Alarm) — & Wi &G AT iE G AE ) E
SN RS R R AR R AR T B P S R T g . BRI
BRAE.

«  TEmSiER (STAT Modules Reserved) — 7 LI 0 % £ 45 22 3 1)
RO, LIS EFE A INE (STAT) A& R e, fn SRR Il £ 22
He e JE N 2B AL F 2 i 3, DUt P X S T R B b

- EYEHRILEHITE (AImost Full Cartridge Count) — ik T2 4 E4)
R W B LFAWNE. &0 —A 1 A1 400 /M &2 18] 14 -
ERINE A 350,

. BRGFIAZEKE (System Utilization Level) — & &5 T 24 1@ 47
B RGN IR EA ONVEREEE R REL) BoR KGRI .
AT LU FL A BN IR B 2 LAk S RS R A 2K P
RPN L EE
- (R{ERAE/M LR (Upper Limit for Low Usage) — iZi& il ik 4 LL %

FNMEHER LR BRAMERN 50%.
-  rhEEFAER LR (Upper Limit for Medium Usage) — iZi& i Al ik
ELL % AP ER R ER. BUAMEN 75%.

TE5E 1 H 314E (Automation) TAEX MATEIUH J5, EFRTE (SAVE) #2241 LL{R

FEH (WK 2-43) BLFEEUE (CANCEL) #28] DLRUH B . AR Ik £

RO, KR — NN TAEX, e 48 A 75 B A7 5 o ol 2008 B B4

KM (CLOSE) #%4H LLR HY H 31k (Automation) TAEIX . 15 LK 2-42,

2-46

GeneXpert Infinity System Operator Manual
302-8483-ZH, 1&iTHi B 2023-6



REIRKEF

2.8.2

NS RE TEX

farl &R BH (Cartridge Retention) T 4F [X 1% B i & /E )\ GeneXpert B2 5 A 1T
EI'JV\?J”JAEI’J H b DR B8 R G e 58 ol a5 A 4 e B, R vk 24 2
, MRABTERIR[EILH P .

?:E"F)Jﬁé? ARS8 AR BORAE — N R NNER R 48 L, B E R E &
TREIET . {ER G2 MIE], 270 E M TAEX,

TEAT AT BB RGN 7 22 25 7E GeneXpert Infinity systemB, WSR2, & S0 BN
TR ™ (Cartridge Retention) T{EX DARCE H T AN &2 B M, ZE AR AN
SR (Cartridge Retention) L1EIX :

1. 1E Xpertise #f} (Xpertise Software) £ TAEX (ZI0LE 2-11), EFiZE
(SETUP) 4, RaikFFBatEE (AUTOMATION CONFIGURATION) %
Ho EZ WK 2-21.

2. fEHIMEESRR, EEENERE (CARTRIDGE RETENTION) B (3
ULE 2-41) o K&~ B (Cartridge Retention) TAEX & E7~. 152 WK 2-45.

3. {ERI &R EH (Cartridge Retention) T./E[X, EF:4m4E (EDIT) %41 (=0
K 2-44) . B, KN AL (Cartridge Retention) TAF X AEGE, I H ol
2-45 Hh TR AT i

Administration User »z zt z Iﬂ

Module Status Cartridge Retention p
Module Status Enable Cartridge Retention EDIT
Name
A1 Available Retain dssay; ’ <
0 Xpert NG a
A2 Available
=] Xpert CT CLOSE
A3 Available o Xpert GBS G3
™ Available =] [Xpert CT_NG =
B1 Available ] [Xpert BCR-ABL Monitor IS
B2 Available [m] Xpert Flu A Panel
B3 Available a [Xpert EV Assay —
- m] Xpert MRSA_SA Nasal ~
B4 Available
c1 Available Xpert NG
c2 Available
Retain Result Color Possible Result Text
3 Avabable [m] \White See Package Insert a
C4 (Available o Yellow See Package Insert
D1 Available [m] See Package Insert
D2 ‘Available See Package Insert 3
s s [m] Light Gray See Package Insert
[m] Light Blue See Package Insert
D4 Available
[m] Orange ERROR -
[m] NO RESULT N
‘ SELECT ALL ‘ DESELECT ALL
03/05/19 17:04:27 Gantry ‘Remlnder 7263: Recovered gantry to safe location.
g 03/05/19 17:04:33 System ;Full Automation Operating Mode
03/05/19 17:04:33 System Me\com to GeneXpert Infinity System
=] o . .
2-44. M E{REE (Cartridge Retention) T{EX
GeneXpert Infinity System Operator Manual 2-47
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REIRRERF

Eopreis. Xpertise Software Administration User »: :. : lﬂ
Module Status Cartridge Retention
Module Status [/ Enable Cartridge Retention
Name
A1 /Available Retain Assay
Xpert NG
A2 Available
) Xpert CT
A3 Available o Xpert GBS G3
A4 Available o [Xpert CT_NG
B1 Available = [Xpert BCR-ABL Monitor IS
B2 Available m] Xpert Flu A Panel
B3 /Available a [Xpert EV Assay —
» ] Xpert MRSA_SA Nasal N
B4 Available
c1 Available Xpert NG
c2 Available
Retain Resuit Color Possible Result Text
c3 Avabablo [m] \White See Package Insert a
C4 (Available [m] Yellow See Package Insert 1
D1 Available = ee See Package Insert
D2 Available vl Red See Package Insert -
= i [=] Light Gray See Package Insert
(=] Light Blue See Package Insert
D4 Available
v Orange ERROR | |
=] NO RESULT N
‘ SELECT ALL l } DESELECT ALL
03/05/19 17:04:27 Gantry Reminder 7263: Recovered gantry to safe location.
g 03/05/1917:04:33 System Full Automation Operating Mode
03/05/19 17:04:33 System leicome to GeneXpert Infinity System

2-45. HiERIHRME{RE (Cartridge Retention) T{EX

iE FrE R IE R a8 4 BT Tz M= A R, HEFENREHLIERTHRERNE.
% B A NERE (Enable Cartridge Retention) 5% [ 5 ¥EAE DL /4%
REABE.
o KRAE-FIERNESFETIRMES. BOANGENREE.
o BE - WA ZTHE, P AT DA R F S R I A R R A 4 DA
Kt REIEER R .
WIHRZAEZIE T, SR EAR AR RIRIE . B0 LLUERE— AN Eta ek
ZAHit.
o EAULFEE-AHIG.
. BHARIBI Nt
TR GE RS, A0 DL RS I & 2 PR
o KEMNEVE N ELREE Ak, IR A
o BN G B SE R B A A I 1 PR R A Rk
4. A{ESERKIN AR (Cartridge Retention) TAEX KA H 5, %GR EF
(SAVE) #A4H LMEAEE R (WK 2-45) Bk #EUE (CANCEL) 4H LAEUH
. WREERDUEE S, B ER—MA X, A E LR
T4 20 B

5. i%&¥XKHA (CLOSE) #%4] LLE H (Exit) #l & {& B4 (Cartridge Retention) T.{F
X. iEZ A 2-42.

2-48 GeneXpert Infinity System Operator Manual
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29 HERREMREMZE

AU T BA M NAIR AP AT AT RS . I§S W 2.6 75, € A
BURR -

£ Infinity System. WEIFHEHL. & SCH AR RECE R GG, (ERAZK
ARG LI A BE .

1. {E Xpertise HfF (Xpertise Software) E T TAEX (WK 2-11), EFEE
(SETUP) #2411, YAJ5 % FRE35RIA (INSTALLATION QUALIFICATION) #
. EZ WA 2-46,

i WMENEER SN EFNIE, B 2-46 ETHIREXBESETINGRE.

2213 Adobe® Reader®™ & 1, Ff H. % GeneXpert Infinity £ 4822 55 0\
(GeneXpert Infinity £ 4t Installation Qualification Report). 152 WL 2-47.

2. ITENRTE . WA EAURESRLBIFTEINL, 5 SCFORAF 2URT AT B 5 (2
H.

3. ERZARE LR A

« R85 E (System Information) — 15 &4 — 17 HHIRZS (Status) 412 75 i
NBi (Pass).

+  {ZBEE (Instrument Information) — iZ R & BRI 8 7415 DL KA
BAF WA TR -

«  MXIEE (Gateway Information) — $& LM LA FR . J7 515 ] 4R A

-  HEBRER (Module Information) — IR AL TR, A5 . FEHBA .
PHRIRE °C AIDIRZS . K &R ES (Status) 712 & N A EL R R BT
(Pass)-

R BRI (Not Available) 74 5., & Cepheid HAR SR T,
WZ AT E PR —T SRR E R

- ATR#&MI;% (Available Assays) — 75 51| £ H R (S0,
K 2-49) . R E/RFTHEME (No Assays) JHE, 15HS WL AGMZ WG
TEARF EE Bl  U0BE BA R 2R 2.10.2 775 i) S NGNS 8 SR i
WRZIREERG ZEE (BEERNEZET 28 LD 817, BER
Ft&illi% (No Assays) H 2. WIERTAE S ANRNE @ UG S Fe il
i% (No Assays) JH 5., &% H Cepheid SIARZEFH . ES AT =1
FARDE—TUIRBEERE R

4, MSERBRBTEARZTIRMHAIEEZ R I HAE L 2R Y (Installation
Qualification Report) FBEUE N (Verified by) #0242 3FEHH . &S W
Kl 2-50.

5. TEZEEHIAIR (Installation Qualification Report) HI¥1T A (Performed by) i
Hiz5#t# A (Reviewed and approved by) #7324 = H . %4
A RIAIER LE LR . ES LK 2-50.

GeneXpert Infinity System Operator Manual 2-49
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Eopreis. Xpertise Software Detaiuser +@) @ z I{I

A oS
A =
Module Status Tests Since Launch \ c]
Module Status Patient ID sample Mod User Test Result Assay Start Estimated|  Status s
Name D Name Type Date Minutes
A1 Available To Result
A i INSTALLATION
A3 Available QUALIFICATION
A4 Available {z
B1 Available CHANGE
OPERATION
B2 Available s
B3 Available
B4 Available <:|
c1 Available BACK
c2 Available
c3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
‘o 03/05/19 17:04:33 System Full Automation Operating Mode
E 03/05/19 17:04:33 System leicome to GeneXpert Infinity System
03/05/19 17:22:11 'System User [Detail User] login.

2-46. 2 BE¥®

] Installation_Qualificatic

File Edit View Window Help £ 3

@@D%| ;/3|—+|’@@H?’ CommentéShare

GeneXpert PC 03/05/19 17:18:13

m

GeneXpert® Infinity System
Installation Qualification Report

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

System Information
Software Version Status

Xpertise™ Software 6.8 Pass |
Java Runtime Environment 1.8.0_131 Pass .
GX_Utils.DLL 0.8.4.0 Pass
SQL Database 2012 (SP3) (KB3072779) - 11.0.6020 Pass |
Database gx_db 3.1.9.0 Pass

' Operating System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass

\
Instrument Information
Instrument S/N 805034
Software Version Status
Infinitv Server 2172 004 Pacs
2-47. X Adobe Reader R RHIRZEMINR S (Installation Qualification Report)
250 GeneXpert Infinity System Operator Manual
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REIRKEF

GeneXpert PC 03/05/19 17:18:13

GeneXpert® Infinity System
Installation Qualification Report

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

System Information

Software Version Status

Xpertise™ Software 6.8 Pass
Java Runtime Environment 1.8.0_131 Pass
GX_Utils.DLL 0.8.4.0 Pass
SQL Database 2012 (SP3) (KB3072779) - 11.0.6020 Pass
Database gx_db 3.1.9.0 Pass
Operating System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass

Instrument Information
Instrument S/N 805034

Software Version Status
Infinity Server 2172.004 Pass
I0Server 1007 Pass

Gateway Name Gateway S/N Gateway Firmware
A 712374 2.0.18
B 712375 2.0.18
C 712378 2.0.18
D 712376 2.0.18
Module Name Module S/N Module Firmware Internal Temp Status
A1 642969 3.3.3 26 Pass
A2 642999 3.3.3 28.8 Pass
A3 643030 3.3.3 29.0 Pass
A4 642845 3.3.3 28.3 Pass
B1 643015 3.3.3 27.3 Pass
B2 642812 3.3.3 26.4 Pass
B3 642706 3.3.3 27.7 Pass
B4 643243 3.3.3 27.9 Pass
C1 602699 3.3.3 29.3 Pass
Cc2 612818 3.3.3 30.0 Pass
C3 612666 3.3.3 31.0 Pass
GeneXpert® Infinity Xpertise Software Version 6.8 Page 1 of 3

2-48. R#EMINRE (Installation Qualification Report) — & 1 T1
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REIRRERF

GeneXpert PC

GeneXpert® Infinity System
Installation Qualification Report

03/05/19 17:18:13

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

C4 612816 3.3.3 30.2 Pass
D1 600323 3.33 294 Pass
D2 612665 3.33 28.0 Pass
D3 612004 3.3.3 28.3 Pass
D4 620358 3.33 28.2 Pass
Shaded Modules = Reporter is out of calibration.

Xpert BCR-ABL Monitor IS
Xpert CDIFFICILE

Xpert EV Assay

Xpert Flu A Panel

Xpert GBS

Xpert MRSA_SA Nasal
HIV-1 Quant CE

= AW W W W -

GeneXpert® Infinity Xpertise Software Version 6.8

In Vitro Diagnostic
In Vitro Diagnostic
In Vitro Diagnostic
In Vitro Diagnostic
In Vitro Diagnostic
In Vitro Diagnostic
In Vitro Diagnostic

Available Assays
Assay Name Version Assay Type

Page 2 of 3

2-49. R#EMINRE (Installation Qualification Report) — 5 2 T1

2-52
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GeneXpert PC 03/05/19 17:18:13
GeneXpert® Infinity System
Installation Qualification Report
Installation of networked instruments complies with the setup requirements specified in the GeneXpert® Infinity
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® Infinity Xpertise Software Version 6.8 Page 3

2-50. ZERIAR DS (Installation Qualification Report) — 5 3 71
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REIRRERF

210 ERRMNZEELHFERXESH

iE

2.10.1

AR T EEGHEMNRMETEBPATIITHES. APSRES 2.6 7 FitlH. ¥FETH, BE
BE<EREBHRP (Detail User) &5l

Kl UEH — KA P, GeneXpert Infinity system i FH1xX £8 30 IR AT
FES . ARG . 7T LU Cepheid $RAGAINIEE X (gxa) BT
AN (5 2.10.2 719 o JEA] DUIMBRAS FRAE A AR lE s S (5 2.10.4 79 .

BRI R B MRS H A R . RN SRS AR e fitiks
BER, ERAMKIENSHIFANZER. WRHTFREEERE, FEEAERA
TAESATH, ATPUEE SN gxr TR EMIRSHUE R

(55 2.10.5 19 o AT UHBRA A A FPE IR SEER CGF 2.10.6 15)

%1% DVD IRzhE8

SNA I 72 SCIE w4 1 5 v il i F R ZeBE R Y DVD B30 2% LA CDROM

SNRMEE Lo DVD W28 Sk 0 Z0idd N\ o 2804 ) USB &% .

Zd N\ DVD I Bh#s 14k H AR N 2 XA CDROM:

1. % DVD IKzh8. RN bE RGPeft, (HE 7 e Z¥ DVD a3 17
M E . e RehL TR AR LT 2E T B WRIE TR E] DVD IR 4%,
BRI E FE . MM DVD IKEhZs il 2-51577R

2. ¥ DVD IXBh2R A H B AR 5% £ 1 _E T

3. FERIRESEIMEL, HEIFA USB i M Ho¥r DVD IRah 28 P9 N 2 3k 4\ I
TR USB i 1. &2 WE 2-52,

_' == - -
LITE

2-51. DVD Iz 8EFEFHF Infinity

2-54
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2-53. B1&M;EE X CD $#&A DVD IRzhs%

4. % DVD Izh#s IEH 38 H (Eject) #2540 LAFT FFI 1.

5. BEELIYERE L CD 4\ DVD IREI#8 7 5¢ ] DVD Jksh# 1. 62 WK 2-53.
UXZN 2% 1E [ ) £¢ kT SRR BN 25 52 B CD B I 4R

X258 i DVD WXBh 28 A0 #0058 X CD 223t s 2.10.2 W FE S AR

L5 o

GeneXpert Infinity System Operator Manual 2.55
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REIRRERF

2.10.2

iE

iE

SFAEWEEX

RERIUBNGMEEN, Xpertise HHR AR IFEBUMEE X o

B OOHRE I 2 s

1. 1E Xpertise #ft (Xpertise Software) 71 TAEX H, EFIZRE (SETUP) %4,
WK 2-54, BoREEZER. ESIE 2-55.

2. RPFETERMNE (MANAGE ASSAYS) #4 (LK 2-55) . &R INE

(Manage Assays) TAEIX 2> LT RoR—2 e/l AR FTA L. 1520
2-56,

MRXZVRRGRIE, B 2-56FFTRIERENE (Manage Assays) TIEX RS B IR EE N
o

3. EHEEN (IMPORT) #4 (WA 2-56) S AL (Import Assay) TAE X
xR, HS A 2-57.

Detail User wg £¢ 1 Iﬂ

Module Status Tests Since Launch -
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDERS
Name D Name Type Date Minutes
A1 Available To Result -
i =]
A2 Available =2
RESULTS

A3 Available

A4 Available s

B1 Available DATA

MANAGEMENT

B2 Available
o

B3 Available =
=

B4 Available =

c1 Available

c2 vailable i

c3 /Available MAINTENANCE

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 17:04:33 System ;Fu\l Automation Operating Mode
Q 03/05/19 17:04:33 System Me\come to GeneXpert Infinity System
03/05/13 17:22:11 'System %User [Detail User] login

2-54. Xpertise HEFFE TN TIERX

2-56
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Eopreis. Xpertise Software

A -

Detail User »z zt 1 Iﬂ

INSTALLATION

QUALIFICATION
CHANGE
OPERATION
MODE

&

Module Status Tests Since Launch
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated|  Status
Name D Name Type Date Minutes
A1 Available To Result
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
0 03/05/19 17:04:33 System [Full Automation Operating Mode
03/05/19 17:04:33 System leicome to GeneXpert Infinity System
03/05/19 17:22:11 System User [Detail User] login.

2-55. g BE¥8®

BACK

SAGRIFHHRNESHRESE

Detail User »z £$ 1 Iﬂ

LOT SPECIFIC

Pl¢

Ceopreis. Xpertise Software
A =2
1
Module Status Mawage Assays

Module Status Assa, Version | Need Lot Specific

Name) [Xpert BCR-ABL Monitor IS 1
A1 (Available HIV-1 Quant CE 1
A2 Available Xpert GBS 3
tad fvallable Xpert Fiu A Panel 3
A4 Available Xpert EV Assay 3
el ek [Xpert MRSA_SA Nasal 1
= fvallable Xpert CDIFFICILE 3|
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 17:04:33 System ;Full Automation Operating Mode
Q 03/05/19 17:04:33 System ’Weicome to GeneXpert Infinity System
03105113 17:22:11 System User [Detail User] login.

2-56. Xpertise EIE#&ll;% (Manage Assays) T{EX

CLOSE

GeneXpert Infinity System Operator Manual
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REIREER

Z.

@

Module Status

Cepheid. Xpertise Software

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
Cc2 Available
c3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Infinity System 7 DVD IRz &§

Detail User tz zb g lﬂ

Import Assay

LookIn: [ export /

—

| <

(=] Desktop
(=] Computer
S0s(C)
(] GeneXpert
. E export

LIl
X

&S embeddedpc (110.11.14.130) (Z)

File Name: |

Files of Type: |Assay Files (gxa)

03/05/1917:04:33 System Full Automation Operating Mode
03/05/1917:04:33 System ‘elcome to GeneXpert Infinity System
03/05/1917:22:11 System User [Detail User] login.

2-57. S A#il;% (Import Assay) T{EK - SfiZE DVD IEzh 8§

Copreic. Xpertise Software
L)

Module Status

venivser +@ @0 @ ﬂ

Import Assay

s = Lookin: [ty systoms BlEEEEE 20
A1 \Available : [ XpertAssayoxd
A2 \Available
A3 /Available
v \Available
B1 \Available =
B2 \Available
B3 \Available
B4 \Available =
c1 \Available
c2 \Available
c3 \Available
c4 \Available
D1 \Available
D2 \Available
D3 \Available
D4 \Available
E1 \Available
E2 Available File Name: | |
E3 \Available Files of Type: |Assay Files (gxa) [~]
E4 \Available
F1 \Available 08/22/13 12:10:08 'System User [Basic User] logout
F2 \Available | 08/22/13 12:10:44 System User [Detail User] login
F3 \Available v 08/22/13 12:11:18 System User [Administration User] login.

2-58. S A#&l;% (Import Assay) T{ER - & iFES ARI&M%

GeneXpert Infinity System Operator Manual
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REIRKEF

4. TEE.%: (Look in:) NHIKH T, SHi% DVD WaEN#. 55 LK 2-57.

5. {fEDVD H=FJy, %% Infinity System {43 DA F & H T Xpertise 41
Rl g oz AR . Z 0K 2-59 IEFE CD [H H 4.

6. IEPERTIMNEE X (gxa) XM, RIETEZ AR (Import Assay) TAE X _Fik$
$TH (OPEN) #%4. 5 WA 2-58.
TIPS 722 22 PR AN R A 52 S BDLAE 8 BRAGIIYZ: (Manage Assays) TAE X A A
MWEFR. ESWE 2-56. fBEMRNELFRARA S UZLERLECRAL
BRI 5E S

7. WRTEMNMFEE) CD FANGIR I E SO, BEDER 1 200 6.

it HFEEA gxa XHMAERNE, NEASEBNSIW ERITHRNEZ & NEE XX
8.  WIRAKWREFE, M DVD IKF)#EH CD I£¥ CD A Z e A E .
9. ¥ DVD Izh# A USB it FWiTIEHIFAA I DVD 3K ) ds DLLRERAE A
GeneXpert Infinity System Operator Manual 2-59

302-8483-ZH, 1&1ThR B 2023-6



REIREER

e 3 ]

Search DVD RW Drive (D) P

Organize v Burn to disc o
X Favorites Name 2 Date modified Type Size
B Desktop 4 Files Currently on tife Disc (4)
(‘g Downloads 1\ GeneXpert Syst 08/13/2018 4:45PM  File folder
Ml fecen: Blaces 1} Infinity System 09/13/2018 4:45PM  File folder
o Libranies | Package Insert 09/13/2018 445PM  File folder
| - T Assay Import Instructions.pdf 09/3/20189:47 AM  Adobe Acrobat D... 6,438 KB
|| G4 Libraries
Documents
J Music
[&5] Pictures
B Videos
% Computer

&, Local Disk (C:)
&9 DVD RW Drive (D:)

1. GeneXpert Systems

1. Infinity Systems

. Package Insert
' 5@ goldman (\\filesrvd\home) (H:)
S# Quality Systems (\\filesrv4) (Q:)
8 shared (\\filesrvd) (S:)

€ Network

w 4 items

Organize v Burn to disc

7t Favorites
B Desktop
Li Downloads
‘% Recent Places
(59 Libraries

(&9 Libraries
Documents
J Music
[&5] Pictures
B Videos

- Computer
&, Local Disk (C:)
€9 DVD RW Drive (D:)
1l GeneXpert Systems
J Infinity Systems
M Package Insert
5# goldman (\\filesrvd\home) (H:)
S Quality Systems (\\filesrv4) (Q:)
¥ shared (\\filesnd) (S:)

€ Network

I 1item

Name

4 Files Currently o]
[] Xpert Assay.

e Disc (1)

Date modified

8/3/2018 11:14 AM

Type

GXA File

80 KB

2-59. Xpertise t&illl;£#9 CD B R 4136l

2-60
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REIRKEF

10. (AR fERIES NG, WCREEERLE G330k, ke AT R Or
BRNE, HSHE 2.82 71, MN&ERE TIEX.

1. (Al A, WRERN RREED —ANLR=EE LRGN,
T 06 2505 B S 1) E AL ARHS AR 8 T %% % Infinity System A1/aCK I
S5 5L Infinity System F#RESLIREAE B RFEMEL . H RFH EHUAI A1)
UL, WEZRE 2.7.4.2 17, A Cepheid Link fC & EAHLBEAE

Cepheid Ei{: 7EXf GeneXpert REHRFIEHEMENE, FHHWIA LIS HIS EHENERS
GeneXpert ZERLAL, B1F (EBRREF) FUATEMAER:
« GeneXpert X #hR 7
iE « GeneXpert #MERE X L FARA
» GeneXpert THIEFIRE
« EN AR LB E
‘LIS HHSHERERE

2.10.3 #&MEMLEMFF - 1 2 TR

WRAE RS E 1) H 316 (Automation) TAEX H, BAEM;ELELSE (Enable
Assay Priority) /5 (ZWEE 2.8 19) , KWESTEEANTE (Manage Assays)
(I 22 AR S R I o A I, A0 B8 ok I 0 56 2 AL s 5 =
HIEY &

B S IEIL e, R B —AMENE i BB ZTRER (MOVE TO TOP)
Fedll, R ITERS B 5 R T 1) e s i e . 7EE 2-60 1, Xpert FluA £l c
MEEFSRA R BB — k. FRE, WEEMRE, BRHE RN TR
PRSI HEF -

GeneXpert Infinity System Operator Manual 2-61
302-8483-ZH, #&ITHR B 2023-6



REIRRERF

Z.

/m}g

Cepheid, Xpertise Software

¥

Module Status

EFEML X BITAIENE

Detail User »z £$ 1 lﬂ

Z.

/m}g

Cephei, Xpertise Software

T t

Module Status

«N
Module Status Assay / Version | Need Lot Specific Paramgzs | IMPORT
Name Xpert NG 3
A1 Availabl
walabe Xpert CT / 3 3
A2 Available
Xpert GBS G3 / 23 MOVE TO TOP
A3 Available
v Xpert CT_NG 3
A4 Available
Xpert BCR-ABL Monitor IS 1 23
B1 Available
1t Flu A Panel 3 LAl
B2 Available —
Xpert EV Assay 3|
B3 Available
Xpert MRSA_SA Nasal 1 T
B4 Availabl
walebe [Xpert CDIFFICILE 3| PARAMETERS
c1 Available
c2 Available
c3 Available
C4 Available
D1 Available }l{
D2 Available CLOSE
D3 Available
D4 Available
03/05/1317:04:33 System |Full Automation Operating Mode
g 03/05/19 17:04:33 System leicome to GeneXpert Infinity System
03/05/1317:22:11 System User [Detail User] login

HREIHE R R R HED

Manage Assays

Detail User »z £$ 2 lﬂ

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 ‘Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Assay Version | Need Lot Specific IM

Xpert Flu A Panel 3

Xpert NG 3

Xpert CT 3

Xpert GBS G3 23|

Xpert CT_NG 3 23

IXpert BCR-ABL Monitor IS 1 DELETE

Xpert EV Assay 3 =

IXpert MRSA_SA Nasal 1 _— ﬂc

Xpert CDIFFICILE 3| PARAMETERS
Pl¢
CLOSE

N 03/05/1917:04:33 System [Full Automation Operating Mode
03/05/1917:04:33 System leicome to GeneXpert Infinity System
03/05/1917:22:11 System User [Detail User] login.

2-60. fEETEHEMiE (Manage Assays) T{EX A8 o4& ik 4L e R HES

2-62
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REIRKEF

2.10.4 THIERHEM;%ETE X

e D

NEEMERETEE X AR AIRE. BRTBRERNEEL. MRTETN, #REBBHENE
M;EE X CDROM §A.

B o — ARSI s SCSCA

1. fEEFHEECIYE (Manage Assays) TAEX (ZILE 2-61) , EFFZEMNRGIESIR
HOI R RS IE AR, SR E IR PR RR (DELETE) 241, HILBAHE . 52
WK 2-62,

2. EFER (YES) 240 UMM ER R E € o B2 B 2-620 il e 2l
B I AL B 51 R FE R

EIFEMERETAE %

Copreis. XpeItiSe Software Detail User »z z‘ z I"]
n B o

Module Status Manage Assays
Module Status assay S/ Version | Need Lot Specific IMPORT
Name Xpert GBS 3
p flvalabie IXpert BCR-ABL Monitor IS / 1 \ 3
2 e HIV-1 Quant IUO CE / 1 2] MOVETOTOP.
e fvallale Xpert Flu A Panel ’ 3 F
A4 Available AV Assay 7 23
Pt lomepied Xpert MRSA_SA Nasal 1 DELETE
:z :“?we [Xpert CDIFFICILE 3
wailable |
B4 Available LR
c1 Available
c2 Available
c3 Available
C4 Available
D1 Available }l{
D2 Available cLOSE
D3 Available
D4 Available
03/05/1917:04:33 System "Fuu Automation Operating Mode
Q 03/05/19 17:04:33 System “Weh:ome to GeneXpert Infinity System
03/05/1317:22:11 'System |user [Detail User] login
2-61. NEE# % (Manage Assays) T{EXMIBE—4 1&illi%
GeneXpert Infinity System Operator Manual 2.63
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REIRRERF

Detail User o: ’: z Iﬂ

Module Status Manage Assays v

Status YES

Available

Available

Available

Available

ailable

Would you like to delete selected assay [Xpert EV Assay]?

ailable

ailable

railable

/ailable

sailable

/ailable

ailable

ailable

ailable

railable

2222121212212 12[21(2

ailable

03/05/1917:04:33 System [Full Automation Operating Mode
03/05/1917:04:33 System 'iWe\come to GeneXpert Infinity System
03/05/1917:22:11 'System |User [Detail User] login.

2-62. EIRM;E (Manage Assays) TIEX il

210.5 FHEABFEHIESH

iE

AR T TR R T IR S B DA s 45 2R *"{J”Jmaﬁﬁ/ﬁ%éi\ﬁ%mﬁl:/ﬁ(’%
Zﬁ{m T ETH?EZK%/&%HTAQZJJE“]\—L?{DAM ° ﬁ[l%ﬂj?%%}:., %ﬂ;ﬁ%jﬂ}%
TARERAT ], TR 3N gxr ATFEhR AR EMRSHAE R .

BXZ Cepheid BARZHFEBITIABIG .oxr X BUG oxr XHF/E, WENEHETENL, HFEEX
HHERNME.

SRR E IR IIVE A2 75 75 SRR 2 RS2 (Lot Specific Parameters), 16 &3 & & 2
Frilli%: (Manage Assays) TAEX R EHFEM XS H (Need Lot Specific
Parameters) %I~ J5 ksl v 1 7 HE & 73 /A0 1

BFNFANFFEIX S

1. fEFEETIYE (Manage Assays) FKHE (ZIE 2-63), EFFHREREEMIRSE
ARG TN A7 2 r (ARG M7 42 K

2. EESTEM S (LOT SPECIFIC PARAMETERS) #:41l. 52 WKl 2-63.
Hr 3 LIRS HL (Lot Specific Parameters) T/EX & Eox (ZWHE 2-64) . HrE
kX 244 (Lot Specific Parameters) T AF X ¥4 27 —F1 24 H Az iV N 1 RF
ESHOCAE, B SIS, WA oA TR E iR S 4L

3. TERFEHALIRZHL (Lot Specific Parameters) T1EIX, i&FEH AN (IMPORT) %41l
(Z WK 2-64) .

2-64
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REIRKEF

EFESAGEH XS HEENE

Detail User Q! z» g Iﬂ

Module Status dnage Assays
Module Status Assay Version Need Lot Specific IMPOR?
Name GBS G3 23
A1 /Available
Xpert CT_NG 3 = 3
A2 Available
Xpert BCR-ABL Monitor IS 1
A3 Available
HIV-1 Quant CE 1
A4 Available N
[Xpert Fiu A Panel 3 N\
B1 Available
IXpert EV Assay 3 DELETE
N frvalable [Xpert MRSA_SA Nasal 1 —
pe \_SA Nasal V]
B3 Available
IXpert CDIFFICILE 3| -
B4 Available LOT SPECIFIC
PARAMETERS
c1 /Available T
Cc2 \Available o ﬁ
c3 Available
C4 \Available
D1 Available }l{
D2 Available CLOSE
D3 Available
D4 /Available
n 03/05/19 17:04:33 System ;Fuu Automation Operating Mode
% 03/05/19 17:04:33 System Me\:ome to GeneXpert Infinity System
03/05/19 17:22:11 System ;User [Detail User] login.

//cmm. Xpertise Software Detail User o: ,!,’ ’. lﬂ

A B0 o

A%z

Module Status Lot Specific Parameters
Module Status Assay Xpert GBS G3
Name

A1 Invailable VLD e

A2 Available Reagent Lot Number

A3 Available

A4 /Available

B1 \Available

B2 \Available

B3 Available

B4 \Available

c1 \Available

C2 Available

C3 Available

c4 \Available

D1 \Available

D2 \Available

D3 \Available

D4 /Available

n 03/05/19 17:04:33 Sys(em ‘Fu\l Automation Operating Mode
_% 03/05/19 17:04:33 System ‘\Neh:ome to GeneXpert Infinity System
03/05/19 17:22:11 System |User [Detail User] login.

2-64. HEH XS (Lot Specific Parameters) T{EX

GeneXpert Infinity System Operator Manual 2-65
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REIRRERF

//@pnm Xpertise Software

Detail User Qg zt 2 Iﬂ

Module Status

Module
Name

“d

A1

Available

Available

A3

Available

A4

Available

B1

\Available

B2

Available

B3

Available

Available

C1

Available

C2

Available

C3

Available

C4

\Available

D1

\Available

D2

Available

D3

Available

D4

Available

Lot Specific Parameters 3

Assay Xpert GBS G3 IMPORT

Version 23

Reagent Lot Number

71

N 03/05/19 17:04:33 System “Fuu Automation Operating Mode
03/05/19 17:04:33 System 'iWe\come to GeneXpert Infinity System
e [

03/05/19 17:22:11 System {User [Detail User] login.

2-65. EiRMiXFI# S (Reagent Lot Number) BIFEH RS M (Lot Specific Parameters) T{EX

2.10.6

fEBH: (Look in:) NHKE T, SMEEFAN gxr KHHILLE.

PR E RURSEL (gxr) SO, AR B LK S 40 (Lot Specific
Parameters) %] 15 HE L J¥TH (OPEN) %4 .

Bt H B IR KR #E RS20 (Reagent Lot Specific Parameters) 51K 1. 1
Z LI 2-65.

TE T4 2 LIk 220 (Reagent Lot Specific Parameters) _L1F X % K
(CLOSE) #%4H, VAR [FIEF AL (Manage Assays) EH.. 15S LK 2-65.

MR E#M XS

NRGHBRHE#RRSHR—-TIAANRE BRTBRERERISH. MEATETC(], #FE
AfE— T RNESFHEA— T oxr X, BHESA.

EMBRRR € RS AL

1.

PR BTIE (Manage Assays) 5. (S 2-63) , FERMNER 4 2 LIRS
KRS N2 51 2 Hh e P A TN A4 R

S EN RS % (LOT SPECIFIC PARAMETERS) #%4fl. iX74% & ik 3
4 (Reagent Lot Specific Parameters) TAEX & Ex. 5SS LK 2-65,

R MR LS, SRR iE 3 MER (DELETE) 4%41. 52 WK 2-66.

2-66
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//Cmm Xpertise Software Detail User ,l z. : lﬂ
4\ Lo g
R % 2
Module Status Lot Specific Parameters
Module Status \ Assay  Xpert GBS G3
ame \ Version 23
A1 \Available \
A2 [Avaiiable \ Reagent Lot Number N\
A3 /Available 71
A4 /Available
B1 \Available
B2 \Available
B3 \Available
B4 /Available
c1 \Available
C2 Available
C3 Available
c4 \Available
D1 \Available
D2 \Available
D3 Available
D4 /Available
n 03/05/19 17:04:33 Sys(em ‘Fu\l Automation Operating Mode
% 03/05/19 17:04:33 System ‘\Neh:ome to GeneXpert Infinity System
03/05/19 17:22:11 System |User [Detail User] login.

2-66. MIFTEHM XS (Lot Specific Parameters) T {EX Milfs— 4 &%

Eopreis. Xpertise Software

A %D

Detail User o: go z Iﬂ

Module Status Lot Specific Parameters
Module Status
Name

A1 Available

A2 Available

A3 Available

ad Avalioblo Click OK to delete the selected reagent lot from this assay.

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available
03/05/19 17:04:33 System ;Fuu Automation Operating Mode
03/05/19 17:04:33 System Me\come to GeneXpert Infinity System
03/05/1917:22:11 'System “user [Detail User] login.

2-67. Xpertise X FIHFEH X EH (Lot Specific Parameters) TIEXFIAEE

GeneXpert Infinity System Operator Manual
302-8483-ZH, #&ITHR B 2023-6
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REIRRERF

HILHIATE B S WA 2-67.
IEFRATE (OK) F24H LU B LIk 24U (Lot Specific Parameters).

1K H (CLOSE) %4 DLk [A] & BEAL IIVE: (Manage Assays) SKH.. 152 L
Kl 2-66.

2.10.7 HmEHENZESH ((NREEZEME)

TEE AT (Manage Assays) TAEIX, 4miR (EDIT) $Z41{0 &5 @ AL IS H
XF A FARAS 2 2 o A6 2 %0 (Assay Parameters) TAE X 3@ 7 8 & A I
1 7€ F:45 B H47 (Quantitative Result Unit).

B AL SO 2 45 R AL (Quantitative Result Unit):

1.

TEE AT (Manage Assays) TAEX (Z LK 2-68) , iEFRELERNMEY|R
g 1) BAIVE R AR, ARGk mER (EDIT) #4H. k2% (Assay
Parameters) TAEIX 2R, 1HZ LA 2-69.

i F 52 B 45 S B (Quantitative Result Unit) 47 3% F DUIR AR ELAE R 25 A1 A
x ERIRBAL, 1S WE 2-69. FEAIRGI /R EALF, EEEHT R I HAL
IU/mL (SZTHEFRFAD B copies/mL (52 TF DNA $£U1) . FArF1ER
YR AT RE PR RS I A BT 22 5+

EFRTFE (SAVE) &4l (UL 2-69) o K OrArE mah KA HAES
44 (Assay Parameters) TAE X R —MHIAHEE, RFPADEL, 1HSW
2-69,

2-68
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REIRKEF

EFEREHEEENE

//@Mw Xpertise Software Detail User »z z‘ z Iﬂ
4 2
R s
Module Status anage Assays
Module Status Assh Version | Need Lot Specific IMPORT
Name Xpert GBS 3|
A1 Availabl
walable \Xpert BCR-ABL Monitor IS 1 ﬁ
A2 Available
= HIV-1 Qual CE 1 MOVE TO TOP
A3 Available
vl Xpert Flu A Panel 3
A4 Available
Xpert EV Assay 3| 23
B1 Available
[Xpert MRSA_SA Nasal 1 DELETE
B2 Available —
Xpert CDIFFICILE 3|
B3 Available N =
il LOT SPECIFIC
B4 Available 5 e
C1 Available
C2 Available -l
c3 ‘Available Eom
C4 Available
D1 Available }l{
D2 Available CLOSE
D3 Available
D4 Available
03/05/19 17:04:33 Sys(em “FU” Automation Operatlng Mode
Q 03/05/19 17:04:33 System Me\:om to GeneXpert Infinity System
03105119 17:22:11 System |user [Detail User] login

Copreis. XpeItiSe Software

2-68. EHETEE#N% (Quantitative Assay) BI#illl;% (Assay) T{EK

Detail User ‘z z» z lﬂ

Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Quantitative Result Unit
copies/mL

‘co’ples/mL
IU/mL

Assay Parameters

i X

m

03/05/19 11:34:20 System [Full Automation Operating Mode
03/05/19 11:34:20 System Me\:ome to GeneXpert Infinity System
03/05/19 11:49:00 System User [Detail User] login

2-69. R REEH R LI (Quantitative Result Unit)
THEBRMEMESE (Assay Parameters) T{EX

GeneXpert Infinity System Operator Manual
302-8483-ZH, #&ITHR B 2023-6

2-69
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epheic. Xpertise Software Detail User ‘z go g lﬂ
Module Status Assay Parameters v
Module Status OK
Name
A1 Available
A2 Available
A3 Available
A4 Available The selected quantitative result unit has been changed.
B1 (Avallable Tests, including retrieved tests, for only this version of the assay will
52 (pvallable now use the newly selected unit.
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 11:34:20 System ;Fuu Automation Operating Mode
03/05/19 11:34:20 System |Weicome to GeneXpert Infinity System
03105/19 11:49:00 System |User [Detail User] login

2-70. #&illl;£ & (Assay Parameters) T{EX il

4. TERGIEZSHL (Assay Parameters) TAEX (Z UL 2-70) 1, EHFBE (OK)
. KL S HL (Assay Parameters) T/EX OCH] . B HEAGIE (Manage
Assays) TAEX 2= &8, EZ WK 2-68.

211 BERZEAFHDENLRE

ZWAF M 5.62 77, NEIITRASCYFaR 8GR 5.6.4 77, NFahik
HHE B,

212 EfR=EZE%

i FNRBE AR LR ARITHES.

ERBEHR SR N (S WE 9 &), AREFEEN NSRS, BT I
fE, WEHPATEH 2.12.1 TTAIES 2.12.2 TTHPPE.

2-70 GeneXpert Infinity System Operator Manual
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REIRKEF

2121

XARS%K

L BRORAR G AT A B AR A o NSRS T AL B, IR JE A4 EH e
ARG

2. EFALT TAEX A EARIBH EARIR H Xpertise 24 (Xpertise Software)

BEE

(ZWE 2-71) . BB H (Exit) S ER. B2 WA 2-72.
MBEBTMREEHTH, MRS,
MBEESFLENFHIENE, TNSEMAE. EREEHEHH, FREGFLERNELEE
H. AAESEEFLEESEE, WIIHSLENREMIE, MMTREMESHTHHE.
3. IEFME (OK) %l (WK 2-72)

EFEEE (CANCEL) %4l (LK 2-72) PMEAIR H Xpertise FK A4 IR [H]
Xpertise 4+ T (Xpertise Software Home) TAE[X .

Detail User wg zt 1 Iﬂ

Module Status Tests Since Launch _
g
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated ~ Status ORDERS
Name D Name Type Date Minutes
A1 Available To Result| -
=]
A2 Available ot
RESULTS
A3 Available
A4 Available s
B1 Available DATA
MANAGEMENT
B2 Available
Lo
B3 Available =
o=
B4 Available SETUP
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:04:33 System ;Fuu Automation Operating Mode
Q 03/05/19 17:04:33 System Me\come to GeneXpert Infinity System
03105119 17:22:11 System user [Detail User] login.
%] H
2-71. Xpertise HFE T TIEX
GeneXpert Infinity System Operator Manual 2.71
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REIRRERF

Detail User ol ’: 2 lﬂ

Module Status Exit v
Module Status oK
Name
A1 Available
A2 Available X
H CANCEL
a3 Available
‘gM (Avallable Click OK to exit this software.
B1 Available
{BZ Available
B3 Available
Eaa Available
§C1 Available
lc2 Available
c3 Available
C4 Available
D1 Available
D2 Available
|p3 Available
Ipa Available
03/05/19 17:04:33 Sys(em ;Fu\l Automation Operating Mode
03/05/19 17:04:33 System Me\come to GeneXpert Infinity System
03/05/19 17:22:11 'System ;user [Detail User] login.
2-72. FHBH (Exit) TER#IA
t MBLWEELRSG (us> BREA, NesizzaiBlH (Exit) BRnE (OK) 4GSR
RBEIEATHER (ESHE 5281F).
21211 TFFHTHRE

#

IR AR B WU R 2-29 AR X BRI 2 F 5, BIRTER
(Manually, with Reminder), A2 SRR ERI /RS B (Test Archive
Reminder) TAEX (Z WA 2-73) Tz:iz/j?o BRI 21212 7.

WRAREILH, MR AARYPER (S B (Test Archive Reminder) T/EX &R, iF
Z W 2-73,

. WmREARE ﬁﬁl TEMARAFAY R85 B, (Test Archive Reminder) TAE[X %
B (NO). 4kLL kK PIF M AFR T2 2.12.1.2 75,
%
o WRERMEFR, EINKFRYIERMEE (Test Archive Reminder) TAE X H

R (YES) DAARSEHEAT AR S A o ARSI (Archive Test) T
EX & ExR (ZHE 2-74) .

58 5707, AFR IR 7 2D B 7

2-72

GeneXpert Infinity System Operator Manual
302-8483-ZH, 1&iTHi B 2023-6



REIRKEF

//cgm,d_ Xpertise Software
/m gg
Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Test Archive Reminder

veivser +@ @ @ lﬂ

Archive is overdue. Do you want to archive now?

03/05/19 17:04:33

System

User [Detail User] login.

03/05/19 17:04:33

Waste Container

Reminder 7323: Waste access door is unlocked.

03/05/19 17:22:11

Glass Doors

Reminder 7222: Glass Doors are unlatched.

2-73. ik F444RR{E 2 (Test Archive Reminder) T{EK

//wa_ Xpertise Software Detail User »: £¢ z I{]

A o2

R =

Module Status Archive Test
Module Status [ cloak IDs
Name
A1 Available [l Purge Selected Tests from List After Archiving (Recommended Monthly)
A2 Available
Patient ID Sample Mod User Result Assay Status Error Start

A3 Available D Name Status Date

A4 Available [m] H35182729... [UH489831 C3 <None> INEGATIVE Xpert CDIFF...|Done IOK 07/14/18 17. -
B1 Available [m] H11287489...|SD142231 A1 Detail User  [NEGATIVE Xpert CDIFF...|Done IOK 08/30/18 15, |
B2 Available =] H11287489...|SD142231 A1 Detail User  [ERROR Xpert BCR-A...|Aborted Error 08/30/18 15,

B3 Available m] H35189038... HG656788 K3 Detail User  [HIV-1 DETE... HIV-1 Quant... |Done IOK 08/08/1815... |
B4 Available = negative co... negative co... (K4 Detail User  [HIV-1 NOT HIV-1 Quant... \Done IOK 08/08/18 15,

C1 Available [m] H35189038... [FT343558 K2 Detail User  [HIV-1 DETE... HIV-1 Quant... |Done IOK 08/08/18 15... [ |
C2 Available [m] H35189038... HGE56788  |A2 /Administrati... |HIV-1 DETE... HIV-1 Quant... Done IOK 08/08/18 14.

C3 Available [m] H35189038... [FT343557 A3 /Administrati... |HIV-1 DETE... HIV-1 Quant... Done IOK 08/08/18 14,

C4 Available m] H35187588... TT555698 B3 Basic User ERROR HIV-1 Quant... |Aborted Error 09/16/18 14,

D1 Available =] H35189038... TG478589 B2 \Administrati... |HIV-1 NOT HIV-1 Quant...\Done IOK 09/16/18 14,

D2 Available ] H35189034...(CR538763 B4 /Administrati... |MTB NOT D... |Xpert MTB-... |Done IOK 09/16/18 13,

D3 Available [m] H39590382... [KW630987 (B3 /Administrati... [MRSA NEG... |Xpert SA Na... |[Done IOK 09/16/18 13,

D4 Available H35187338...|GH487365  |A3 Administrati... [MRSA NEG... |Xpert SA Na... |Done IOK 03/05/1913... |——

| Has120878 lspA4a0a: a2 MRSsA POSI lynert sANa |none o hoseia s | 7
‘ — ‘ —_— ‘ ‘ e ‘ ‘ pesazer 4 ‘ seLecruew ‘
n 03/05/19 17:04:33 System User [Detail User] login
g 03/05/19 17:04:33 \Waste Container Reminder 7323: Waste access door is unlocked.
- 03/05/19 17:22:11 Glass Doors Reminder 7222: Glass Doors are unlatched.

2-74. 4R (Archive Test) T{EEX

CIAN

5 X
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REIRRERF

2121.2 BIREEIERE

. R B 2)i% 5 (General) TAE X H 1) 508 7 & B R (Database
Management Reminders) FHE (S WK 2-25) , FA 2 BREHREFEH
(Database Management) TfEX#2EE (Z W& 2-75) FF HA &2 — 2 H#
fE. Xpertise BAFE 2% H Windows £ IH¥ Eo~. S WK 2-77. 3
55 2.12.1.3 T RASE ARG R AT o

. WA 7 HE M (General) TAEIX 1 (144 2 & FLHERE (Database Management
Reminders) HHE (ZILE 2-25), # W75 5 (Database Management)
TAEXHEME (WA 2-75) , a4 2 S AP AT H0H B8 AT 55 .

A, MBEAEEPTEEEESETES, EFER (NO) %4 Xpertise HAFFEF
22K M1 H Windows SR SR, S WA 2-77. FFIEE 2.12.1.3 1A%
2R G5 2R PRI -

1

B. WRBEPTHIEEGEES, EHER (YES) %4 . K HIHdE 5= i
(Database Management) % . TA/EIX  (Z WK 2-76) .

i 2- 76 IR MR EERESPRTREEERZENNRUARARPERLS.

HE TAEX TR, S 5.6.51, fEFIBTFERNERTES,
I RESRAT P 7 B A BRAT 55 B VR AR R

PATHIE EE AT, L4%K# (CLOSE) %4l (WK 2-76) .
Xpertise F 272 M H Windows R o~ . 155 WK 2-77. 3|
% 2.12.1.3 LSRR GER MR -

Detail User oz zo z Iﬂ

Module Status Database Management v
Module Status YES
Name

A1 Available

‘AZ Available x
EAS Available s 2
§A4 Available Do you want to perform Database Management tasks?

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

|p3 Available

“D4 Available

03/05/19 17:04:33 System |user [Detail User] login
03/05/1317:04:33 Waste Container ‘ReMInder 7323: Waste access door is unlocked.
03/05/1917:22:11 Glass Doors "Remmder 7222: Glass Doors are unlatched.

2-75. B EETE (Database Management) T{EX 1R EE
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REIRKEF

Detail User oz ’: z Iﬂ

Module Status Database Management g-g
Module Status D:;;(\:%ie
Name
A1 Available
A3 Available
d Available Perform Database Management tasks.
Bt [Available After tasks are completed, press CLOSE.
%BZ Available
B3 Available
EBd Available
§C1 Available
I
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:04:33 System |user [Detail User] login
03/05/19 17:04:33 \Waste Container ‘Remlnder 7323: Waste access door is unlocked.
03/05/1917:22:11 Glass Doors "Remmder 7222: Glass Doors are unlatched.
2-76. HiBEETE (Database Management) T{EK
i3
2121.3 EBRXANF

Shutdown
Infinity ...

BEE

1 W HBIIRSS Zom it HALA T E K E (Shutdown Infinity) ElFr. 12 W
2-77. HI Infinity SSHBRNXENE. 1EZ LK 2-78.

W% E S ERXA (Shutdown) Infinity El#rXAE MRS &LiKiTEH . E2{EH Windows 7
WREBAN ARG EHEF XX IR

2. IEHERRE (OK) #%4l. W2 ILA 2-78.
3. ZEFF 2 43P LAELE Infinity System ¢,

MPRBEFF2 W, WAK PC SRFRMANEFHRERE. MRZEXERIHANERFE,
REATREA S EREE.

4. BRI O R £ 2R H (OFF) 28 (0) o HJEHFRALT Infinity
System 145 N (MNRGIEHRA) o KT Infinity-48s, EZ WK 1-1; X F
Infinity-80 £%t, 52 WHE 1-2.

ZRGXAR, FRASHBERAGRE. NIRRAZEMIHNNEFAE, RETETSEHRRS
zfo

GeneXpert Infinity System Operator Manual 2.75
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REIRRERF

]

Recycle Bin

n
X

2]

Shutdown
Infinity

\ 9:46 AM F
PO LT )
P20 s

You are about to shutdown the Infinity system.

Are you sure you want to do this?
Reminder:

Wait 2 minutes for the Infinity system to shut down before turning the AC power
switch to the OFF position.

Wait another 2 minutes before turning the AC power switch back to the ON
position.

The system may not boot up correctly if it is turned off and/or turned back on in
less than 2 minutes.

Cancel

2-78. Infinity X8I\ HEIE
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REIRKEF

2122 EHMRBIHF4%

RHEBABN ARG, WIEHE 2.4 77, JTHRRGME 257, B—IKE 50 Xpertise FAF
IR -

BE ZREXARE, FRATHBENAERRE. NRFZREMINNERFE, FRUTEFSERR
i}]o

213 HE I EIHR K Xpertise ¥

Xpertise B F C.4 2234 7E GeneXpert Infinity system ) P B it 5. 1% 2775 K # %588
HORT A . RN, B R R AR RGN, T 20 ] R AR A .

PRATHLIEEC R Cepheid AR SCHRFES T LSRG H B, DURE K A B s 2Rk IO ME 26 B 21 5%
K. 1HSIATE P IHE AR — AR RE R .

GeneXpert Infinity System Operator Manual 2.77
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3 RERE

AT fRFE GeneXpert Infinity system ) TAEJREE, TR0 Frid

< BB O30T, RGUREMR

. % 3.2, GeneXpert iR

. % 337, GeneXpert il &
« %% 3471, I-CORE

o B35, I N

o B 3.6, SEERTTVAIMAR:
« HW 3T, BEARS

< BB 387, R

3.1 FRgR{EHLE

GeneXpert Infinity system H 246 FIEERFE S 4l . ALY 38 DL S A A SIS 3 e 5%
PCR (RT-PCR) FISEZi PCR 32185 H A5 R 51 A .

5> GeneXpert BIHACE —/NFESL . BIEAT—/MEIIE, % GeneXpert £l
& AR R A I SR AR R B B AR B WA, RGEHAT AP

BR:
1. HAI SR N GeneXpert it DLIEAT AL BE
2. KRR AR RS BRI AN [F) 1 3 e DA T it o 5
3. KFERAAFR AN R E
4. AEFEAGIN G T HIRE L AR
5. #hE—II4R.
6. M GeneXpert BB E] T KT &

GeneXpert Infinity System Operator Manual 341
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IREFE

3.2

GeneXpert Infinity system & NAIZH4:, £ GeneXpert FHHEAT AL & 1) B 2h 1L 2%
eI

o TREEH — KA N E B IR S5 A din e 1 B R R HUAL
© FHREAE - I R, PR AU SR BRI &AL -

o ERBANEE - KR E MR A2 2] GeneXpert B M GeneXpert
RN A I & LA

o BERRIR - BB VER R DL M AU IS T . R, ) LORE
il TBCR F (e I & B4 S AR DAL o i T5C2R A ) A 058 s R B T
R &

< EEER-FHAE AR L I E, BRSO, NS (STAT) L5k 2
Rl S is i A AR+

«  GeneXpert 1R — 5H T AN, KEEAMREW RN G R T B SR i b
#, JF BFEm—GTRSWIMA R NE, AT PCR.

GeneXpert (iR

A GeneXpert FRHAE —ANFEAL . FFE S AE F B3 8 46 A\ — > GeneXpert £l
&, —MIEKATE GeneXpert Infinity system b @I ZE PLIZ 1T 1ZI0. I GG —
A0TSR, AR5 R 3.

FEAER R ST UM AP, XS AP Re NSRRI G0 ) E Sh AR i b, JF
FEfm—aGIR SIS N, BLiEAT PCR:

o FRSRENH — e G R 2R AR I
« HEEF - DRCBERIA RN .
- EETEA - AR (ERD .

+  1-CORE® & — I-CORE CEAEA HI/HN#AIE 2 RN HEHL£3h4T PCR 3 1 A
sRIllB

Ko 2 5 L) AR U B 7E GeneXpert BEHer IERIES S Hedh, BBOEAITE
SUIATF A BIEAT B R, DA R 4 L E % 158k

MR, RGAT T HIL IR

Lo KRR b AR RS BIAS I 5 AS (] £ 2 o DAEAT 96 il ) 5

2. KAGIT Bk

3. PATIREMR B U RS REAT R A i % AT e I2oe SO e I 4 #E4T 1%

T .

4. RERERAS SRR (CANIE D AISERT PCR 45 € 4L 7 il & A\
DA

5. JT4f RT-PCR (Lni& ) F1 PCR PR LA S SEBHAGI (LA 3-1)

3-2
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RMERE

GeneXpert Infinity system{fi ] I-CORE I # AT XU 4 A1 RGBT L R A 5E R
N, 12N R AR EO0T Xy 34 FR I AR P ) DNA 85 cDNA H A5/ 41 .

AR S —FhIG I DNA B cDNA 75145 € ¥ DGR 918 5. S 2R
o Tl e S A P 9 DGR AG TN 5 5 1) PP 91 B — L, DABA € H AR DNA L
cDNA HIUCH B R GE 5 U (RO IIRED Frak iR .

MaEHER THER
95°C 95°C

10 #

30 #

3-1.|-CORE MR MKFEASE (REFERBEARIEH) B9 PCR EBHFERHG

FEMEEA S — RN IEA AR, EXLEE Y, DNA 3¢ cDNA 2 7EHFE I

T FE AT I A 2 — B A S ]

VAT HERE CYHRY B DNA 5{ cDNA RS CBEERD , SkE— |

NI RIPEIN, S

1. 7% DNA BT HERPE.

2. REMFESIWLIY I DNA —MBADE. R EAN, 5194454 DNA
B8 cDNA J$%1 .

3. EMEEIE, DNA 1571 ZAb i,

K 3-17 7R PCR PE3A 45 BH 1 I-CORE #EHL AT 1Y 40 MEIR . ABVEME R A

95°C; BKIRFEAN 60°C; FEMIEEE Ny 72°C, X BE i FF i AFAN LR D620 t A He g 4

—/NMREE FIFREERT ], Wil 3-1 B MG MEAE R 3T — MERTE 120 . 725

Gl s AR N 5 e eRT, AATEER (5 ) L Bk (30 B DLEZAEM (10 FB)

IR TGS 40 X

GeneXpert Infinity System Operator Manual 3-3
302-8483-ZH, 1£1THE B 2023-6



IREFE

3.3

GeneXpert & &

— IRMEAT 1) GeneXpert £l £ 75 994F i A1 77 LAFE GeneXpert Infinity system F3H
ITRINE . AR S NAIHAERS (S WE 3-2) .

RIBE - R, WO SRR R AR . A ERE AT ER

ST RS 2 PR s D

& — Jig i F TR S B BAS B R I G = A R B N . FEBRAR N, 2293
BIFEah . EBR PCRAMHIF, JF HLGE A 7 RS (& RD . KLIEZ

Ja, M5 PCR GRS, RIEHBNEMI R NE

RRE - BHPERIEA . 6E0k, IR A AW AT R RS
A GeneXpert BN, e NE 2 H 346 A 2 I-CORE .

For il & BT G RIS N . BRI RAR A

Infinity System AR GeneXpert f il &, A5 ZAT IR e R AR &, TEERR
Cepheid. 152 AT AR PRI — 3 U?ftﬁﬂ%?ﬁ: B

3-2. GeneXpert &M & A

3-4
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R{ERE

3.4 |-CORE &R

[-CORE HBRZ2 RE MG IRARA FIBEAFALIE,  FORFHAT PCR § AN EAGM -
VERREI G RN A R, BB Hd A 2 I-CORE i, 152 MK 3-3.
T il AR 5 P04 WA TN G N B SN o 3 I RE0IA],  1-CORE fin#vas
S, RE RN WAV L. O BB T, FRRIA S 9
It

I-CORE #iik (M#E)

s

[T,

#AE| I-CORE H

3-3.I-CORE &1t (ETH) 6 BifER)

GeneXpert Infinity System Operator Manual 3.5
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IREFE

3.5

3.6

A% ZDHF

£ I-CORE 1, s th i A BAT i #k SR B I p,  DARA PR IS 2 SO AR
ALK, HS WA 3-3. ARG o HEE MR T 2R A B,
AT A AR R, DURSR R AR AL o e RUX s il i 4 ] 2 e B
BRSNS A o AEFRARPA IR, SRS [ P AR R P TR . XA
[ 225 A 4 o D ek DA DR Pl e e I 2y, R IRP g S PR AR B T i, L Ay
SR

FEFT BN

GeneXpert F G0l 1 Lt R A MgeE S B (SERS PCR) RAKIN R 75 A £ VAR ) H AR
DNA.

SN IR e xS N 2 SR Bl X S B R AR A, I ELAE R 5E IR RR RIS [R5 FH AH [ 1)
PCR 7715 CBMEAEA B KAIZEM) DAY DNA. SERS PCR PLER AN SR EER
EH A 2, SRATIN H b DNA B9 5945 U1 SEir n] WA A0 (e B 34 7= 40

FESEHS PCR 1, LB RANEAEYR ) DNA 15195 DNA ME5& I AE
o BN, 78 5B REFEOR T, A3 9O GORARE K FR B N J  #ER BB 2 b
TR DNA JE45 & DNA MMTESIY. SIRERE— 2R 7 5 mACr 1k
Sk, CARE R E T AR IR A1

21 DNA BEIEAHIS, SR BNIR, I B QRN K 2 iS22l & 1
I . SRR T B RN g .

i3 AT B 2K DNA #5 DU, 9625 ATl 21 Fr 4k I8 8 I BME. (Cy).
JA SRR () e 2 A 52 SONPESL AP R T8 SOOE IO W NI 28— MES (S
WK 3-4)

SEIS PCR 22— ANME X i BT — S8R LURAE Y B B —SEPR3A 9 1 il 2. 7%
JCHIIE N P AT R AR R, WU T SR BIE . BEE T 2Rk 2
B, KIEBVICA R, %%, HAR TR . RS PCR A
TR EDAL) DNA, 385 Hh 2R 1 25

3-6
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R{ERE

180

| 29.1
160+ =15
140+ 3=
1207 AmAE
100+
80+
| i B 2%
K 60..
0% 300 (SR Tt
20 .
I\ B
0
-201 ; : ; } ; ! .
10 20 30 40
JAHR
3-4. {7 FIF BB {E (Ct)
3.7 XEERH
7£ I-CORE H, Ju e RGN M EE AN (WK 3-3) .
o ANBEEER - SH SRR Y (LED) RIER YR ST
o ANBEEMER - SF DG BRI S AIIE AR ORI 7S AR
£ I-CORE S E Rt B, I HOGHE 5 R MERDUEE D BB S, DT
SR DO R SR o IS ARIE A A R O GR I REE TR RN
Hig 2 AR A 7S AN H AR 26 GRH AR SHOGIS T E &, I AR E 2 A
WIEFFEES . NTAEIERS, R E R HE A EEE 2 b Sk e
R TCHRHIR T . R 3-1 7R 75Nl TE B0 AR I 1545 .
GeneXpert Infinity System Operator Manual 3.7
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IREFE

% 3-1. GeneXpert ZEHEMELETEE (6 &)

KFiBIE #E (nm) &5t (nm)
1 375-405 420-480
2 450-495 510-535
3 500-550 565-590
4 555-590 606-650
5 630-650 665-685
6 630-650 >700

3.8 ZR&%ERU

FHZE [ B FAnvE S AR R (NIST) w38 3 IR bR AR #0072 P 1) FE AU 7 2R A5
B +1.0°C, fEHNELFES, ARG EEHAEE S TIE: 60°C

95°C. WIHE REUH T IE IS 0 IR 4 e #1988 s /MR 2, R
[-CORE HR 117 il %

PR HEAR B I B AR K T TR S RO S R G AT IME . X TRt
i, EE R NE R AERNE S (BAES) JE B AR SRR bR R
JFG AR5 RN E IR iE o i is AL GURL SR AR B BDETERFIE, R B QR SRR
PR EIRFIR S WIS S T IR S P A B AR SR R AR R IS 5

3-8 GeneXpert Infinity System Operator Manual
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4 PEREFHERRE

AT H GeneXpert Infinity-48s A1 GeneXpert Infinity-80 Z 4t 114 BE 4 14 ALK o
ESL Y

5417,
%427,
% 4.3,
% 4471,
5457,

¥ 4.6 7,
o477,

41 BRENE
GeneXpert Infinity system:

BT v E B S iRAE

3 TR A BRIE A

T T PR FAL BRI ) A R L

A TR = A

RGR

AR TS

HUEDR

BAEAEI S
FETRAZ S A B 25 A

GeneXpert Infinity System Operator Manual
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P REFFIE TR

4.2 LEHHE

4.21 GeneXpert Infinity-48s S 4&

*£ 4-123% 4351 GeneXpert Infinity-48s R A UPS 1) AR LA o
& 4-1. GeneXpert Infinity-48s ZHEM R~

A R+t
GeneXpert Infinity-48s 24t 217 cm (85 3~F) /. 200cm (78.5#~F) &. 89cm
(35 &) &
UPS
GeneXpert Infinity systemiZ4tfFH UPS 8IS, FFHRISH UPS & A:
«  Synergy Sll &%, 208 Vac. 87cm (3.4 %) &, 44cm (17.2 %) T|W. 66.8cm
iEFRES, 50/60 Hz, H1H (26.3 #&~F) &

- EfREA: BIS S3KOXHU-0X3XX
«JbEHA: BE S3KOXHU

«  Synergy Slll Series, 208 Vac. 8.7cm (3.4 %~H) 5. 44cm (17.2 %~F) . 68.5cm
e, 50/60 Hz, B4H (27 #~F) &
- Efr¥A: #S ACDEF3000-22
- JbEH4: S ACDEF3000-22

R 4-2. GeneXpert Infinity-48s RHEHIEE

At BEE

GeneXpert Infinity-48s &% (TEiE%) #1725 kg (1600 %)
Synergy Il UPS HIZEE: 39kg (86 )
Synergy Il UPS #IEEE: 37 kg (83 )

% 4-3. GeneXpert Infinity-48s R4 EIPEER

A R~
GeneXpert Infinity-48s Z %k . EWUMER: REYEmEEREE 81cm (32 %)
«  AM: 30cm (12 #E~T)
«  FIMN: 96cm (38 #~})
«  ZMl: 81cm (32 #F~t)
c REMNHENERBHERRTDUER/B B, UERBH/ERERNZE,

4-2 GeneXpert Infinity System Operator Manual
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P REFHIEFI AR

4.2.2 GeneXpert Infinity-80 F={F 4

# 4-48F 4-65H GeneXpert Infinity-80 RZiAI UPS I SZARFHS o
R 4-4. GeneXpert Infinity-80 Z %R R ~F

A R~
GeneXpert Infinity-80 F4t 274cm (108 ZE~F) . 200cm (785 %~F) B. 89cm
(35 %~F) &R
UPS
GeneXpert Infinity systemiZ2t@ i UPS RIS, @IS H) UPS M4
«  Synergy Sll &%, 208 Vac. 87cm (3.4 %~) §. 44cm (17.2 #~F) F|. 66.8cm
JEFRES, 50/60 Hz, HiH (26.3 &~F) &

» EFRE A BIE S3KOXHU-0X3XX
« JbEHA: BE S3KOXHU

g
«  Synergy SlIl Series, 208 Vac. 87cm (3.4 33%~f) H. 44cm (17.2 3E~f) . 68.5cm
EfEES, 50/60 Hz, H4H (27 #~F) &®
« EBRE{L: #E ACDEF3000-22
« JbsEB(r: #E ACDEF3000-22
% 4-5. GeneXpert Infinity-80 ZGHEE
R BEE
GeneXpert Infinity-80 &%t (SE&3%;) #5953 kg (2100 %)
Synergy Il UPS #IZEE: 39kg (86 fF)
Synergy IIl UPS RIZER: 37kg (83 &)

% 4-6. GeneXpert Infinity-80 R/ EBEER

it R=t
GeneXpert Infinity-80 Z&%: - BUMER: REETEHEEREE 81cm (32 %)
«  AHM: 30cm (12 #E~F)
BIU: 96 cm (38 ¥~t)
o ZM: 81cm (32 #~T)
c RERMENERWBHE AT I ER/BT B, URBH/ERERNEE,

GeneXpert Infinity System Operator Manual
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i gE

FIEFAAR

4.3

BESEKX
Infinity-48s Al Infinity-80 RZL M LA ERIYTER 4-7H UL .

% 4-7. GeneXpert Infinity-48s F1 GeneXpert Infinity-80 RIS ER

WA it
LERHIE: 200-240 Vac

B 50-60 Hz £0.5%

E - B{RBTR: 16 A X @ 200 V~

TR RS 20 A

AR TR ETSE BAZEIRHREE £10%

IR BRZ 2500V IEfE (BOMAEE I 2)

ups HHBARE:

Synergy Sl %%, 208 Vac. XHU S (FRJE) : 208 Vac (H] EKAE)
M, S0/60 Hz, S 200. 208. 220. 230. 240 Vac (FTi%#F)

EFREA: S S3KOXHU-0X3XX T Fy sk B I -
xS BS S3KOXHU

XHU 812 (SHEJE) : 208 Vac (HJ BAE)
200. 208. 220. 230. 240 Vac (E[i£#%)

4.4

IRENES

S T LA NI ER:

o —RRIREE: (UE=ENMH

. ERIEE: 2

«  B{ERE: 15-30°C (60-85°F)
o IRHEEERE: 20%-80%, R4k

ZARGI K D 8278 BTU//INEF (2426 W),  HL AR LY R4 VRSt T e 2> 58
. T WA BE BE AR 1A SR RS A SR 06 2 o i R H KT Rl U E
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P REFHIEFI AR

= —
4.5 TFRHIEWmINE &G
SR IAE R a0 T Fridk
. REE: -30°C 3| +45°C
o B 0%-95% MEEIRSE, dRA
4.6 HEE
7 RS a0 R BT :
- AIREEER: <69dB (ZF#/KYF 20 pPa)
« 20 kHz %] 100 kHz Z EIHJBEREEE: <110dB SPL (Z%/KF 20 uPa),
B KA T 40 kHz 1/3 {545
13 —
4.7 FmEef#EERE
BRITHER T FEEH e L by ES
R B R AR S HRA N BE R (W) (KWh) w)
Cepheid GeneXpert Infinity-48s G 2426 5840 1248
Cepheid GeneXpert Infinity-80 G 2426 5840 1248
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5 ¥E{EixAA

AZEAN AT GeneXpert Infinity systemiz{Ti2 Wil i & H AR, A% f

FHE:

P

= 5.1

Pavar

S

T, A TR

5291, FEAR RGNV EAE S iL
¥ 5210, FERS

% 52271, Windows 7 & %FEfF
% 5.2.3 717, Windows 10 BRFEF
i 52471, 3 Xpertise B
%5257, Bk

% 52,67, HH

¥ 527, BN

¥ 52871, KRS

B O53°H, RGWEER
5.4 77, JA3) GeneXpert Infinity 240
80557, EHINBEX T AWK

¥ 55171, HIMAMR

#5527, AT

¥ 5537, AREMRKLR

55 5.5.4 7%, HEAEE ID RN R

% 5.5.5°1, AR A

% 05.5.6 71, MR IEESEAT M

% 5.5.7 71, FIRIEERAT IR

% 5587, HiFERS

¥ 559797, BRUFIE kI EE Ak B
% 5.5.10 11, £ HAEA TSRS 4

5 05.6 19, TETFAEHR LT 204

% 5.6.1 71, Faatik
% 5.6.2 7, MHENERSCNTF s
% 5.6.3 75, TEFET AR

J

AN
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1R{EIREA

Ed
%

5.6.4 1%, MFah SN B
5.6.5 7%, EFEMTIHERMBIES

5.7 7, EFRNASE R AP

Pava

o

pax

Para

L

Yoo

i

Pava

o

Yoo

i

5.7.1 79, AR

5.7.2 71, MWAFRESCAF R R A
5.7.3 71, &y E

5.7.4 77, B

5.7.5°1, FR4%E E

5.7.6 T, A HHE A e B

5.8, EENERRE T HAE

Yoo

o

Pava

L

Yoo

i

Paxiand

L

5.8.1 77, fEEHERRE TR
5.8.2 77, "L

5.8.3 77, HUHMENLT BT 2
5.8.4 71, KMAALE R EESENL

« 5 597, 5 Cepheid Link 3482 )5 (1

Ed
%

5.9.1 7, ¥ Cepheid Link FH8FE 5 AR ) £
5.9.2 7%, iB4T M Cepheid Link =3 B &

51 BB TIERE

# 5-15 i ] GeneXpert Infinity systemAbBEFE 5, (1) 8L 780 T /R FE .

® 5-1. LEH#RHRBTERE

2 E5 =51]
1 Jaz)1 GeneXpert Infinity system. $£547T
) KETBIRNENER. IFLE, SAGNEE . S AN B B 3R T o
£2107
3 [, #5527
4 | BESFRNEME EXET L, 4 Infinity System B zh4hE. 538, $£552%
S | MK R #5561
6 |EREMRXLER. #5537
7 |ERMRE RS #5557
8 | EHENRLEREE. $£567
Kl 5-1f < H] Infinity System 7E H 2T b FRE S i 1) S0 TAE AR .
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R{EiRA

&N,

Infinity System EITE LA R AT AR ELARSE ELAL S e A U S BT AR AR IR B I 18]
PERNETESES, | BCSRELE. SRELNERFR. IRRNETHRCLER, WESE

ETERFF B RS ERNE.
2 E R BT ERY, SRR EHREH. RUESY
e 2%%322%‘345;% B, BRSRRENFAEEHR2EH. RNESHB

[l =Fl=: R E T 7 = 4] p N e
frnspradun g FHRANMEBZHERANEEENE.

B BBk 5548 i
PfEHETEBAINNE
AR AAD?

U GEFAET, EATNEESNR SRR A, A
REMEBERIET. > goae " | LEHES RN | Rl

REEBEEF.

EEFEEE MR BFR

MR ERL? FRROMEBR, BHES RN

B RoiERIG?

RETHANME
MER N RIS

!

wRilEE, FBR
MBS RIS,

ol EEREE?

—> RNZWEEYRL, REENEYEHEF.

FHRANHME R
W ZEEREE.
5-1. GeneXpert Infinity Z4iE B ZEX TRYBMB TERKE
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1R{EIREA

5.2 EXZGHEIFIREESHTE
AENPAEEARRGAES, H I EMIA GeneXpert Infinity system Xpertise #1F
« H 5211, HFEARA
o 3 5247, A3 Xpertise B
o B 5257, BR
o 52067, VEAH
. 5287, KMIARS

521 HREBZ%
TR TS BIT R RGBT R

1. )3 GeneXpert Infinity system, K FEJFEF AT &1 2T G AL E (] )»
e 529 TR,

B 5-2. ZifBIEFX

1ZHYRTF I 7E GeneXpert Infinity system1E[HI 147 R /7. X} T Infinity-48s, &
Z WA 1-1; %F Infinity-80, EZ WK 1-2.

2. JARBETEARL 1 43%b,
I EH ATEE L 2R E Windows 7 3 Windows 10,

iE BX Windows 7 9B RIERF, BSNE 522 %
B X Windows 10 BIEFERF, BSNE 523 %,

EE ATHIPRGERE, ARES 90 XEH—REB.

5.2.2 Windows 7 BREF

1. 7£ Windows 7 I, FFHLER 27~ Windows 1K /7 ff . 162 WKl 5-3.
GeneXpert Infinity system 1 & HLEAC E #1> Windows M )7

5.4 GeneXpert Infinity System Operator Manual
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Cepheid-Admin 1K/ i& T FrA % ) 1SS, g7k, REnc B Mgt
¥, 1M Cepheid-Techsupport 1K /1Y fit Cepheid Technical Support 1§ [,

B 5-3 FR

%. Windows 7 professional

5-3. Windows 7 [P RE

2. ff Windows 7 Ik 7 fi % I, #%F% Cepheid-Admin ik (S L
5-3) . HI Windows i hi%. 1S ILKE 5-4.

£ Windows 7 i % (GEZ WK 5-4) L, MiANRSGE M A%,
78 Windows 7 510 5 5 .

Cepheid-Admin

T

Switch User

% Windows 7 professional

5-4. Windows 7 B3R E
4. A3l Xpertise ¥ fF. HSIH 524 75,

GeneXpert Infinity System Operator Manual 5.5
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1R{EIREA

5.2.3 Windows 10 BREF

1.  1F Windows 10 I, FF#ljE, HIL Windows 815 fis. 1EZILE 5-5. Adibf
% FEREALE LLE R Windows 1K IS R 5E . 1ES WK 5-6.

GeneXpert Infinity system 715 HLECE M~ Windows MK F
Cepheid-Admin K/ &M AR TS, Wisirihil. REEE g

¥ 1 Cepheid-Techsupport i /' { fft Cepheid Technical Support 1 FH o
HZ KA 5-6.

10:08

Thursday, Septefhlb&égr 14

5-5. Windows 10 i EFE
2. f£ Windows K " i %: |, %+ Cepheid-Admin /7K )" (iES LA 5-6) .

5-6 GeneXpert Infinity System Operator Manual
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R{EiRA

K

Cepheid-Admin

\  Cepheid-Admin

\ Cepheid-Techsup...

5-6. Windows 10 it P HIZENRE
3. 1t Windows 10 Tk PP A1 IS R (EZ LK 5-60 &, MIANRGEH R ECH
L"_‘IJZ—(_:E—%O

4. Jazh Xpertise Bf. HESWE 5.2.4 15,

5.2.4 3% Xpertise ¥ if

= BEWELL Cepheid APEEX ¥, iR B iE) Eoufit B XA EREEEX.
Windows 7
A] DL A 7 5 A B A
9( «  1F Windows 5[ I, Wik # Xpertise {§ (Xpertise Software) £l47
Xpertise N
Software EZ

fF Windows 1E45 2, %% Windows FFI& KR, )5k ZEREERF (Al
Programs) —> Cepheid —> Xpertise ¥4 (Xpertise Software). %% I,
5-7,

H

GeneXpert Infinity System Operator Manual 5.7
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1R{EIREA

% Remote Desktop Connection

WU Microsoft Word 2010

(T SQL Server Management Studio
% Express

m WordPad

d’j Notepad

yall Adobe Reader 9

% DTerm - Shortcut

rg iface_infinity.exe - Shortcut
—';J Microsoft Excel 2010

) Paint

Calculator

[T
@ InfTeach - Shortcut

Bl Getting Started

! Connect to a Projector

-

-

» Al Programs

l Search programs and files

2|

= e s 00000~ 3

Adobe Reader 9

@ Default Programs

[&%/ Desktop Gadget Gallery
& Internet Explorer

‘; Windows Anytime Upgrade
@] Windows DVD Maker
55 Windows Fax and Scan
@ Windows Media Center
Windows Media Player
Ej Windows Update

=4 XPS Viewer

Arce

]
1. Maintenance

. Microsoft Office

1. Microsoft SQL Server 2005
1) Motorola SNAPI SDK

./ Norton AntiVirus

| Startup

1 Back

| Search programs and files pel ‘

—

Adobe Reader 9

@ Default Programs

[ Desktop Gadget Gallery
(& Internet Explorer

‘; Windows Anytime Upgrade
i’}i Windows DVD Maker
=) Windows Fax and Scan
@ Windows Media Center
@ Windows Media Player
& Windows Update

-4 XPS Viewer

. Accessories

Cepheid
Documents
Pictures

Music

Computer

Control Panel

Xpertise Software

= u B pe

oA
. Games

, Maintenance

) Microsoft Office

., Microsoft SQL Server 2005

J Motorola SNAPI SDK

. Norton AntiVirus

| Startup

== === =S

4  Back

Devices and Printers
Default Programs
Help and Support

Run...

| Search programs and files

| PSRt down |

5-7. \T2FF (Program) 38 /5% Xpertise ¥ {4+ (Xpertise Software) - Windows 7

Windows 10
A LA PR 775 5 s AR A

X I

Xpertise
Software

B

7£ Windows S1H I, Xl Xpertise 4% (Xpertise Software) [t .

7F Windows {E45#% [, &8 Eir, SRJ51E$ Cepheid -> Xpertise ¥
(Xpertise Software). 5% W& 5-8.
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REREA

:

File Explorer

Notepad

Remote Desktop Connection
Adobe Reader X

Microsoft Edge

Adobe Reader X

Alarms & Clock

Broadcom

Calculator

Calendar
Ci nera
Cepheid

Connect

m e > %

Windows 7 #1 10
GeneXpert Infinity system/d 21 5f#: NI (WK 5-9), 3 BIR Xpertise &%

(Login) TAEIX . iEZ WA 5-10.

File Explorer

Notepad

Remote Desktop Connection
Adobe Reader X

Microsoft Edge

Adobe Reader X

Alarms & Clock

Broadcom

Calculator

Calendar

Camera

Cepheid

X Xpertise Software
® 3 »

5-8. )\#2FF (Program) XHF%) Xpertise 3 {4 (Xpertise Software) - Windows 10

GeneXpert Infinity System Operator Manual
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GeneXpert. Infinity

//Cephe/d.

A better way.

5-9. Xpertise Bz FRE

525 BF

REUE ) Xpertise HPFRT, #43 BIRE T (Login) TAE X HFERHNH P 4 F1
i, 52 WA 5-10. /EAP% (User Name) HEHT, i A& GeneXpert Infinity
systemMH 1% . {EEERY (Password) HEH, HAEHEN ., EFEBE (OK) 24 LA
xR MRS RE, ¥R EEE B (Database Management) T
PEIX.. S 5-11.

BE HEARZELTERRE, MRRGBHMEZHERTESR (Login) TIEEX, §BFR GeneXpert

Infinity system BI85 .

. WMRB—ITRARERERERSE, AFXILZARTH, AGBER. EREIRRKELANER
i (Login) B, #HEREF (Login) TEX. MABHERER, BHEANRSE, 5—1MAPEED
EiHo

5-10 GeneXpert Infinity System Operator Manual
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Eonre. Xperttise Software

Module Status Login

Status

Module
Name

Hi

|detailt ]

Password

System ‘Genexpen@ Infinity Xpertise Software, version 6.8, started 03/05/19 17:55:42
System Software Initialization Database Integrity Check completed

03/05/19 17:55:42
03/05/1917:55:43

5-10. Xpertise B F (Login) T{EX

iE IRSIEEA, BB ZE GeneXpert Infinity systemZBHE 5.

) AEPHERUASHRESE AEB AR (Detail User) BR THEE. EAHBP (Basic User) &
iE R THEEBESEERSZAFHEXNIERNER, EE AP (Administrator User) R THIE
B ENER B R

MR GeneXpert Infinity system & B 53 H 510 [ %69, 15HK R Cepheid $5AR
o B AT E P IER ) — 3 ASRAFECRE B . Cepheid HARSCRAER T 1H#42
Pr— GRS DU %, RE U . G2 REE 1 RIERAL.

GeneXpert Infinity System Operator Manual 5-11
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1R{EIREA

Eopre. Xpertise Software

Module Status

Database Management v

|

Module
Name

Status

X

Do you want to perform Database Management tasks?

03/05/19 17:55:42 System ‘Genexpen@ Infinity Xpertise Software, version 6.7, started 09/05/18 17:55:42
03/05/1917:55:43 System Software Initialization Database Integrity Check completed
03105113 17:57:08 System user [Detail User] login.

5-11. Xpertise X {4 HIBEE (Data Management) TEX

5.2.5.1 HIEEERIRE

R RGEC B (System Configuration General) L {F [X H [ 4% & & #E (Database
Management) W&, K 5o Ed S PR EE

1.

WREH Bk ZRARCE ) (System Configuration General) _L/F X 7 (11§ & EE
E TR EE (Database Management Reminders) & (iE& LA 2-25), KA
SR P HE (Database Management) TAEX (S LK 5-11) HATE
TR TR AR R . BRI AR ZndR, TEmT DU BI5E 5.2.5.2 715 4R Sk
1T IENFEFF o

Bk

MR 2E T RANE I (System Configuration General) TAEX F I EIBEE
2R EE (Database Management Reminders) (it LA 2-25), ¥ ERH
P55 E 1 (Database Management) TAEX (EZ LK 5-11) FEf) ) 1 2 S AEH
ITHR RS BT SS .

A, GRAEEE B (Database Management) L/EX HHiE#E T & (NO) (i
ZILE 5-11) , Xpertise B RGN, BT LLE R 5.2.5.2 14kE0
TR TR
o

B. WHREEEEE H (Database Management) TAEX Hix$E T & (YES) O
ZHHE 5-11) , FEREERFESATHES GESHHE 5-12) .

5-12
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Eopre. Xpertise Software

Module Status

Database Management

Module
Name

Status

-

Do you want to perform Database Management tasks?

03/05/19 17:55:42 System ‘Genexpen@ Infinity Xpertise Software, version 6.7, started 09/05/18 17:55:42
03/05/19 17:55:43 System isaﬂware Initialization Database Integrity Check completed

03105113 17:57:08 System user [Detail User] login.

5-12. $BEEE (Database Management) T{EX

* RIEBPHIBIR, $IBESIE (Database Management) TIEX A8 H HMIET. 55
& 5-12.

W TAEX PR GES WK 5-12) HikEHIBE®&{? (DATABASE
BACKUP) f#4fl. &S W 5.7 75, BHNNAS BEGE, 13T & EEE
EHAT S FIVELNE R .

FEREIR R E AR S, B ERTIATAEX . EFERATE (OK) 4241 5C P fi L L
TEX

KA (CLOSE) %41 (GESWHE 5-12) » #EPHATH 5.2.52 75,

GeneXpert Infinity System Operator Manual

302-8483-ZH, f£1ThL B 2023-6

5-13



1R{EIREA

5.2.5.2 TFHiTHIIREE

WRAERSE A, B R E 229 FIAF RS 1 B %O FE) (Manually), A H
B 5-13, Tisedas Xpertise B ET TAEX GESILE 5-15) o 4kE44T
#5537, RAGAWEMET.

R, K B 927715 S (Test Archive Reminder) TAEIX (152 L
Kl 5-13) .

o WAL, ENEAFRIIERIE S (Test Archive Reminder) TAEX ik F &
(NO) GEHEZ WK 5-13) . AT ¥4k, EALFR, SRR ETTAERX
GEZWE 5-15) o SEPATH 5371, RKREWELT.

%

. R AR, ENNRAAAYHE RS B (Test Archive Reminder) TAE X ik 2
(YES) GEZ WK 5-13), DS B ahfe/ T IEett. BorfErgili (Archive
Test) TAEX . iEZ WK 5-14,

WITFAARIIER, PATE 5.7.0 95, AR AR TP 22 D0R 7. AR 52K
i, R AREEHATIE SRR 3 B Xpertise B E T TAEX GES L
5-15) o GREHATE 53 1, RGKERT.

Detail User oz go 2 l'ﬂ

= —

Module Status Test Archive Reminder ‘ v
Module Status YES
Name
A1 Available x
A2 Available ”
A3 Available
A4 [Available Archive is overdue. Do you want to archive now?
.E1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:59:16 Gantry |Reminder 7263: Recovered gantry to safe location
03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System blve\come to GeneXpert Infinity System

5-13. flliX 7744#R {8 8 (Test Archive Reminder) T{EX

5-14 GeneXpert Infinity System Operator Manual
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R{EiRA

//Cepne,u_ Xpertise Software Detail User oz zb z lﬂ
/m
Module Status Archive Test v
Module Status [ cloak IDs OK
Name
A1 Available [l Purge Selected Tests from List After Archiving (Recommended Monthly) x
A2 Available
Patient ID Sample Mod User Result Assay Status Error Start CANCEL
A3 (Available D Name Status Date
A4 Available m] H3518272003... (UH489831 C3 '<None> INEGATIVE  [Xpert CDIFF...[Done IOK 07/14/18 17...[ &
B1 Available [m] H1128748957... |SD142231 A1 Detail User INEGATIVE  |Xpert CDIFF...Done IOK (07/30/18 15. |
B2 Available ™ H1128748957... |SD142231 A1 Detail User |ERROR Xpert BCR-... |Aborted Error 101/30/18 15.
B3 Available m] H3518903826... |HG656788  |K3 Detail User  |HIV-1 DETE... |HIV-1 Quant... Done IOK 108/08/18 15... =
B4 Available m) H3518903866... |FT343558 K2 Detail User  |HIV-1 DETE... |HIV-1 Quant... Done IOK 08/08/18 15.
C1 Available ] H3518903826... HG656788  |A2 |Administrati... [HIV-1 DETE... |HIV-1 Quant... Done OK 08/08/18 14.
C2 Available = H3518903866... [FT343557  |A3 {Administrati... |HIV-1 DETE... HIV-1 Quant...|Done IOK 08/08/18 14...[ |
C3 Available m] H3518758826... TT555698 B3 Basic User ERROR HIV-1 Quant... |Aborted Error 09/16/18 14,
C4 Available m] H3518903826... |TG478589 B2 IAdministrati... [HIV-1 NOT ... [HIV-1 Quant...Done IOK 09/16/18 14
D1 Available m] H3518903456... |CR538763 B4 |Administrati... MTB NOT D...Xpert MTB-... ([Done IOK 109/16/18 13.
D2 Available m] H: 7 B3 i MRSA NEG... Xpert SA Na... Done OK 109/16/18 13.
D3 Available m] H3518733826... GH487365  |A3 |Administrati... IMRSA NEG... [Xpert SA Na...\Done IOK 109/16/18 13.
D4 Available m) H3518987826... |SR543267  |A2 |Administrati... IMRSA POSI... Xpert SA Na...[Done OK 10/16/18 13...[——
ol Du1ssaaz  lmo MRSANEG I¥nert 8A Na Inan, o scacian1n |0
’ — ‘ } —— ‘ ‘ et ‘ ‘ pesaser 4 ‘ suecruew
03/05/1917:50:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/1917:59:21 System leicome to GeneXpert Infinity System

R

1

5.2.6

5-14. F#4li® (Archive Test) T{EKX

it

WIF VS Xpertise B4 TAEIX, 1E#F Xpertise BT 00 TAE X A _EAAEHE KR .
HZ WK 5-15.

WREETF RGE—BE, RERHE. EHSP RS Rl s A A P i
5l

MREAHITUXETH, RESERNKHREER.
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B BT
EXERET
B ——
BREIT

Detail User »: g‘ ! “ﬂ

Module Status Tests Since Launch _
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDERS
Name D Name Type Date Minutes

A1 Available To Result| _
=]

A2 Available -

RESULTS

A3 Available

|aa Available g

|B1 Available DATA

MANAGEMENT

B2 ‘Available —————
o

B3 Available 8=
=

B4 Available SETUP

C1 Available

c2 Available i

C3 Available MAINTENANCE

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 17:59:16 Gantry “Remlnder 7263: Recovered gantry to safe location
Q 03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System ‘Weh:ome to GeneXpert Infinity System

5-15. Xpertise X ETT TERX

5.2.7 BHEH

EE ATHIPRGERE, AREE 90 XEH—RED.

Cepheid ZVWH & 90 REL— k&, DRI HAE Infinity System 1S4y, &
FEWIALAA AT A FLAR B O RS R o T 180 BT AE LA (P R ) B3 o o 75 3R e A 1)
Infinity System % filj:

1. 1E Xpertise #fFE T TAEX, #EFF Xpertise B TAEX A b A 1B e S8 K b
GEZWHE 5-15) o WoR BT (Change Password) TAEX . 2 WL 5-16.

2. {EHBIER (Current Password) HEH1, %\ 245 %05,

3. {E#HEF (New Password) A FEZ S (Confirm New Password) i+,
BNFE (LATN 6 F 10 MR

4. EFRATE (OK) MRS GESILE 5-16) » WRFEARE B/RF&E
K, BERA—FMINEE, iR ESEN, ES K 5-17.
IR SUE R, 1 HEELE (CANCEL) %41,

5-16 GeneXpert Infinity System Operator Manual
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//CEW,,_ Xpertise Software Detail User »: :‘ z Iﬂ

/mgﬁ

L

Module Status Change Password v
Module Status oK
Name
A1 Available x
A2 Available
CANCEL

A3 Available
A4 Available
B1 Available
B2 Available
B3 Available

Current Password
B4 Available [e00eeee ]
c1 Available New Password
c2 Available [eeceeee ‘
c3 \Available Confirm New Password

[s000eedl |
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 17:59:16 Gantry "Remmaer 7263: Recovered gantry to safe location.
Q 03/05/19 17:59:21 System ;Furl Automation Operating Mode
03/05/19 17:59:21 System blvelcome to GeneXpert Infinity System

5-16. B ¥ (Change Password) T{EX

//Cepnera. Xpertise Software Detail User ‘z z» z lﬂ
BhED
Module Status Change Password v
Module Status oK
Name
A1 Available
A2 Available
A3 Available
d (Avallable Password successfully changed.
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:59:16 Gantry jRemlnder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ;Fuu Automation Operating Mode
03/05/19 17:59:21 System bNeIcome to GeneXpert Infinity System

5-17. B ¥ (Change Password) T{ER#IAEE
5. EFMTE (OK) 424 LS 3 % 15 (Change Password) TAEX .

GeneXpert Infinity System Operator Manual 517
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1R{EIREA

52.8 XHERG%
T AR AR P 45 SR 21 96 M R

1 WRARGUCARTBCA BT MRS . SRS LG, oS EEHT R
ARG,

Eﬂ 2. EBTAEXA LB KR, BH Xpertise 4. BHERWME 5-15075.
BoREAFRH (Bxit) TEX. 152 WA 5-18.

3. THBTE (OK) %40

MRFEEBITRIMR, SHEBEEIHEE, BHARAPEERITUR. ARTIGEESEHEKNE,
MR AITRRE, WATRUEFRBHEM, SHEHELEMR.

MBEHZSLEMRNE, TIELT-HERS. ERAEFEIN, FHESLELVEEET
. TEEEEHFLIEIESEE, WAHSLENRATE, \iTERENES TR
@l

BEE

i

Module Status Exit v
| Module Status oK
Name
a1 Available x
A2 Available e
A3 Available
|4 (Avallable Click OK to exit this software.
251 Available
B2 Available
B3 Available
B4 Available
lc1 Available
c2 Available
|c3 Available
%CA Available
|p1 Available
|p2 Available
b3 Available
|Da Available
03/05/19 17:59:16 Gan(ry ‘Remlnder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System ‘We\come to GeneXpert Infinity System

5-18. Xpertise FFBH (Exit) T{EX &l

5-18 GeneXpert Infinity System Operator Manual
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R{EiRA

5281 ZFBREMFSRH%K (LIS) BRABATHMMXNES

WRLBEFEE RS (LIS) 2, EFIBH (Exit) BisA#E (OK) %4 (7 L
—Hid) J5, SEEER AR

1. R AL R FAEDIReE R, WATE A T-#5 L& (Upload-Pending). iE
£ k& (Uploading) il IEZEE # L £ (Re-Uploading) R & MR # 4 EAL 5
SIS EE R RS (LIS) «

ARG R —%MNE, 18R Xpertise IETEXF, i5ZF (Xpertise is
shutting down, please wait) (Z I, Kl 5-19) . Wi Xpertise filx % 2 K H
BRI HETE R, R ERERH LI EE B RS (LIS) .

écm,a Xpertise Software Detail User ‘l 2 : Ib]
. b
D g =
Module Status
Module Status
Name

A [Available Xpertise is shutting down, please wait

A2 Available

IA3 Available

A4 Available

B1 /Available

B2 Available

B3 |Available

B4 Available

c1 Available

c2 Available

C3 /Available

c4 |Available

D1 |Available

D2 |Available

D3 /Available

D4 Available
03/05/19 15:20:07 Host Interface Host is disconnected at 03/05/19 15:20.
03/05/19 15:20:07 vH05| Interface Host is disconnected at 03/05/19 15:20.
03/05/19 15:20:10 Host Interface Host is connected at 03/05/19 15:20.

5-19. Xpertise EEXHAIERX ((REFWEFEF S (LIS) BARLHEN)

2. MK 519 BRI TAEXTTG, THaG 30 FHE I IR THN o 72 M 1R 3]
6], R 78 IR 25 AR Al A% B S206 =15 B AR 4t (LIS).

3. B ERIIRE (B, RS EEE RS (LIS) RHLFHILE 30 A e
F RN I ZE ) » REHAE R E L EEE RS (LIS) 20 #Hilldh. &
GERMPRHEANAE 55 5.2.8.2 7 R IRIEN T —#0 (&) .

BURFMILE R EEREURRERABI L, Xpertise R HATRIERMNEIELER.

i
EEEIRERESRS (LIS)RET, AR FIHER EEMNLER.
GeneXpert Infinity System Operator Manual 5-19
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1R{EIREA

5.2.8.2 TFHiTHIIREE
WIRAARSE AT, s R E 22000 RS E BONFRD (Manually), BASEIR
5-20. ZREEPATES 5.2.8.3 1, HiE A LA,

MRS, BB RINNAFRY PR {E B (Test Archive Reminder) TLYEX (GiFZ I
5-13) o

Cepheic, Xpertise Software

WRARREAERY, FENHRIFRIIE R 15 B (Test Archive Reminder) TAE X HHik %8
(NO) GEZWKE 5-200 « BABHFRFRAS:, HALFRY. 8T

% 528371, HUIEEEPEIEN.

o

R AR AR, TEMEAAAAY LR (S S (Test Archive Reminder) TAE X Hik &2
(YES) GEZ WK 5-200 DRSBTS . SonARaillit
(Archive Test) TAEIX . iHZ WK 5-21.

WFAARIME, PATE 5.7.0 0, AR e PR 2 2008 7. fER5%E
MG, RGBEREPATHRH R HRE P HEPATER 5.2.8.3 17, Bl EE R

@E o

Detail User o: zo z lﬂ

Module Status

Test Archive Reminder

Module
Name

Status

A1

>

\ai

ilable

A2

>

\vailable

)
T

A3

3

\vailable

A4
B1

ailable

Archive is overdue. Do you want to archive now?

B2

ailable

B3

ailable

B4

railable

C1

/ailable

C2

HHEBEBHEHE

\vailable

C3

>

\vailable

C4

D1

ailable

D2

ailable

D3

ailable

D4

HEBEHR

railable

03/05/19 17:59:21 'System [welcome to GeneXpert Infinity System
03/05/19 18:04:17 Waste Container ‘Remmer 7323: Waste access door is unlocked.
03/05/19 18:04:17 Glass Doors "Remlnder 7222: Glass Doors are unlatched.

5-20. Wit FF441R 1852 (Test Archive Reminder) T{EX

5-20
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veivser +@ @0 @ lﬂ

Module Status Archive Test v
Module Status [ cloak IDs OK
Name
A1 lAvailable [] Purge Selected Tests from List After Archiving (Recommended Monthly) x
A2 Available
Patient ID Sample Mod User Result Assay Status Error Start CANCEL
A3 Available ID Name Status Date
A4 Available m] H3518272003... (UH489831 C3 '<None> INEGATIVE  [Xpert CDIFF...[Done IOK 07/14/18 17| &
B1 Available [m] H1128748957... |SD142231 A1 Detail User INEGATIVE  |Xpert CDIFF...Done IOK (07/30/18 15. |
B2 Available ™ H1128748957... |SD142231 A1 Detail User |ERROR Xpert BCR-... |Aborted Error 101/30/18 15.
B3 Available m] H3518903826... |HG656788  |K3 Detail User  |HIV-1 DETE... |HIV-1 Quant... Done IOK 08/08/18 15... [ —|
B4 Available m) H3518903866... |FT343558 K2 Detail User  |HIV-1 DETE... |HIV-1 Quant... Done IOK 08/08/18 15.
C1 Available ] H3518903826... HG656788  |A2 |Administrati... [HIV-1 DETE... |HIV-1 Quant... Done OK 108/08/18 14.
C2 Available [m] H3518903866... [FT343557 A3 {Administrati... |HIV-1 DETE... HIV-1 Quant...|Done IOK 08/08/18 14...[ |
C3 Available m] H3518758826... TT555698 B3 Basic User ERROR HIV-1 Quant... |Aborted Error 09/16/18 14,
C4 Available m] H3518903826... [TG478580 (B2 |Administrati... [HIV-1 NOT ... [HIV-1 Quant...Done oK 09/16/18 14.
D1 Available m] H3518903456... |CR538763 B4 |Administrati... MTB NOT D...Xpert MTB-... ([Done IOK 109/16/18 13.
D2 Available m] H3959038268... KW630987 (B3 |Administrati... IMRSA NEG... [Xpert SA Na...Done OK 109/16/18 13.
D3 Available m] H3518733826... GH487365  |A3 |Administrati... IMRSA NEG... [Xpert SA Na...\Done IOK 109/16/18 13.
D4 Available m) H3518987826... |SR543267  |A2 |Administrati... IMRSA POSI... Xpert SA Na...[Done OK 10/16/18 13...[——
ol nu1ssaaz e MRSANEG I¥nert 8A Na Inan, o scacian1n |0
’ — ‘ —— ‘ et ’ pesaser ‘ suecruew
’ 03/05/1917:59:16 Gantry ‘Remlnder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ;Full Automation Operating Mode
03/05/1917:59:21 System Me\com to GeneXpert Infinity System

5-21. F#4iR (Archive Test) T{EX

5.2.8.3 HiEEEERE

RIE RS B 5 (System Configuration General) L {F [X A () 548 & & #E (Database
Management) W&, 1 W Ed S B IR EE

1.

WREA Ak R E % (System Configuration General) T/F X 7 (11§ & EE

EIEIREE (Database Management Reminders) #E (iEZ WK 2-25) , B4

mTiﬂZTEﬁ“QEE (Database Management) T.fEX (FZILE 5-22) HA T
7R THHE AR . KR Xpertise B, A5 75 Windows S 1H .

Ei

WAk T RGHCE R ( System Configuration General) TAE X H B REEE

12iR#8 (Database Management Reminders) (i5% LA 2-25), B E R

}Eﬁ “PE (Database Management) T.{EX (IS WK 5-22) iy 1Al 852 A5 Ak
1T A AT 55

A, WREEEPEEE HE (Database Management) TAEX H % ®| (NO)
GEZ LK 5-22) , KR H Xpertise #f4F, #R)5 &8 Windows 5[
%

B. W SRAERYE)E S (Database Management) L{EX H k£ T & (YES)
GEZ WK 5-22), KEREEFESATHRES GESHE 5-23) .

GeneXpert Infinity System Operator Manual 5-21
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1R{EIREA

Copreis. XpeIMiSE Software

Z.

Cep!

L,

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Detail User ‘z z» z lﬂ

Database Management

Do you want to perform Database Management tasks?

reit, Xpertise Software

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/13 17:59:21

System

[welcome to GeneXpert Infinity System

03/05/19 18:04:17

\Waste Container

Reminder 7323: Waste access door is unlocked.

03/05/19 18:04:17

Glass Doors

|
i’
|
‘Remlnder 7222: Glass Doors are unlatched.

5-22. $iBEETE (Database Management) T{EK

Detail User ‘: g» z lﬂ

Database Management

Perform Database Management tasks.
After tasks are completed, press CLOSE.

DATABASE
BACKUP

Pld

CLOSE

03/05/13 17:59:21
03/05/19 18:04:17

System
\Waste Container

I\Ne\come to GeneXpert Infinity System
Reminder 7323: Waste access door is unlocked.

03/05/19 18:04:17

Glass Doors

|
"Remlnder 7222: Glass Doors are unlatched.

5-23. $IREE (Database Management) T{EX

RiBBP IR, ¥IBEZIE (Database Management) T/EX HATEEF B H ik 550

5-23,

5-22
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3. EFTAEX RS GESWE 5-23) ki E®{} (DATABASE
BACKUP) #4l. W52 W58 5.7 47, B RLINGES RAGE, 1 M7 P 7 a1
AL S AR .

4. SERBUEEEBAES A, RBERTINTAEX . SERE (OK) 24 5 il L
TEX

5. E¥XKH (CLOSE) %4l &S WK 5-23) PLUBH Xpertise #fF. 5 EoR
Windows %1, 52 LK 5-24.

6. Xt H B IRS Ao it EHLE I _EFXE (Shutdown Infinity) ElFr. 152
5-24, HB Infinity 2% ABHASTENE. ES LA 5-25,

PR REERIFEFRRIKXYIINEE.

é \ EUERASE LA E TR, E DRSS B LAINE. B2 Windows FIAE

7. EFRE (OK) i&#l. S E 5-25.
#HFELE (Cancel), MIMTAKH RS

8. ZHf¥ 2 43P LMELL Infinity System 5[] .

EE
A MBRLZEEF 258, BAHPC ESXEFTHRXHIEFHBIMRE. ZHESILEA PC LRI
B
9. KA IR ORI B EH L BN E (0). HIFEIFRALT Infinity System [
HEH (NRFZIEHE) - 5T Infinity-48s, &S WK 1-1; T Infinity-80
24, HZAKE 1-2.
HE Cepheid EiE B Z X H— X Infinity System RJEIE.
GeneXpert Infinity System Operator Manual 5.23
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1R{EIREA

]

Recycle Bin

GeneXpert
Folder

X

2]

Shutdown
Infinity

T
2]
Cepheid
Remot...

Reader X

AntiVirus

"..

You are about to shutdown the Infinity system.

Are you sure you want to do this?

Reminder:

Wait 2 minutes for the Infinity system to shut down before turning the AC power
switch to the OFF position.

Wait another 2 minutes before turning the AC power switch back to the ON
position.

The system may not boot up correctly if it is turned off and/or turned back on in
less than 2 minutes.

5-25. Infinity X##&I\ 3 HEIE

5-24 GeneXpert Infinity System Operator Manual
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5.3

5.4

5.5

ix

5.5.1

R EER

7t GeneXpert Infinity system FaEAT AT, o588 BL S S0

L]

KRR 2. WY 28 L2380, NP HES . B2 05 10.9.10 7Y,
IR 2 5 B AN YRR .

R ARG A LATERER PRSI &, WEEREAREN &, E3 0

5 010.14 75, WA BCZE B RS A

JB%) GeneXpert Infinity %4t

W% JH 3)) GeneXpert Infinity system:

1.

WM AR TS GeneXpert Infinity system, WP HIFE. ES W 52.1 %, JF
}léll/\é}ﬁo

JA &) Xpertise B, S W 5.2.4 75, JAzh Xpertise H M.

EF A ECA I P A I E R B RS, ES W 5257, k.

BRI, RENE EHNLRFERRE, X EA GeneXpert AT H AL,
NG s 41T TAER) Xpertise A F T TAEX . iEZILE 5-26.

#HIRA THL R

AN AAE B8R I HAE GeneXpert Infinity systemFIFE /7

B AR U2 BN RIEE .

B 28\ ik
(B EEr S PR

1.
2.

A5 1 I AR 55 24 s A 41 4 2 A B 5 T Sh A AU R -
AR ATIRE R, W AR SRR .

MEREEMANEMIEE, WERLEE (System Configuration) TEX B FAE E1IR3Z (Auto
Submit). R#THS ID FRUEEHLEEE, REHEDRITENES.

3.
4.
5.

FERTMIAME B
PR I G B A A&
RIS s 2 R BUAL

GeneXpert Infinity System Operator Manual 5.25
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1R{EIREA

A MU 3 FilAS I & 26 T

P42 S UBE R A S A5 0 BR324 21 3 B A BB e

MBI 45 -

Rl G e s, PR VU KA U & MR ik, ARG R2 X 2R W)
7 o BORE HL TR A TR L

e A

5.5.2 #TEHIENX THESMK
LR 5 TTAR b3 Fah B Bk, WIZE7% Infinity System 7 [ ZhH R T84T -

1. 7E Xpertise AT TAEXH, EFIES (ORDERS) iZ4l. iEZ 0Kl 5-26.
B RoR iR L TAEX . WS I 5-27.

Detail User wg :‘ ! lﬂ

Module Status Tests Since Launch _

’ Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDERS
Name D Name Type Date Minutes
a1 Available [I0/Resul _9
- =]
A2 Available =
RESULTS

A3 Available
A4 Available g
|B1 Available DATA
I MANAGEMENT
EEZ Available
I r
B3 Available =
[ O —
B4 Available SETUP
c1 Available
c2 Available i
Cc3 Available MAINTENANCE
C4 Available
D1 Available
D2 Available
|p3 Available
Ipa Available

03/05/19 17:50:16 Gantry “Remlnder 7263: Recovered gantry to safe location
Q 03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System ‘We\come to GeneXpert Infinity System
5Z] H
5-26. Xpertise HFE T TIER

2. %#¥ES MK (ORDER TEST) #4H. #&Z WK 5-27.

Al — R AR X B At Bl 4 S8 s A 5 2, A o ds it
o

HFAEME TN RESE, B ID (Patient ID) ¥ ETAEEH, BE ID 2 (Patient
ID 2). EF A (Patient Name) B HEZXIFE (Patient Demographics) FE

ot BERHERE. BE ID (Patient ID). B3 ID 2 (Patient ID 2). BE# % (Patient
Name) 7B EE X {EE (Patient Demographics) ZBATGEFE, MBRERE, 7
Mz, MBAERAREEM (System Configuration General) TEX 3% H B X LT, T
KKE/ \No

5-26 GeneXpert Infinity System Operator Manual
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Eopreis. Xpettise Software

/m}.‘;

Module Status

D — B 81) TAE X R PR S A 4 — T

P A S ID (ki) — %S WK 5-28

WNARE B EEE  (B% ID 2 [Patient ID 2]. 3% [Last Name].
% [First Name]. B&EZ{5E [Patient Demographics] 7)) - &%

W 5-28

P — IE% (R sIN& (STAT) (k) — S ILE 5-31
FHEENFE S ID - 152 LA 5-31
PRI S5 - ES LK 5-32F1K 5-33

Tests Since Launch

Detail User »: :‘ 1 Iﬂ

Module Status
Name

A1

Available

Available

A3

Available

A4

Available

B1

Available

B2

Available

B3

Available

B4

Available

C1

Available

C2

Available

C3

Available

C4

Available

D1

Available

D2

Available

D3

Available

D4

Available

Patient ID

Sample
D

Mod
Name

Test Result
Type

Assay

Start
Date

Estimated|
Minutes
To Result]

Status

2| i
K

VIEW
‘OUTSTANDING
ORDERS

@

N,
X

FIND ORDER

STOP TEST

03/05/19 18:10:28

System

/eicome to GeneXpert Infinity System

03/05/19 18:10:38

System

User [Administration User] login.

03/05/1918:11:48

System

User [Detail User] login.

5-27. IS ¥H

GeneXpert Infinity System Operator Manual
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1R{EIREA

//Cgm,d_ Xpertise Software

/m}g

¥

Module Status

Order Test - Patient Information

Detail User »: zt 2 Iﬂ

\Available

Gender

Ethnicity

= status Scan or type in Patient ID Sl
a1 Aiakatle [H738743170147 |
A2 \Available DOBNDAR
A3 IAvailable Patient ID is successfully scanned when you hear the
Ad \Available beepA x
B1 Available END ORDER
TEST
B2 \Available
B3 Available
™ [Available Patient ID 2
|Hea0s586720395 |
C1 Available
- I Last Name First Name
c2 \Available [Name1 | [patient |
C3 Available Date of Birth Postal Code
c4 /Available [yyyymmoo| |

Available

[<None> [ ~]

o

Available

Available

n 03/05/19 18:10:28
03/05/19 18:10:38

System
System

|Welcome to GeneXpert Infinity System
{User [Administration User] login

03/05/1918:11:48

System

{User [Detail User] login.

5-28. #§%illik - ¥ ID (Order Test - Patient ID) T{EX

WR A A T B3 ID (Patient ID), 4 W78 2 MR - 3 1D (Order Test - Patient
ID) TAEX . 52 WK 5-28. W& A JoH B3 1D (Patient ID), KR TE 4
R - F£5 ID (Order Test - Sample ID) TAEX . &S WK 5-31,

A. FEIRAIAR - %15 B (Order Test - Patient Information) TAE X, FFHEK
i NB& ID (Patient ID) (4157t RSGHLE [System Configuration] T.1E
X e F T #3515 B [Patient Information] TAEIX) . iEZ WK 5-28.

B. %5 7 8% ID 2 (Patient ID 2), % \ 8% ID 2 (Patient ID 2) {5 &..

BZ L 5-28.

C. WRJAH T EEFEWY 7B, EMNK 7B EE A TR, F

Z L 5-28.

D. WREH T RERAGER 7B, Wi A4 HE (Date of Birth) {5 2.

BZ LA 5-28.

o TR ERIEA, B A H I E S A\ H 4 B A (Date of
Birth) %

%

«  ATRAFEH A H ] (Date of Birth) TAE X % A HAE H .

a.  WFEEA A H I (Date of Birth) TAEX AN HZE A, E&FiE
AR - B35 {5 B (Order Test - Patient Information) L{/EX 14 H
HI% (DOB CALENDAR) # 4l GEZ LK 5-28) o FEntHE
H#] (Date of Birth) TAEX . 1EZ LKl 5-29,

5-28
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R{EiRA

Eoprei. Xpertise Software

Detail User tz z‘ z {J

Module Status Date of Birth v
odie o o
—— X
1 03/05/1918:10:28 System /eicome to GeneXpert Infinity System
‘ = 03/05/19 18:10:38 System User [Administration User] login.
03/05/1918:11:48 System User [Detail User] login.
5-29. 1} 4 HEA (Date of Birth) T{EX
b. fEHAEHI (Date of Birth) TAEIX, {2 sk H EFE0 .
c. fHif << E—4 (Previous) fiIF—4" (Next) >> F 4%k 5 17},
M s A H A
d. EFZHMEM, Ddse .
e. X TEATE (OK) %4l t4EHI (Date of Birth) TAEXHCH, H
B IEN$8 2013t - 3 ID (Order Test - Patient ID) T/EIX {4
HHj (Date of Birth) =, 1< LK 5-30.
I NMEEGRAS . Xpertise FAFAIUEMTERAS . E3RE, HEBEZRIDHHERR
{E zip code.
S R R BaL R
15 FH T hr g Bk MR
GeneXpert Infinity System Operator Manual 5-29
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1R{EIREA

//ch,d_ Xpertise Software

@ %

=

Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 /Available
B1 /Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 ‘Available
D2 Available
D3 Available
D4 Available

Detail User #l g’ g Iﬂ

Order Test - Patient Information =
Scan or type in Patient ID Coumer
[H738743170147 |
DOB CALENDAR
Patient ID is successfully scanned when you hear the
beep. X
END ORDER
TEST
Patient ID 2
|Hca0s586720395 |
Last Name First Name
[Name1 | [patient |
Date of Birth Postal Code
[1905/03/14 | los765 |
Gender Ethnicity
Female |v <None> v
[<None>
Black or African American
Hispanic
[American Indian or Alaska Native
|Asian, Native Hawaiian or Other Pacific Islander

(Unknown
o 03/05/19 18:10:28 System P/ve\come to GeneXpert Infinity System
03/05/19 18:10:38 System {user [Administration User] login.
03105/19 18:11:48 System |user [Detail User] login

5-30. A TAEEEXEE FEMIES MR - % ID (Order Test - Patient ID) T{EX

PATUL BRI, BMER—ATAEX, K EMESRmANREELR. T
YEXHEGHES, AT LA INE T (B S, e MRS, R R BRI A0 .
WA ARG BAIES, FTCATB AT IR, B B AH N A EH TR RAT
FEAE B TAEIX

ILEPEYELE (CONTINUE) 324l (352 W 5-30) o« BoRte LI - ££45 ID
(Order Test - Sample ID) T/EX . &2 LK 5-31,

WRAEAR 2B, Wik #E R 16 (CLEAR ORDER) 41 .

QPR A T EORGE AL B, LSRN RS LR (STAT Priority) RI%EHE. 52kt
AFER ID GEZ WA 5-31) o #4l TFES ID J5, B R dis 20 - Al
(Order Test - Assay) TAEX . WERFINHALE M ID, Nk EE4ELEE
(CONTINUE) 24 DL 2 7x 45 21K - £ I32: (Order Test - Assay) TAEIX . 12
WL 5-32,

WRAEAR B, Wik #EER 16 (CLEAR ORDER) 441 .

5-30
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//ng,d_ Xpertise Software Detail User »: ’: z I*]
A o
-
Module Status Order Test - Sample ID
":‘WU'E SE Scan or type in Sample ID

lame
At e [SD038576292932] | O
A2 Available -
”» P— Sample ID is successfully scanned when you hear the SLEAR TR
A4 Available beep.
B1 /Available
B2 Available STAT Priority
B3 Available
B4 Available Patient ID
c1 \Available H738743170147
c2 \Available Patient ID 2

HG49586720395
C3 Available
4 lavakable Last Name First Name
I s Name1 Patient
D1 Available
Date of Birth Postal Code
D2 Available 1995/03/14 98765
D3 Available Gender Ethnicity
D4 Available Female ‘White
0 03/05/19 18:10:28 System Me\com to GeneXpert Infinity System
E 03/05/19 18:10:38 System "User [Administration User] login.
03105/13 18:11:48 System |User [Detail User] login

,/C,,,,M,d_ Xpertise Software

5-31. {5 &Mk - #& ID (Order Test - Sample ID) T{EX

Scan Cartridge Barcode

Order Test - Assay

Detail User Ql zt g Iﬂ

Cartridge barcode is successfully scanned when you hear
the beep.

First Name
Patient
Postal Code
98765
Ethnicity
White

A 2
-
Module Status
Module Status
Name
A1 Available
A2 Available
A3 /Available
A4 Available
B1 /Available
B2 Available
B3 /Available
B4 \Available Patient ID
H738743170147
c1 /Available
. Sample ID
c2 Avalanie SD038576292932
c3 (Avaliable Patient ID 2
ca /Available HG49586720395
D1 Available Last Name
D2 /Available amet
b3 vaiatie Date of Birth
1995/03/14
D4 Available
Gender
Female
Priority
Normal
n
E

03/05/1918:10:28 System |Welcome to GeneXpert Infinity System
03/05/1 9713 10:38 éystem “User [Administration User] login.
03/05/1918:11:48 System |{User [Detail User] login

5-32. {5 & MR - #&ii% (Order Test - Assay) T{EEK

GeneXpert Infinity System Operator Manual
302-8483-ZH, #&ITHR B 2023-6
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1R{EIREA

«. Xpertise Software

5-33. i i B BhAR 545 iR S R A B e M S R L 4D

&l 5-33f, A B B IRS Lin S5 T AS R ES (2) I & KRR (1),
X 2 U R, BoREE A - KA IE S (Order Test - Assay
Selection) TAEX (iHZ WE 5-34) o X FEATIMR ML, EoRig4
R - MRS B (Order Test - Test Information) TAEX . iHZ LA 5-35.

SO T Z2 AR s G2 WA 5-34) , afFEEO IR FH ks i,
Y EprkEs . 11 (CONTINUE) . TR AN - MHAAE S (Order Test - Test
Information) TAEX . EZILE 5-35,

Detail User »: £$ 2 Iﬂ

Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 /Available
B1 /Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Order Test - Assay Selection
Assay Version
IXpert NG 3
Xpert CT 3 O
1 CT_NG 3 CLEAR ORDER
Patient ID
H738743170147
Sample ID
SD38576292032
Patient D 2
HG49586720395
Last Name First Name
Name1 Patient
Date of Birth Postal Code
1995/03/14 98765
Gender Ethnicity
Female White
Priority
Normal
n 03/05/1318:10:28 System ‘Weh:ome to GeneXpert Infinity System
03/05/19 18:10:38 Sys(em ‘USEY [Administration User] login.
=
03/05/1918:11:48 System |User [Detail User] login

] 5-34. 15 QMR - 1 MEEF

(Order Test - Assay Selection) T{EX

5-32
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0!

@Q

¥

nei, Xpertise Software

* = PRI E

Detail User 0! gt g Iﬂ

Module Status Order Test - Test Information 2y
Module Status Patient ID e
Name H738743170147
A1 Available Sample ID
- SD3857

A2 Aatable Patient ID 2 .
A3 /Available HG49586720305
A4 Available Last Name First Name

Name1 Patient
B1 Available Date of Birth Postal Code
B2 Available 1995/03/14 98765
B3 IAvailable Gender; Ethnicity

Female White
B4 /Available
c1 Available Assay* Version®
c2 IAvailable Kpetl GI NG 3

Reagent Lot ID* Cartridge S/N*
c3 [Avaliable 07105 443432187
C4 \Available Expiration Date* Priority

2020/01/15 Normal
D1 Available
D2 Available Test Type
D3 Available Specimen ‘ ¥ |
D4 \Available Sample Type Other Sample Type

Other ‘ v| [

Notes

f 03/05/19 18:10:28 System ‘\Neu:ome to GeneXpert Infinity System
% 03/05/19 18:10:38 System ]User [Administration User] login.
03/05/1918:11:48 System User [Detail User] login

5-35. fL5E 4R (Priority) i2 AIE® (Normal) B934 Mk - MiX{E 2 (Order Test - Test Information) T{EX

Copreis. Xpertise Software

/m} g
[FY]
Module Status
Module Status
Name

A1 Available
A2 Available
A3 Available
A4 Available
.E1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Detail User o: go z lﬂ

Order Test - Load Cartridge v

Please place the cartridge in the load zone.

03/05/19 18:10:28 System |Welcome to GeneXpert Infinity System
03/05/19 18:10:38 System User [Administration User] login.
03/05/1918:11:48 System

User [Detail User] login.

5-36. 5L Mk - EAN#RME (Order Test - Load Cartridge) T{EX

GeneXpert Infinity System Operator Manual 5-33
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iE

iE

i

00 &

Y]

Module Status

7. BEIHRLMAA - W15 S (Order Test - Test Information) TAEX FHM{EE  (F
Z WL 5-35) o WIH L RS (%) B HZE#MER0, NETIMmAR.
E&FF BN TNEEPGEE, WRESIT/MiE, W5 SGif 2R (Test
Type), AJEIEFIRE (SUBMIT) #24, B W RAMEIE LS, NIES B
$6% (CLEAR ORDER) #%4Hl. 2 n#E4W - 28 AR & (Order Test - Load
Cartridge) TfEX . 1HZ LK 5-36.

mEEAT AR (Auto Submit), B RS ERIES MR - WiLfEE (Order Test - Test
Information) T{EX . MNEMBEEF L. BELSE MAAT—NMEL . IRVBTMANET,
AMEEEFLER (View Results) TIER Azt

BERRE,

BIfERE, BET—FHRER. F5LHE 5-37.

Xpertise BB NG Z RN AERTEAERZBHR. NRENSEIHHL

8. WIRFTE, FRAGLUIFHENIRK.
9. &P TIRIZ (SUBMIT) #24HJa, A #2 RS I & i) 0 Se e Ak BEAGL I 5 -
RIS R e B A IER (Normal), TAREHAT IR 10,

A.

Module
Name

Status

A1

Available

Available

A3

Available

A4

B1

Available

ailable

B2

ailable

B3

railable

B4

railable

HHBHEB

C1

\vailable

C2

3

\vailable

C3

ailable

C4

ailable

D1

ailable

D2

ailable

D3

ailable

D4

HHEHEE

\vailable

il

an SRR S AR e B A IR (STAT), AT 52 4 Ak Az A

WS WA 5.52.1 75, ACERALSES NN 2Rl & .

Order Test - Assay

Cartridge expired on [09/28/14].

Detail User oz zo z Iﬂ

03/05/19 18:10:28 System J'We\come to GeneXpert Infinity System
03/05/1 9718 10:38 Sys(em ;User [Adm\nlslrallon User] |0g||'|
03/05/19 18:11:48 System |User [Detail User] login

5-37. B E T BRIEIR H B R

5-34
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REREA

10, FZHBRFE AR - B NAGI & (Order Test - Load Cartridge) TAEX i~ GF
Z WK 5-36) A 5-38FTN, KRl g (1) A (BURAE) T EAHMEZ (4) 4b
MR ALIERT (3) AN BRI E PREE (2) 5IA B CIEEE F.
AR EIEN RGN o P88 MU 4= 0 ksn ) 50 7 LTSN T FH 1)
GeneXpert 15k, IR UFTERA BT, WISAE—MEEE E.

B essssase |

T T Iy

5-38. LM E M EFEF L

1. HAf TGS, ¥ ERiE2NNE - 555 ID (Order Test - Patient ID) TAEX,
DA S AR — Nl 162 LI 5-39.

o WFEEMAT AN, AL 2R ERNGEE, HFREPUTIREED
% 10, HEES THrANL.
il

o INREA HARNA T EIE S, EFER\ES MK (END ORDER TEST)
7 GEZ WK 5-39) » KA EFR 2NN - 3% 1D (Order Test -
Patient ID) TAE X BRI B ANETE S, 520150 (Order Test) 3¢
BRI
WRAEFE A - B3 ID (Order Test - Patient ID) T.AF X AT AT 7 B h
ANTERE, BERFNTAEX, DOAZSEEmhseARR 4542 M (Order
Test) S H . 1HEZ LK 5-40.

TE4R AR (Order Test) TAEX#fARS, EHFR (YES) LLUB H 154 W
(Order Test) S H.,
EHFER (NO) BAEFEL IR (Order Test) S,  Frm N AR

GeneXpert Infinity System Operator Manual 5-35
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Eoprei. Xpertise Software

T E

n
1 =

Module Status

I

Module Status
Name

A1 Available

A2 Available

as Available

a4 Available

§E1 Available

B2 Available

B3 Available

B4 Available

c2 Available
c3 Available
C4 Available
D1 Available
D2 Available
|p3 Available
Ipa Available

Detail User »g zt z lﬂ

Order Test - Patient Information I:>
Scan or type in Patient ID CONTINUE
DOB CALENDAR
Patient ID is successfully scanned when you hear the
beep. x
END ORDER
TEST
Patient ID 2
\ |
Last Name First Name
\ | |
Date of Birth Postal Code
[yyyymmoo| |
Gender Ethnicity
[<None> [ ~] [<none> [+]

Module Status

g

03/05/19 18:10:38 System [user [Administration User] login
03/05/1918:11:48 System [User [Detail User] login.
03/05/19 18:21:10 System ‘Mmule C1: Test Started at 09/05/18 18:21:10

5-39. 5% ik - B3 ID (Order Test - Patient ID) T{EX

Module Status

Name
A1 |Available a
A2 |Available »
IA3 Available
A4 \Available
B1 |Available ~
B2 |Available
B3 |Available
B4 |Available =
o —
ic2 |Available
C3 Available
ca |Available
D1 |Available
D2 |Available
D3 |Availal
D4 |Available

v |

Order Test

Detail User »z ’: g [’J

B

8 X

Do you want to leave the Order Test menu?

Click NO if you want to continue ordering the test.

Click YES to leave the Order Test menu.

03/05/19 18:10:38 'System {User [Administration User] login
03/05/1918:11:48 System |{User [Detail User] login
03/05/19 18:21:10 System [Module C1: Test Started at 03/05/19 18:21:10

5-40. {52 MK (Order Test) T{EX

5-36
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5521 REHEZAMSHIENE

IR R A i anfr AL BN (STAT) Rl GG 5.5.2 711, 8 BT 1520
Bl IR ogk4k,

R TR SRS AT, ARSI ERT, D AUa) s 2 WA - 74 ID (Order
Test - Sample ID) TAEX T IS FES (STAT Priority) 12 (52 WA 5-31) .
AR AIMEA (STAT) i, WSZRI MR A &R G, AR EFFRA
SR, 18I - MR{E B (Order Test - Test Information) 1 [X H i 7 I e 208
NG (STAT). HS WA 5-41.

Eopre. Xpertise Software Detail User »: ’: g l-b]
o
Module Status Order Test - Test Information 5y
Module Status Patient ID* _e
Name 080196302195
A1 Available Sample ID
- SD

i Ausiable Patient ID 2 AR
A3 ‘Available PD30458576004
A4 \Available b First Name

Name2 Patient
B1 Available Date of Birth Postal Code
B2 /Available 1963/12/14 37485
B3 Available Gendsr, Ethnicity

Male ‘Asian, Native Hawaiian or Other Pacific Islander
B4 /Available
c1 /Available Assay* Varsion:
c2 /Available fpetl G1 NG 3

Reagent Lot ID* Cartridge
c3 ‘Available 07105 4434321
C4 Available Expiration Date* Priority

2020/02/17 STAT
D1 Available
D2 /Available Test Type
b et emen .
D4 \Available Sample Type Other Sample Type

|0mer ‘ v| [

Notes

03/05/13 18:10:28 System [Welcome to GeneXpert Infinity System
03/05/19 18:10:38 Sys(em ‘USET [Administration User] login.
03105/19 18:11:48 System user [Detail User] login.

5-41. K& 4k (Priority) iZ AIN2A (STAT) HI3E <MK - MiX{E 2 (Order Test - Test Information) T{EX
1. BEFEHRLSM - WS B (Order Test - Test Information) T/EX HHMEE (&
ZILE 5-41) o BIATTIRIEEE BERE, ARG IR (SUBMIT) #44;
WRAEFE AR, Wk FIESL (CLEAR ORDER) #41 . 46K Bor—
FHE, ULERITIEEL, AR5 BaRiE A - R AR & (Order
Test - Load Cartridge) TAEIX, famfuill G ANEEL., 152 WK 5-42. 1F
BAKAET2ETRRA
s HEREE, Xpertise RGN ELEINEEEMALIEERM AN MRLVEE T HEE
BERE, BER—&BRER. B50HE 537,
2. WRFE, BERRFUIFHMR.
3. HEEZITEME. ES WA 5-43.
4. HAEEZPASMHITIF. ES WK 5-43,

GeneXpert Infinity System Operator Manual 5.37
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Eopreis. Xpertise Software

Detail User ‘z z» g lﬂ

Module Status

Module
Name

Status

A1

Available

Available

A3

Available

A4

B1

Available

Available

B2

Available

B3

Available

B4

Available

C1

Available

C2

Available

C3

Available

C4

Available

D1

Available

D2

Available

D3

Available

D4

Available

Order Test - Load Cartridge
oK

Please place the cartridge in the shuttle and close this afterward.

03/05/19 18:10:28 System Me\com to GeneXpert Infinity System
03/05/19 18:10:38 System ;User [Administration User] login.
0310513 18:11:48 System user [Detail User] login.

5-42. $t3HEE EHIES Wi - EAME (Order Test - Load Cartridge) T{EK

S.

T BEFE MR - 2 A &5 (Order Test - Load Cartridge) T/EX FR#ER (i
Z WL 5-42) HWnE 5-43fr, HailEsn (B0 25, miokk
WS HIFR 25 H ST R 4.

FRMERELE. HS K 543,

PR AN F 41 48 B e Wl & I K FOBON AT () GeneXpert #iHk

W M FTE AT, S — A s e .

H 7RG, HERTELINK - £ ID (Order Test - Patient ID) TAEIX,
PUEEHRAE SN R — DK 162 LA 5-44.

WFERLSE LMK, HSIWE 5527, EHIIELTIELSNHEL.

5-38
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15 SRR THEESR

—

BHUEENEER RXAEER
B 5-43. FENERNEESR
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Eoprei. Xpertise Software

Detail User »z £$ ! Iﬂ

\(i
| [

m]
/ﬁ e
Module Status Order Test - Patient Information
'::;“r:f SET Scan or type in Patient ID
A1 Available “
A2 Available
i [Avaliable Patient ID is successfully scanned when you hear the
A4 Available beep_
B1 Available
B2 Available
B3 Available

B4

Available

Patient ID 2

DOB CALENDAR

END ORDER
TEST

o ‘
Last Name First Name
\

c2 Available [ | J
i (Avaliable Date of Birth Postal Code
C4 Available [yryymmoo) [ |
D1 [Available Gender Ethnicity
D2 Available |<None> \VI |<None> Iv‘
D3 Available
D4 Available
n 03/05/19 18:10:38 System “User [Administration User] login.
0310513 18:11:48 System User [Detail User] login
03/05/1918:21:10 System "Module C1: Test Started at 09/05/18 18:21:10

5-44. 5% ik - B3 ID (Order Test - Patient ID) T{EKX

5.5.2.2 FEANERFERTRIEHEXWL
GeneXpert Infinity systemPATHEANFIFIZEN G EAE . W1ER BB I8 o Ao il S 2%
AFTEEN G Bk, kil &g 2 0 — TS, BEE—RET.

A SRS U PR NSRRI, D e 2 B T e AN, IR o A o 0

Fo RJE, AP ATUSEER S EA AR, Bzl & NGB E s R4 b,
s MAETZE BRI, ES WS 10.14 797, MBI R R & .

5-40
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55.2.3 FEEGEETHERIE

B Eos AT, RS s R DA — DI, FTLAEE R 4R (View
Results) TAEX o) iklliX FER GHF B2 ME (Retain Cartridge After Test
Completion) Zi%HE.

U DR B — A I AT A &

é@m,d_ Xpertise Sor" are

Detail User »g :‘ ! lﬂ

Module Status Tests Since Launch g
’ h:lzd"t‘lée Status [ Patient ID salrgple y\:ﬁa?:e User ;r;:; Result Assay gtaa‘r; E’;(I:rl\;:d Status 'ORDERS
;:; :::::::: ;H036000216085 1ISD304956854... |A3 Detail User lspeclmen INO RESULT |Xpert Flu 03/05/1317:50:04 :Ir‘lo . Running E
£
il o e jSZZiESZT;.T'ZZS!iTZ;:e”'°"""
5-45. Xpertise M E T TIER
— — . L I,
IOEN 1. #HEES—AMIR (View Another Test) BIF5. % EIFRTT LM TAEX
e - P, B 5-458787E Xpertise AFFE L TAEX EATINES:. BREFH—
AR (View Another Test) TAEX . 1S LK 5-46.
2. 1EEFEH— MR (View Another Test) TAEX H, $RFBFFiRFEE A H MK,
RGP EELER (VIEW RESULTS) #411 (ES WL 5-46) o Bkl
R EAE LR (View Results) TAEX . ESILE 5-47,
3. EBEFLSRE (View Results) TAEX 1, & 4mig (EDIT) %41
4. TEBEFELR (View Results) TAEXH, EFMXTERGHFEENE (Retain
Cartridge After Test Completion) Ei%HE, A5 FRTE (SAVE) %40
WZILE 547,
5. %EFKH (CLOSE) %4 . #KMHEERL R (View Results) TAEX . A5 &

NI LAE X

M, R @R AIBE — ME R . s AR ECR B R el &, 20
5501014 75, AETBCRER A & .

GeneXpert Infinity System Operator Manual 5-41
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Eopreis. Xpertise Software

Detail User »: :‘ g Iﬂ

A =2
R =
Module Status View Another Test ko)
=
Module Status Patient ID Sample Mod User Test Result Assay Start Status. vEWRESILTS
Name ID Name Type Date Minutes
A1 Available \\ To Resul >| <
A2 ‘Available N\i3518005506... |RL430664 B2 Detail User  (Specimen  |CT DETEC... [Xpert CT_NG 03/05/19 17:15:06 Done
A3 Available 003866... [FT343556 A2 Basic User  [Positive Co... [HIV-1 DET... |HIV-1 Quant IUO .. [03/05/19 14:55:36 Done Lo
m 0: . |na Detail User  (Specimen  [NO RESULT [Xpert Flu 103/05/19 17:48:53 |75 Running
B1 Available H036000216066|SD2934845760 |F4 Detail User ~ [Specimen  [NO RESULT [Xpert Fiu 03/04/13 17:48:46 lAborted
B2 Available H3518003866... |HG656788 A3 Basic User  (Specimen  |HIV-1 DET... |HIV-1 Quant IUO ... (03/04/19 14:56:30 Done
B3 Available H3518272993... |UH489831 C3 Basic User Specimen INEGATIVE  |Xpert CDIFFICILE |03/05/19 17:05:51 Done
B4 Available H3518905597 ... (TZ637890 A4 Detail User Negative C... [CT NOT D... |Xpert CT_NG 03/05/19 17:41:.03 Done
c1 ‘Available H0568800559... [HA233087 A3 Detail User ~ (Specimen  |CT DETEC... [Xpert CT_NG 03/04/13 17:39:54 Done
c2 Available H3518005500... |HA245654 A1 Detail User  [Specimen  |CT NOT D... [Xpert CT_NG 03/05/13 17:38:57 Done
c3 Available H3518003866... |HG656788 A3 Basic User  [Specimen  |HIV-1 DET... |HIV-1 QuantIUO ... (03/05/19 14:56:30 Done
C4 Available H3518272093... |UH489831 C3 Basic User Specimen INEGATIVE  |Xpert CDIFFICILE |03/05/19 17:05:51 Done —
D1 Available H3518905597... |TZ637890 A4 Detail User Negative C... [CT NOT D... |Xpert CT_NG 03/04/1917:41:03 Done
D2 Available H0568800559... [HA233087 A3 Detail User  [Specimen  |CT DETEC... [Xpert CT_NG 03/05/13 17:39:54 Done
D3 Available H3518005500... |HA245654 A1 Detail User (Specimen  |CT NOT D... [Xpert CT_NG 03/05/19 17:463:57 Done —
D4 \Available H3518272003... [UH480831 c3 Basic User  [Specimen  |NEGATIVE |Xpert CDIFFICILE [03/05/13 17:05:51 Done
H3518905597... |TZ637890 A4 Detail User Negative C... |ICT NOT D... |Xpert CT_NG 03/04/19 17:41:.03 Done
H0568800559... [HA233087 A3 Detail User  [Specimen  |CT DETEC... [Xpert CT_NG 03/05/13 17:39:54 pone | |
H3518905500... |HA245654 A1 Detail User  [Specimen ICT NOT D... |Xpert CT_NG 03/05/19 17:38:57 Done 7
n 03/05/19 18:10:38 System User [Administration User] login.
5 03/05/19 18:11:48 System User [Detail User] login.
03/05/19 18:21:10 System Module C1: Test Started at 03/05/19 18:21:10

5-46. EEF S —A{ ik (View Another Test) T{EX

Eopreis. Xpertise Software

Detail User »z :‘ 1 Iﬂ

A =2
R s
Module Status View Results p
Module Status Patient ID*  H036000216085 PatientID2  P394857894943 oI
Name
Sample ID  SD304956854904
A1 Available
= Assay* Xpert Flu Version® 3
A2 Available
REPORT
R
A4 Available ) TestResult ( ) Analyte Resuit i ) Detail [ ) Ampiification Curve { ) Errors ( ) History { ) Ssupport <]D
B1 Available PREVIOUS TEST
- Result
B2 Available
B3 Available EQ
B4 Available Disclaimer NEXT TEST
C1 Available Sample Type \ Other Sample Type >
D
c2 Available [0‘“5’ N =
VIEW ANOTHER
c3 Available User TEST
c4 Available Detail User Retain Cartridge After Test Completion
D1 Available Status }l{
D2 Available Running CLOSE
D3 Available Notas
D4 Available ‘
03/05/19 18:10:38 System User [Administration User] login.
g 03/05/19 18:11:48 System User [Detail User] login.
03/05/19 18:21:10 System Module C1: Test Started at 03/05/13 18:21:10

5-47. BELHR (View Results) T{EX - MiX TR /G R B 18 E (Retain Cartridge After Test Completion)

GeneXpert Infinity System Operator Manual
302-8483-ZH, 1&iTHi B 2023-6
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5.5.2.4 #EBNENT BRIES# iR F TIERRIIRE

¥ R E MRS LHFAEEATIIE, BIEIEE Cepheid HAIHEBITHR B . ARZFRER B
BRBLmPEREFEER. B LIE TR —TUARERRER.

U E B SS & im  2E R TAE,  Infinity AT 7E B30 FEIE. N T AR
TERAE, Mﬁﬁ%%ﬁ%A#WA%WﬂhwoW%EFQW%WHE#%TI
1B, WHAEWHE HE (Message Log) H71 A mTH EMEZE N GESILE 5-48) .
B2, RGUGSLTERIANFERT, R EBEEH %

WIRTE R G305 B R S Loum R ds A TR, 308 B R S QR 30 b4,
¥ ‘%‘ﬁ*%ﬂﬁ*ﬁiﬁ?ﬂ%ﬁﬁ@*ﬁaﬁ%ﬂm (EZWE 5-49) « INFE RNk
W, EFEEEERUEMZE RN EZE LS. ESIE 5-50. #RrEFEEXE
e, UEEEZEL.

Detail User ‘z ’: z lﬂ

Module Status Message Log
Module Status Type Time: Message
Name a“ GeneXpert® Infinity Xpertise Software, version 6.8, started 03/05/13
03/05/19 1 tem . "
\\ ® 3:02:30 Systel 50
® 03/05/19 13:02:31 System [Software Initialization Database Integrity Check completed
® 03/05/19 13:02:42 System User [Detail User] login
") 03/05/13 13:02:50 Kiosk Scanner [Error 6444: Scanner command [aim off] failed due to reason [offline]
A 03/05/19 13:02:54 Glass Doors Reminder 7221: Glass Doors are latched.
A 03/05/19 13:02:55 Emergency Stop Reminder 7202: Emergency Stop de-activated
A 03/05/19 13:02:55 Glass Doors Reminder 7223: Glass Doors are closed
A 03/05/19 13:02:55 Glass Doors Reminder 7221: Glass Doors are latched.
A 03/05/19 13:02:56 Waste Container Reminder 7322: Waste access door is locked.
(6] 03/05/13 13:02:56 Waste Container aste Container available.
A 03/05/19 13:02:56 \Waste Container Reminder 7322 Waste access door is locked
03/05/19 13:02:56 Waste Container Reminder 7322: Waste access door is locked
03/05/19 13:02:56 \Waste Container ‘\Nasm Container available.
03/05/19 13:02:56 Waste Container "Remmer 7322: Waste access door is locked

5-48. B H R F L RSB EIRAEEBE (Message Log) TIEX

GeneXpert Infinity System Operator Manual 5-43
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IR

LA B R R R

Eoprers. Xpertise Software vetivser +@ @9 2 :ﬂ

Module Status Tests Since Launch _
Module Status Patient ID Sample ‘ Mod ‘ User ‘ Test ‘ Result ‘ Assay ‘ Start Estimated|  Status om?ens
Name D Name Type Date Minutes
A1 \Available To Result
A2 /Available
A3 /Available
A4 /Available
B1 /Available DATA
2 MANAGEMENT
B2 /Available
B3 IAvailable S/E
B4 Available :E;,
c1 /Available [——
ic2 /Available
c3 Available MAINTENANCE
ca ‘Avmlable
D1 ‘Available
D2 /Available
D3 /Available
D4 /Available
[03/05/13 18-10:28 Gantry [Reminder 7263: Recovered gantry to safe location
E |03/05/1918:10:38 System [Full Automation Operating Mode
:03105/19 18:11:48 System elcome to GeneXpert Infinity System

B 5-49. I=HIE R P HIEIR B4R

BREFBEEEGFLINETESRR

Za-phw. Xpertise Softivare e .g 2’ z I"]
=

Kiosk Scanner Malfunction

Module Status Tests Since Launch _
Module Status Patient ID Sample ‘ Mod ‘ User ‘ Test ‘ Result ‘ Assay | Start Estimated| Status mEns
Name D Name Type Date Minutes
a1 IAvailable To Result
A2 IAvailable
A3 \Available
lag \Available a
B1 /Available DATA
’ e
B2 |Available
B3 lAvailable =
B4 Available :E;,
(o3] /Available
ic2 /Available
ic3 AAvailable MAINTENANCE
ca /Available
D1 /Available
D2 /Available
D3 /Available
D4 /Available
03/05/19 18:10:28 Gantry Reminder 7263: Recovered gantry to safe location.
Ql 03/05/19 18:10:38 System Full Automation Operating Mode
03/05/19 18:11:48 System elcome to GeneXpert Infinity System

B 5-50. = HIE R P HIEIRFE
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TR AE BT BIAR S5 20 S T RS A R AR A AR O N i@ 4700t

1. f£ Xpertise AT E W TAEXH, i£#35< (ORDERS) #%4l. 2 WK 5-51.
R imoRg e TAEX . EHS WA 5-52,

2. %#¥ES MK (ORDER TEST) #4H. 152 WKl 5-52.
¥ — /5 TAEX fr B ERHEE ARG S, AERIES TR,
PAR — &5 AR X s e 45 4 — TR«
o HINEEID (WiE)

o WIRFTE, MAWEEMEEEE (G5 ID 2 [Patient ID 2], 2 [Last
Name]. # [First Name]. BEHEZX{EE [Patient Demographics]
BO .

« AFEE ID
o EREH - IEEEINE
< ARG IEY

Detail User »: gt 1 Iﬂ

Module Status Tests Since Launch =
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated|  Status ORDERS
Name D Name Type Date Minutes

A1 Available To Result -
=]

A2 Available -

RESULTS

A3 Available

A4 ‘Available s

B1 Available DATA

MANAGEMENT

B2 Available
o

B3 Available =
=

B4 Available SETUP

C1 Available

C2 Available

c3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

I 03/05/19 18:10:28 Gantry |Reminder 7263: Recovered gantry to safe location
03/05/19 18:10:38 .Sys(em ‘Fu\I Automation Operating Mode
—
03/05/1918:11:48 System Me\come to GeneXpert Infinity System

5-51. Xpertise W ETT TR

WA JEH 7 53 1D (Patient ID), #4 &7~ 52K - &3 ID (Order Test - Patient
ID) TAEIX . iEZ WK 5-53. @n5%A J3 H B3 ID (Patient ID), R nfE 4
TR - F£5 ID (Order Test - Sample ID) TAEX . &S WK 5-54.
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Z

Eoprei. Xpertise Software

/mDD

Detail User »z g‘ .z Iﬂ

Module Status Tests Since Launch o
=
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated|  Status ORDER TEST
Name D Name Type Date Minutes
- To Result &>
A1 Available Lp
g8
A2 Available VIEW
A3 Available OUTSTANDING
RS
A4 Available
B1 Available I
B2 Available FIND ORDER
B3 Available
B4 Available
c1 Available
c2 Available @
c3 Available
STOP TEST
c4 Available
D1 Available <:|
D2 Available
BACK
D3 Available
D4 Available

//Wm Xpertise Software
A 2
A =
Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 /Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 18:10:28 Gantry ‘Remlnder 7263: Recovered gantry to safe location.
03/05/1918:10:38 System ;Fuu Automation Operating Mode
03/05/1918:11:48 System Me\come to GeneXpert Infinity System

5-52. {E& ¥ H

Detail User »z gt 2 Iﬂ

Order Test - Patient Information

Scan or type in Patient ID CONTINUE
|H25039568295 |
DOB CALENDAR

Patient ID is successfully scanned when you hear the
beep.

Patient ID 2

[p4osess |
Last Name First Name

[Names | [patient |
Date of Birth Postal Code

[1989/03/01 | [30485 |

Gender Ethnicity

|Male \'I ‘HISPB"IC IV‘

Error 2025: The system failed to find the plunger home position. Upward move
ith minimum force value of 257 was completed without reaching force value less
han 200 at A2

Error 6444: Scanner command [async] failed due to reason [offline].

03/05/19 15:12:01 Test Termination Error

«|»

03/05/19 15:41:53 Kiosk Scanner

5-53. 5% ik - B2 ID (Order Test - Patient ID) T{EX

5-46
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A. FEFEAIAR - B (5 5 (Order Test - Patient Information) TAEX, N\ B&
ID (Patient ID) (Wi /5 A T &5 15 S [Patient Information] TfEX) . 1
Z K 5-53.
B. WREH 7 8% ID 2 (Patient ID 2), 4 \EB% ID 2 (Patient ID 2) {5 5.
HZ I 5-53.
C. WRBEHTEEMLTE, EHNATBRRANEE NS AER,
HZ I 5-53.
D. WMREH T EEEAGEE TR, N AHERE (Date of Birth) 15 5.
HZ I 5-53.
o HEBRTERP RIS, KA N E A A H4EBE (Date of
Birth) “7E¢.
o
« ATBAZEH A A (Date of Birth) TAF XA A H .
a.  WIF A H A H Y (Date of Birth) TAEX fag N\ HA4E H 1, %4845
AR - #3515 B (Order Test - Patient Information) T [X )4 H

HJ5 (DOB CALENDAR) ¥4 (i5& WK 5-53) . ¥ E~HE
H# (Date of Birth) T.{EIX. 1EZ WL 5-29.

b.  fEH A H ] (Date of Birth) TAEX, i I T i Bk % tH A 47 .

c. f#f] << _E—4 (Previous) I T—4" (Next) >> ##4fli% &% H 177,
M s AR H A

d. EFEAMEY, DR H.

e. 1% FRATE (OK) ¥, Hi2EH W (Date of Birth) TAEX¥CH], H

FABIE NS IR - S35 ID (Order Test - Patient ID) TAE X i &
HER (Date of Birth) =Bt. 5% W& 5-53.

E. HAMBE Y. Xpertise RAFANKAEMEE Gt 7E3EE, HEEGmhD 3 HK
{E zip code.
F. A R sag B
G i MR RIE M.
3. EFHELE (CONTINUE) 24 GEZ LK 5-53) o WoriBAMIA - #£4 ID
(Order Test - Sample ID) T/EIX . 5= LK 5-54.
IRAEAR B, WiL$FEERIES (CLEAR ORDER) 144
4. HIAFEG ID GEZWE 5-54) o WA HERELE, mEMBREE

(STAT Priority) &i%HE. Exta2- Mt - F3h% A K IEAS (Order Test - Manual
Barcode Entry) TAEX. 15Z& LK 5-55.

WRAKESE MR, Wik ERIES (CLEAR ORDER) 4l .
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//ch,d_ Xpertise Software Detail User »z 4’: : Iﬂ

i
Module Status Order Test - Sample ID
e - Scan or type in Sample ID
Name
Available
At |SD4958674398
A2 Available .
s F— is successfully scanned when you hear the
A4 ‘Available
B1 Available
B2 Available STAT Priority
B3 Available
B4 Available Patient ID
c1 \Available H25039568295
2 [Available PatientID 2
D495686
C3 Available
57 it Last Name First Name
Name3 Patient
D1 ‘Available
Date of Birth Postal Code
D2 jvakable 1989/03/01 39485
D3 (Available Gender Ethnicity
D4 Available Male Hispanic
= Error 2025: The system failed to find the plunger home position. Upward move T
5 03/05/19 15:12:01 Test Termination Error with minimum force value of 257 was completed without reaching force value less| |
— han 200 at A2 ——
03/05/1915:41:53 Kiosk Scanner Error 6444: Scanner command [async] failed due to reason [offline]. N

5-54. 5% Mik - #& ID (Order Test - Sample ID) T{EX

//cww Xpertise Software Detail User »z zt z Iﬂ
A\ Lo g
[F
Module Status Order Test - Manual Barcode Entry =
';‘f“u'e SE Type in Cartridge Barcode CONTINUE
lame
" o
Availabl
A iatable 10405700710517030443432179 \ =
A2 Available MANUAL
A3 Available SEAI.SE?TYOH
A4 Available
B1 Available O
B2 Available CLEAR ORDER
Patient ID
B3 Available H
B4 Available sample ID
c1 \Available SD4958674398
C2 Available Patient ID 2
D495686
C3 Available
ca [avaliable Last Name First Name
Name3 Patient
D1 Available
- Date of Birth Postal Code
i AR 1989/03/01 30485
D3 Available Gender Ethnicity
D4 Available Male Hispanic
Priority
Normal
Error 2025: The system failed to find the plunger home position. Upward move 7~
g 03/05/19 15:12:01 Test Termination Error with minimum force value of 257 was completed without reaching force value less| |
han 200 at A2 ——
03/05/19 15:41:53 Kiosk Scanner Error 6444: Scanner command [async] failed due to reason [offline]. b

5-55. 15 &k - Fzhi A\ £HH (Order Test - Manual Barcode Entry) T{EX
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5. Wl 5-55HR, g SERERURI & 2K TR IR R R4 (CONTINUE) 4441,
KFEFMAIME XA EZHEMER, BESWE 56317, FalfAdk
TEAS LA Ao X1 22 Tt A v, R dig M - A2k £ (Order
Test - Assay Selection) TAEIX (S WK 5-56) « X T HIMHA MR IE, &
NFEA TR - MRS B (Order Test - Test Information) TAEX . 1§25 LK 5-57,

6. AT ZIMAEEINE GES K 5-56) , JEFEES R H A %,
SRIG IR 4ELE (CONTINUE) #%4H . o r482 0 - {5 B (Order Test - Test
Information) TAEX . W2 LK 5-57,

7. WA RE, AHAE R, AR EFHR3E (SUBMIT) #4l; WR A

4R, 3% EIES (CLEAR ORDER) #4401, SoRTE4 IR - 3 A
W& (Order Test - Load Cartridge) T/EIX . 152 W& 5-58.

MREATHINRE (Auto Submit), ¥ R4 ERIESMIR - MiX/EE (Order Test - Test
it Information) T{EX . BHRMNEHEEET L. BESE OMAT—NEL. MELTBMANEE, T
NEBEELR (View Results) TIER AiZMiKE N -

é@m,d_ Xpertise Software = 'g z‘ z I"]

A\ oo
=
Module Status Order Test - Assay Selection =
Module Status | Assay Version CONTINUE
Name §Xpen NG 3
A1 Available pre O
rt CT 3
A2 Available
o Xpert CT_NG 3 CLEAR ORDER
A3 Available
a4 Available
|B1 Available
Patient ID
B2 Available H
B3 Available sample ID
B4 Available SD4958674398
C1 Available Patient ID 2
2 D495686
C2 Available
ca Jr— Last Name First Name
Name3 Patient
c4 Available
Date of Birth Postal Code
) [Available 1980/03/01 30485
b2 Avetable Gender Ethnicity
D3 Available Male Hispanic
D4 Available Priority
Normal
Error 2025: The system failed to find the plunger home position. Upward move b~
Q 03/05/19 15:12:01 Test Termination Error with minimum force value of 257 was completed without reaching force value less| |
han 200 at A2 ——
03/05/19 15:41:53 Kiosk Scanner Error 6444: Scanner command [async] failed due to reason [offline]. DA

5-56. I8 L MK - #&iM;%i%IF (Order Test - Assay Selection) T{EX

GeneXpert Infinity System Operator Manual 5-49
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Copreis. Xpertise Software

L)

og

Module Status

Detail User »g £$ .z lﬂ

Order Test - Test Information

g,
Module Status Patient ID e
Name H:
A1 Available Sample ID
. SD4958674398

A2 ratabie Patient ID 2 AR oRG
A3 Available D495686
A4 Available LSstNSe First Name
F . Name3 Patient
B1 Available Date of Birth Postal Code
B2 ‘Available 1989/03/01 30485
B3 Available Sendar Ethnicity

Male Hispanic
B4 Available
c1 Available Assay Version
c2 Available Kpert Gl 3

Reagent Lot ID Cartridge S/N
c3 Available 07105 iGisa
C4 Available Expiration Date Priority

2020/01/15 Normal
D1 Available
D2 Available Test Type
D3 Available specimen [~]
D4 Available Sanpie TYps Other sample Type

|O(ner ‘ - J [

Notes

Error 2025: The system failed to find the plunger home position. Upward move 7~
Q 03/05/1915:12:01 Test Termination Error with minimum force value of 257 was completed without reaching force value less
han 200 at A2 ——
03/05/19 15:41:53 Kiosk Scanner Error 6444: Scanner command [async] failed due to reason [offline]. v

5-57. fL &4k (Priority) i2 AIE%¥ (Normal) By £ MR - MiX{E2 (Order Test - Test Information) T{EX

eepheic, Xpertise Software

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 ‘Available
D1 Available
D2 Available
D3 Available
D4 Available

Detail User ‘! zo z lﬂ

Order Test - Load Cartridge

Please place the cartridge in the load zone.

Error 2025: The system failed to find the plunger home position. Upward move

03/05/19 15:12:01 Test Termination Error |with minimum force value of 257 was completed without reaching force value less|
han 200 at A2
03/05/19 15:41:53 Kiosk Scanner Error 6444: Scanner command [async] failed due to reason [offline].

< |»

5-58. {5 &Mk - E AN E (Order Test - Load Cartridge) T{EX
WMRFE, FRRGEVIFHEMA.

8.

5-50
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9. FZERFEAMR - B NAEIM 5 (Order Test - Load Cartridge) TAEX H I~ GF
Z WK 5-58) A 5-59F7R, Bl g (1) 2N (BURAE) T ERAHMEZ (4) 4h
MR (3) FNIX o ORI & RFREE (2) ¥ B CEfE IR F.
IR AN B IAN RGN o P A5 SIS Al & N 7T FH ) GeneXpert
B,

B essssase |

T T Iy

5-59. #ta M E M FEF L

10. B TRlEE, HERIELINK - F2 ID (Order Test - Patient ID) TAEIX,
DA AN T — M. 162 WA 5-53,
o MBRNT AL, BB 2RI R, RIS
%11, BT A .
af
o WEIREAEHANAFTEIR S, EHEERIES MK (END ORDER TEST)
A GEZILE 5-60) » tFREATEFE AN - 3% 1D (Order Test -
Patient ID) TAE X FIEfT B NETE S, 520150 (Order Test) 3¢
RIS
WIRAEFE AR - 535 1D (Order Test - Patient ID) L X {4 fa] 7 B FR
ATRER, BERINTIEX, DUZSEh AR 14520 (Order
Test) .,
1L ZEHHAHIA (Order Entry) TAEKHIAR, JEFHR (YES) LB iR 4
(Order Test) .,

HFER (NO) B 7EFE 2K (Order Test) S5,  FHHTAF AR

GeneXpert Infinity System Operator Manual 5-51
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Detail User »g :‘ 1

B

Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 Available
.E1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Order Test - Patient Information

Scan or type in Patient ID

Patient ID is successfully scanned when you hear the

beep.

Patient ID 2

\ |
Last Name First Name

\ |
Date of Birth Postal Code

[yyvymwoo| |

Gender Ethnicity

[<None> [ ~] [<none> [+]

5.5.3

ix

iE

N

03/05/19 15:12:01

Test Termination Error

Error 2025: The system failed to find the plunger home position. Upward move
ith minimum force value of 257 was completed without reaching force value less
han 200 at A2

03/05/19 15:41:53

Kiosk Scanner

Error 6444: Scanner command [async] failed due to reason [offline].

«|»

BEENAGHR

I B O oE B Il R

7F Xpertise A F 0 TAEX A, iEFFEER (RESULTS) %4 (iEZ L
5-61) « FEIREERFER, ESIE 5-62.

R GES I 5-62) , EFBEERER (VIEW RESULTS) 4. ¥
BIREHGER (View Results) TAEIX . 12 WK 5-63.

1.

5-60. 5% ik - B3 ID (Order Test - Patient ID) T{EX

MEEEFRILHITHAE (B BREZLRXAMK) WKL R, ATER B SRIETE R
(Tests Since Launch) T{EX A, WEHEEFEFIHHESL, NMEBEER. B mMmEL 2R
BEL R (View Results) TIEK .

ETRHERSER (View Results) TEXBUR FEREREMAFNES. EAMP (Basic User) B&
F|% 5.5.3.1 FTHEMRMNITIER . #EB P (Detail User) S &8 5 (Administrator) 5 & 2% 5.5.3.2 %
FETAM TIER

5-52
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//cgm,a_ Xpertise Software Detail User »z :» z I{I
A 2
A S
Module Status Tests Since Launch _
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status § oEas
Name D Name Type Date Minutes
A1 Available To Result
A2 (Available 738743170... (738743170147 |A4 Detail User 'Specimen INO RESULT |Xpert EV Assay 03/05/19 18:15:38 |6 Loading
" — H73874317...|SD0385762929. |A3 Detail User  [Specimen  |NORESULT |XpertEVAssay  |03/05/19 18:21:10 |4 Running SESULES
A4 oading
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
n 03/05/19 18:10:38 System User [Administration User] login.
g 03/05/1918:11:48 System User [Detail User] login.
03/05/19 18:21:10 System Module A3: Test Started at 03/05/19 18:21:10

5-61. Xpertise FFE T TIER

Ceopreis. Xpertise Software Detail User »: g‘ z I{I

Module Status Tests Since Launch ko)
=
8=

Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status VIEW RESULTS
Name D Name Type Date Minutes
A1 Available o Result
- 738743170... (738743170147 A4 Detail User  |Specimen  [NORESULT |XpertEV Assay  |03/05/19 18:15:38 |6 Loading
A2 (Available SPECIMEN
s . H73874317...|SD0385762029..|A3 Detail User  |Specimen  [NORESULT |XpertEV Assay  [03/05/19 18:21:10 |4 Running
A4 Running
B1 Available
B2 Available
B3 Available
B4 Available
c1 Available
c2 Available
Cc3 Available TEST SUMMARY
C4 Available
D1 Available
CONTROL
D2 Available TREND REPORT
D3 Available
D4 Available
ASSAY
STATISTICS
REPORT
BACK
03/05/19 18:10:38 System User [Administration User] login.
03/05/19 18:11:48 System User [Detail User] login.
03/05/13 18:21:10 'System Module A3: Test Started at 03/05/13 18:21:10

5-62. {ERFH

GeneXpert Infinity System Operator Manual 5.53
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1R{EIREA

Detail User wg :‘ 1 lﬂ

Module Status View Results p
‘ Module Status PatientID  P36754321 =
Name
[ Sample ID 534078
a1 Available
| Assay* XpertFll & FV Version* 1
A2 Available
REPORT
A3 Available
tAA Available P TestResult [ ) Analyte Result [ ) Detail [ ) Ampiification Curve ’ ) Erors [ ) History ‘ ) support .
B1 Available = UPLOAD
Result RESULT
B2 Available -
B3 Available L ‘ <:|Q
B4 Available o PREVIOUS TEST
C1 Available ‘For In Vitro Diagnostic Use Only. _
|c2 Available ‘ QE>
lcs Available NEXT TEST
Sample Other Sample Type
lca Available plo Type ple Ty = (o)
Other [-] =
|p1 Available o—
VIEW ANOTHER
p2 Available "[')se:" = TEST
b3 Available
'D4 ‘Availab status Upload Status } ‘
wailable
Done Uploaded CLOSE
Notes
=
03/05/1918:10:28 Gan"y “Remlnder 7263: Recovered gantry to safe location.
g 03/05/1918:10:38 System ‘Fu\I Automation Operating Mode
03/05/19 18:11:48 System b/ve\come to GeneXpert Infinity System

5-63. R FXTFHIEELR (View Results) T{ER  (i#t&FF [Detail User] #1E)

5.5.3.1

EXRAFPHERESGR

ZBEESER (View Results) TAEX B RIEAH A HE B FIALE R, 152 W
K 5-64. FEAHPIIERSE (View Results) TAEX L1241 A

« YR58 (EDIT) — e B UL DIgn iz TAEIX . Szl ] Ul AR T (Save) %
. gwmiEiiE, RARTE (Save) FELE (Cancel) #4417 .

+ R (REPORT) — ik £ L #%4H A& F H: DL PDF SCHA% 2UF BN Bl fR A7 25
«  E—Ailli (PREVIOUS TEST) — k#5740 LL B F 45 By b E— g

IOESE S
« TF—AERt (NEXT TEST) — £t A B 4R 53R b R — Nl 45
R

«  L#4ER (UPLOAD RESULT) — i F A b &5 R B EN (RS
7 ENVEAE N A A D .

. BEZ—/illlik (VIEW ANOTHER TEST) — & # 4, < 8Rx— M TAE
X, G —RNME (O CE TR IT M , DALk 2
TR

« XM (CLOSE) — < Mi%Z TIEIX,

BER (View Results) TAEX TR E 5 1EAE AL A IHAEL O 2 56 B )il i AH

KR, 12 WE 5-63. WREH T EPERE, WTLLFRgs 5L TAE

X_E#E EHL
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WK 5-63F7~, HAH 7 (Basic User) A E 45 R (View Results) TAEXAE LT
IR

o ISR (Test Result)

. Hix (Brrors)

. X HF (Support)

PLR BN NBERSE R (View Results) TAE X PN IET .

ik 45 R (Test Result) I+

BELR (View Results) TAEX MR LE F (Test Result) 1% 5K 27 FEAN I 1) 45
K. HZ WK 5-64,

Basic User »z zt ! Iﬂ

Module Status View Results p
Module Status PatientID*  H738743170147 PatientID2 HG49586720395 EDIT
Name a“
A Sample ID  SD038576292932
A1 Available N
p Assay" Xpert EV Assay Version* 3
A2 Available
REPORT
A3 Available
A4 Available ) TestResult [ ) Erors [ ) support <]D
B1 Available e
Resuit
B2 Available ’@ ‘
B3 Available
B4 Available
For SW demonstration use only.
c1 Available
c2 Available
C3 Available Sample Type Other Sample Type
ca ‘Available ‘Ot“e’ | =% ‘
D1 Available User
D2 Available Detail User
D3 Available Status
D4 Available Dotie
Notes
03/05/19 18:10:28 System "Module A3: Test Started at 03/05/19 12:10:28
Q 03/05/19 18:10:38 System "Module Ad: Test Started at 03/05/13 12:16:43
03/05/1918:11:48 System "User [Basic User] login

5-64. EEH LR (View Results) TEX — MliX455R (Test Result) i+ (EZXH P [Basic User] f1E)

GeneXpert Infinity System Operator Manual 5.55
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1R{EIREA

iE

EEHG R (View Results) TAE X 045 F (Test Result) 2650+ H H& AL DL JE
BE. EZ WK 5-64.

« B ID (Patient ID) — IR 5 A [ 3% ID (Use Patient ID) 151, N2
B, WMRARKEENIES, ZFE UgwmiE. mF % TS Oa—4
5 (*), B ID (Patient ID) 25 HIH .

- B%& D2 (PatientID 2) - 4R /5 A 1 ff F 3% 1D (Use Patient ID) A1 1D 2
(Patient ID 2) &I, WHEHEF B . WRARKA EHIES, ZFEB L
iE

« ¥ ID (Sample ID) — @R AR H EHIES, 2B Mgt R ZF
BEINA—/ES (*), i ID (Sample ID) 2 H#HEFEIH.

o ¥illiE (Assay) ZIRFIENERE S (Version) — A1 44

« 458 (Result) — WAL R . 0T gmiE

5% (Disclaimer) — /453 AL R 5, RABRNEFIZA R, BRXBAR
S4B 1) B 9T 30T

- HMAZEB (Sample Type) — 1] LU AR ORE 2R B R i g3k, dmi
T B

o  Hith#MER (Other Sample Type) — £ 5 R AL AL S 7E 452 TR a) 4N
30T, B BRI A ST . I SRAE LSS A (Sample Type) N H
(Other), WIWTLAZw4E, 5 IASTT gk
AP (User) — b7 B m BAT LA R HAE L4 . ASTT e

« KT (Status) — WA FHEAEIRES BoREIEA ] g 7Bt . i SR 2 5E il
¥ R5EM (Done). b4k, WM AT, =R RIEEIEIT
(RUNNING); S AEZ AT MR B i i, 2% 5k 52 R (INCOMPLETE):
W R MAAE 58 T 1k, 2 ~B sk (ABORTED).

o &iE (Notes) — 7B s 4@ 58 MR S NIRRT 287 o 75 S A\ A A8 1
%P 4RER (EDIT) 4240 JF 4% ok o8 & vE (S B o

«  LE#HIKTE (Upload Status) (Wi JE A 7 EHERE) — WREH T EVEE,
W RR—NFEL FRgG RN EERES . B gt . a0 BRI 5 &
Hillkgs Re B3, K iErE L8 (Uploaded): & SR C 58 ilfH 45 5 i ok
F#, ¥ ERZEFLES (Upload-Pending). R illilEizsT, EEIRTES
(Upload Status) 7Bt B/~ IEfEIEST (Run-in-Progress). 5% A 8+
MUEME, WA EREF B

RS BN DA AR . TR g X e B

1. JEPE4RSE (EDIT) #4401 L0 A% TAEX .

2. YmiHARE R 7B

3. EFARTF (SAVE) 440 LR BE 24

THEXATHRERKXR, AIREFRUBARBET. FAREFRIOKEBARKE.
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$8iR (Errors) &5k

BELR (View Results) TAEX TR (Errors) 3R S 5 HAA S — R 51
L BT E . WA R, WEET R REA R RME R, ES 0
5-65.

Basic User »g zt 1 lﬂ

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
Cc2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

View Results
W4

Iv]

Patient ID*  H738743170147 PatientID2 HG49586720395 EDIT

Sample ID  SD038576292932

say* Xpert EV Assay Version* 3 D
REPORT

<o

# D i [ Detail Time PREVIOUSIEST

Error 5007: [SPC] probe check failed. Probe check value of 20.8 for reading (03/05/19 18:40:28
Inumber 2 was below the minimum of 26.0 EE>

) TestResut [ ) Ermors ’ » sapport‘

1 Post-run analysis error

NEXT TEST

[ 2
8=

VIEW ANOTHER

TEST

Ple

CLOSE

T

al ] I Dy

03/05/19 18:10:28 System ;Module A3: Test Started at 03/05/19 12:10:28
Q 03/05/19 18:10:38 System ;Module A4: Test Started at 03/05/1912:16:43
03/05/19 18:11:48 'System |user (Basic User] login

5-65. EEHLERE (View Results) TERX - §&iR (Errors) itTi+ (E A FF [Basic User] #1E)

YT EHGE R (View Results) TAEX H451% (Brrors) Ik TN RERCLT
BE GEZWE 5-65):

o # - MAHIE BT R AR AR T . AR g
«  1#iif (Description) — EoREHRSTAIR . ATt .
«  ¥15 (Detail) — SRELZE R — MR E ZEE (1. &R 5007: #§
FHATR...... [Error 5007: Probe check failed...]) . /NA]4w#H .
«  BFE (Time) — oREH iR R AL H WIS ) o ANAT g .
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% ¥ (Support) &+

BHELR (View Results) TAEX 3 HF (Support) IR FEHEA M E 25 B
B2 LK 5-66.

Basic User »g :‘ 1 lﬂ

Module Status View Results p
| Module Status PatientID*  D205145 Patient ID 2 EDIT
Name
Sample Xpert M 03051
A1 Available
p Assay* ert EV Assay Version* 3
A2 Available
I REPORT
A3 Available
|ag ‘Available ) TestResut | ) Erors | P Support ‘ <:|D
(B1 Available _
B2 Available Reagent Lot ID* Assay Type
! S s
433 Available 00254 In Vitro Diagnostic QE>
" Cartridge S/N* Expiration Date*
B4 Available NEXT TEST
| 7508105378 12/21/25
lc1 Availabi
1C \vailable Test Type u@
ic2 Available Specimen =
VIEW ANOTHER

|c3 Available Priority o
|ca Available Normal
D1 Available Start Time End Time }l{
I 03/05/19 16:22:08 03/05/1917:39:54
D2 Available CLOSE
I Error Status
D3 Available oK
D4 Available S/W Version Instrument S/N

6.8 805034

Module Name Module S/N

A3 643030

03/05/19 18:10:28 System IModule A3: Test Started at 03/05/19 12:10:28
Q] 03/05/19 18:10:38 System Module Ad: Test Started at 03/05/13 12:16:43
03/05/1918:11:48 System "User [Basic User] login

5-66.

BELBR (View Results) T{ERK - X#F (Support) T+ (EZAF P [Basic User] #1E)

SCHF (Support) IR ERELTFIMBEUEE . ES WA 5-66.

iXFI# S (Reagent Lot ID) — AT 4l 7 B Bon st 5. iRz 7 B
WA —ANERS (%), Wzl S 2 A s &= 200

1ML ZER (Assay Type) — AT g 7 B Rz 47 e Wil R 8 . X1
RZHINK, ¥ T @5MiS#R (In Vitro Diagnostic).

RMWE S (Cartridge S/N) — LA ] G 7 BLm Al & 13515 . ani
BTBEHUAH RS (%), NGRS RSN ES2m.

531 H HA (Expiration Date) — It A n] 4 7 B oAl & i R R H 3. andR
FZFBEFINA AR (%), EANE RS H SR PRI &SR0,

iR ZER (Test Type) — M Al gt F B R ISATIORES ST . FRAIER AT &N
¥ (Specimen) 5P Bi#E (External Controls).

RS (Priority) — AT 4% 2 Bt R FTig Tl ik e . ek R IEE
(Normal) 5 E& (STAT).

FriaETE (Start Time) — AT i 7 B L AR S0 BC B 10 4% 20 B om sl i IH 46

AR 1] o
&5 EtiE) (End Time) — b A AT R 7 B A # S B A% 20 R os sl i 45 R H
HAAES ]
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«  RBIRIKTE (Error Status) — AT gntE 7 B m £ M2 47 BA (0] 2 5 B AT
o LA HNR, WIERES (OK). WRAENMRIZIT AR R AH R, WPRAE
¥4 iR (Error).

o E¥RRZE (SIW Version) — AT g 7 B W /m MRS 1T R 48 2 2E 10K

PERRAR o

«  {XZBFFS (Instrument S/N) — IbA W] Fii 45 = B 2wz A7 MR A 38 1 7 51
T

«  HEBEER (Module Name) — AT il 5 B (7 ag AT A IR AL HL i) 42 ik
(n: B2) .

«  ERFIE (Module SIN) — tAN R gmkh 7 B g 47 M A B 7 57145
ey BT DA 07 g X e B
1. JEP4RER (EDIT) #&41LL )8 iz TEIX . 153 WK 5-66.
2. GRIRAEEGRIER I TB.
3. PR (SAVE) 140 DMRAEF 4.
ix TR A FHEEAN, THEFRUAKEET. RAUAETRIOEEARKE.

55.3.2 #EAPHMEEANEEER
FEREA A AEHE AT UEES N EZEE. SR (View Results) TAEX
SRR P EE B P BEERIINRE R S 5-67. HEEH T (Detail
User) M EFEEE (View Results) TAE X &AL 3241 A -
s Ymig (EDIT) — EFIZH Dlgnix TAEIX . i vl Ul AR TF (Save) #%
. gwiiinE, HA{RTE (Save) MELE (Cancel) #2417 .

« 8% (REPORT) — i # L%l LI & I LA PDF SCAF#S A HT ENERORAF 25

+  LE#itER (UPLOAD RESULT) — it F b f 4l b ik rh 25 3 Ea B FHL. (NAER
F 7 ENLEAS RO A At .

«  E—4iik (PREVIOUS TEST) — i& £ ULz LI & F 45 Ry R+ _E— L
g R,

o« T—AMHK (NEXT TEST) — i U140 LA B 45 A% b T —ANhR 1 45
R

.« BES—/illliX (VIEW ANOTHER TEST) — & #5%5AN, 2 BR— A TAE
X, W&—RFIMR (BF L ERAIABIEZT D , DAtk
IR

* XM (CLOSE) - X MIZ TIEIX.
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Detail User »z zt ! Iﬂ

Module Status View Results p
Module Status PatientID  P36754321 EDIT
Name «“
N\ pleID  $340'
A1 Available \
Xpert Fll Version* 1
A2 Available
REPORT
A3 Available
A4 Available D TestResult | ) Analyte Resuit l P Detail | P Ampification Curve | P Errors | P Hslory ) support | .
B1 Available a UPLOAD
Resuit RESULT
B2 Available T -
B3 Available e ‘ &g
B4 Available PREVIOUS TEST
C1 Available For In Vitro Diagnostic Use Only. _
c2 Available >
C3 Available NEXT TEST
Sample Other Sample Type
C4 Available ’p—'lype pleTyp —_— n@
Other [-] =
D1 Available =
VIEW ANOTHER
D2 Available User TEST
Detail User
D3 Available
- — Status Upload Status } ‘
\ailable
Done Uploaded CLOSE
Notes
IE
03/05/19 18:10:28 Gantry ‘Remlnder 7263: Recovered gantry to safe location.
Q 03/05/19 18:10:38 System ‘iFu” Automation Operating Mode
03/05/1918:11:48 System Me\come to GeneXpert Infinity System

B 5-67. ETRETIFHIEELR (View Results) T{EX  (i$15H P [Detail User] #1E)

BELR (Vlew Results) TAEXAIiEEER 5 1EAE B B EL 28 56 B I AH
KEHE. 1HS WK 5-67. WHRA ENEE, T LLEFEFIREIL R TAE
X _E#E L.

WK 5-67FR, HIEH T (Detail User) A F 45 H (View Results) T/EX A LT
B R

o JRZE R (Test Result) (SIEAH FAHFE)D
o BIYZER (Analyte Result)

« TN (Detail)

o P HAHHZE (Amplification Curve)

. F% (Errors) (H3EAH P AEIED

e JI5Eid s (History)

«  3FF (Support) CHFEEA FAHED

AR &N, EFANEDR

ik 4R (Test Result) I+

PEIE T B IR 45 5 (Test Result) 3T -R 5 HA T P AR 1ES 0 5.5.3.1 71,
FEARH P AR S5 R AR S I g Rk IR U B .
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#MLER (Analyte Result) EI+

BER (View Results) TAEX M5 R (Analyte Result) T~ 78 A F] 4
BN EREE. 5 ILE 5-68.

Detail User wg :t ! lﬂ

Module Status View Results p

’ Module Status PatientID  H351890559682R PatientiD2  HD340928374 EDIT
Name
[ ample ID  RL439664
|1 Available
[ p say* XpertCT_NG Version® 3
A2 Available
[ REPORT
|A3 Available
Ad Available ) TestResult } Analyte Result [ D Detail [ ) Ampiification Curve [ ) Erors [ ) History ’ ) Ssupport <:|D
3] Available PREVIOUS TEST
52 P— Analyte ct EndPt Analyte Result Probe
Name Check -
B3 Available Result Q[>
B4 Available CcT1 32.1 312 POS PASS NEXT TEST
c1 Available NG2 0.0 4 NEG PASS -
o=
c2 \Available NG4 0.0 1 NEG PASS =
VIEW ANOTHER
C3 Available SAC 0.0 1 INA IPASS TEST
C4 Available SPC 33.6 271 NA IPASS
D1 Available }l{
D2 Available CLOSE
|p3 Available
I
|pa Available
03/05/19 18:10:28 Gantry “Remmder 7263: Recovered gantry to safe location
Q 03/05/19 18:10:38 System ‘Fu\I Automation Operating Mode
03/05/19 18:11:48 System “We\come to GeneXpert Infinity System

5-68. EELER (View Results) TIEX - #4945 R (Analyte Result) I+

ix

(i¥15FA P [Detail User] #1[E)

FERMEE R (Analyte Result) HEIf- 32 4k DL AT g8 (14500 45 45 2 -

W BF (Analyte Name) — Z[EELRR A, BB AR INE MBI H H
PR -

FEEREE (Ct) - FIBME R vOEE T IA BIF6 E BE P2 I I 2R — Mgk
Ct BT a1 ih 2 €

23 (EndPt) — 2 i 2 AT R 5 — MEA I DOEE S
BAMMLER (Analyte Result) — F575 FF GNP /& 59T H -

RETEE LR (Probe Check Result) — 7& PCR XS FF46HT, Infinity System
MEIRE R HRGE S, DURIER KRS RN IR, BRE 58 BRI 4
BHSENE . A RIREHS A A B4R E Sz hR e, WA Al .

EHNMLE R (Analyte Result) I+ 3R B A RiEFE .

#4158 (Detail) EIi

BELR (View Results) TAEXFELH(E S (Detail) 1< B 1200 1) AR AN ]
SR . 1S WK 5-69.
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Eopres. Xpertise Software

Detail User »g :‘ ! lﬂ

Module Status View Results p

’ Module Status PatientID  H351890559682R PatientiD2 HD340928374 o
Name
Sample ID  RL4%g664
a1 Available
[ p Assay® Xpert CTNNG Version® 3
A2 Available
I REPORT
A3 Available
A4 Available ) TestResult l } Analyte Result [ p  Detail [ ) Ampiification Curve ’ ) Erors [ ) History ‘ ) Ssupport <:|D
B1 Available _
2 lAvailable Analyte Prb Prb Pb Probe 2nd Deriv Curve
t Name Chk 1 Chk 2 Chk3 Check Peak Fit -
|83 Available Result Height Q[>
B4 Available cT1 239 280 239 PASS 0.0 PASS NEXT TEST
lc1 Available NG2 220 273 220 PASS 0.0 NA )
I O —
lc2 Available NG4 41 52 41 PASS 0.0 NA E=
Ica Available SAC 105 86 103 PASS 00 NA V‘EW%“;“‘E“
ica Available SPC 357 390 355 PASS 0.0 NA
b1 Available }l{
|p2 Available CLOSE
|p3 Available
|Da Available
03/05/19 18:10:28 Gan(yy ;Remmder 7263: Recovered gantry to safe location.
g 03/05/19 18:10:38 System "Fuu Automation Operating Mode
03/05/19 18:11:48 System Me\come to GeneXpert Infinity System

5-69. ELER (View Results) TEX — #4158 (Detail) &I+ (i¥1§A P [Detail User] 1 &)
FEVEAE B (Detail) 1EI-R 24 DUN AR g 045 B -

iE

i ZFR (Analyte Name) — S RERFRHEIAR, & 7E B AL 4 BhAs HH B
PRI -

RETHEE 1 (Prb Chk 1) — fREH A 1 Hd & X B3R Y Rr 57 1 Sk i 9

MELER .

RETHEE 2 (Prb Chk 2) — fR4TH I & 2 Hodl & 0 B3 A il Vs 57 1 Sk i 9
bllh=sa

BRETHEE 3 (Prb Chk 3) — fRETH I & 3 Hdl & 0 B3 AP il Vs 57 1 Sk i 9
LR,

RETIE LR (Probe Check Result) — 7£ PCR Jx NP4 fT,  Infinity System
MEARE R B PIeE S, DR IIERFKE . RBCEIRE . PRE e B PR AN g
B ENE . WEARIRE R AL BRI 2 hnitE, Nk &

—M SHEES E (2nd Deriv Peak Height) — i 540 (1 55z e i ( Fo R 1 K
i 28 (0 B R R e BELDUE SO T Ct /M R . AR B 24
W BRI, MRS Cto WRZIEMEAR T BME, AR Cto

BiZE#l & (Curve Fit) — i 2l & B AU th 20 S 2, @i ihse, %

RGBSR BRI Bldn. 2k B TIg(E
FRE R ERME, TRARFATE, AT 25 RS ARG RO AL,

HAMES (Detail) BT A AT RE T
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¥rig sk (Amplification Curve) £+

BELR (View Results) TAEX #3852k (Amplification Curve) IR 7=l
REP M2k, 152 WK 5-70.

Copreis. Xpertise Software Detail User »g z; z Iﬂ
B o
Module Status View Results p
Module Status PatientID  H351890559682R PatientiD2  HD340928374 EDIT
Name
Sample ID  RL439664
A1 Available
p Assay* Xpert CT_NG Version* 3
A2 Available
REPORT
A3 Available
A4 Available ) TestResult [ ) Analyte Result | D Detail [ ) Amplification Curve [ ) Erors [ ) History ’ ) support <:|D
B1 Available Views [ z Logend e
B2 Available Loiol 7 CT4; Primary -
B3 Available [] NG2; Primary E[>
B4 Available [/] NG4; Primary NEXT TEST
c1 Available [] sac; Primary ~
c2 Available ¥ [/] sPc; Primary |i
c3 Available EXPORT CURVE
c4 Available @
=
D1 Available o—
VIEW ANOTHER
D2 Available TEST
D3 Available
D4 Available
03/05/19 18:10:28 Gantry Reminder 7263: Recovered gantry to safe location.
Q 03/05/19 18:10:38 System Full Automation Operating Mode
03/05/19 18:11:48 System leicome to GeneXpert Infinity System

iE

<]

5-70. EE LR (View Results) TIEX - ¥ 1g@h4k (Amplification Curve) &I+

(i¥15F P [Detail User] #1[E)

IHG BRI -, B DR IRECY X, LSPGO Y
Bl o PSR 1AV E SO RE IR 2R 0 A . R SORIRME

Y 14k (Amplification Curve) I+ R B Al RiEF R -

SRS A B 2R, kR B B s 4 FR . kA, T RAHES) X
LY HhSS LR K e B, SRR X EY BT 1A R BOR A
EEFRLER (View Results) TAEX B 1 28 (Amplification Curve) JETIRH, A

S iM% (EXPORT CURVE) #%4l. it Stk (EXPORT CURVE) %411,
WRBEBRSER - FHENZE (View Results - Export Curve) LYEX . S LKA 5-71.
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1R{EIREA

. Xpertise Software

//Cephe
A=

Module Status iew Results - Export Curve \;
‘GENERATE
e e e
A1 (Available ® Graph With Legend D
A2 Available © Graph Only GENERATE
A3 Available REHLE
A4 Available
B1 Available PREVIEW
REPORT
B2 Available
B3 Available }l‘
B4 Available CLOSE
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/1918:10:28 Gantry “Remmaer 7263: Recovered gantry to safe location.
Q 03/05/1918:10:38 System ‘Fu\I Automation Operating Mode
03/05/1918:11:48 System J\Neh:ome to GeneXpert Infinity System

5-71. BELR (View Results) T{EX - SH#i%k (Export Curve) (i¥{§f P [Detail User] #1&)
EELSR - SH#IZE (View Results - Export Curve) TAEX H 424100 T

«  4%mE1% (GENERATE IMAGE) — 4 B R R A7 N — A EESCIF . iRIE I IMiE
e, AT DL R A7 B B R AT B R ER . jpg STHHRAETE R AL E (System
Configuration) F1 & R & 30 Je

o 4 RRE3 1 (GENERATE REPORT FILE) - fill7&—/> PDF X, fu& K%
AR R S e AR AR DRSS B . e SR Bl 5-73FR .

« TR (PREVIEW REPORT) — i F Lk Wik, 4 j—A> PDF U IAE
Adobe Reader 5278 GHEZSILE 5-72) « A LAM Adobe Reader {RAF IS4
e SR B 5-738R

« XM (CLOSE) — %% LIEIX.,
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File Edit View Window Help

x

=) Open ‘@@@@% E/l|:t|t§@|@@|@ ToolséFiIl&SignéComment
|! =
GeneXpert PC 03/05/19 18:59:50
Graph Report
Sample ID: RL439664
Test Type: Specimen
Assay Name: Xpert CT_NG
Assay Type: In Vitro Diagnostic
Assay Version:
Reagent Lot ID: 05814
Status: Done
Error Status: OK
Notes:
Order Time: 03/05/19 17:14:14
Started At: 03/05/19 17:15:06
Ended At: 03/05/19 18:43:13 3
User: Detail User
S/W Version: 6.8
Graph Name: Primary Curve
Legend
100 2] [Z] e14; Primary -
@[] nG2; Primary
@ || nG4; primary
o 1 [_] sac; primary
2 ¥ [£] sPC; Primary
g 200
100
10 2 40
Cytlos L
-
5-72. Adobe Reader F R RHIS HE B R &
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1R{EIREA

GeneXpert PC

Sample ID:
Test Type:
Assay Name:
Assay Type:
Assay Version:
Reagent Lot ID:
Status:

Error Status:
Notes:

Order Time:
Started At:
Ended At:
User:

S/W Version:
Graph Name:

400

300

200

Fluorescence

100

Graph Report

RL439664
Specimen

Xpert CT_NG

In Vitro Diagnostic
3

05814

Done

OK

03/05/19 17:14:14
03/05/19 17:15:06
03/05/19 18:43:13
Detail User

6.8

Primary Curve

) B

Cycles

GeneXpert® Infinity Xpertise Software Version 6.8

03/05/19 18:59:50

Legend

3|

[] cT1; Primary “~

=

|j HNGZ; Primary

[] nG4; Primary

©

D SAC; Primary

[=]

[7] sPc; Primary

Page 1 of 1

5-73. FHELZEREE
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$8iR (Errors) &5k

VRN F T BB IR (Errors) SEIR 5 AR AR 62 W5 5.5.3.1 19, JEAH P
I EE 45 R A AR (Errors) IR U o

i F (History) I

ALK (View Results) TAE X P 218 5¢ (History) M0 B/ 7E 46 Il 5 %
HATHIE . BRRE SRR MR H . S WA 5-74.

ooheic. Xpertise Software

Detail User wg zt 1 lﬂ

Module Status View Results p

’ Module Status PatientID  H351890559682R PatientiD2  HD340928374 EDIT
Name
Sample ID  RL439664
A1 Available
p Assay® Xpert CT_NG Version® 3
A2 Available
REPORT
A3 Available
A4 Available ) TestResult } Analyte Result [ D Detail [ ) Ampiification Curve [ ) Erors ’ D History ’ ) Ssupport <:|D
B1 Available e
52 o— [ Field Name WAS | IS User Time
|Patient ID Patient Name 4 |H351890559682R iNone> 03/05/1910:51:51 —
B3 Available [ 0w
Patient ID 2 HD340928374 Detail User 03/05/1915:01:27
B4 Available | NEXT TEST
c1 Available
2
c2 Available =
VIEW ANOTHER
c3 Available TEST
c4 Available
D1 Available }l{
D2 Available CLOSE
D3 Available
D4 Available
03/05/19 18:10:28 Gantry Reminder 7263: Recovered gantry to safe location
Q 03/05/19 18:10:38 System Full Automation Operating Mode
03/05/19 18:11:48 System lelcome to GeneXpert Infinity System

5-74. EELR (View Results) T{EK - i F (History) T+ (¥ F [Detail User] #1E)

ix

757 5240 3% (History) 10+ _F4R 4L LU R (5 B

FE & (Field Name) — 4 5 i (117 B 4 R
(ZBI) & (WAS) — iZ 7B e AN 2
(M) & (IS) — % FBM UHi AN
AP (User) — BT Z I

BHiE) (Time) — {RAF 1258 25 1 H AT ]

[ 123 (History) IR HIR B A REF Ko

*#% (Support) &I+

VETE FF BOSCRR (Support) B 5 2 AR B P (KA [

U ER SR A SRS (Support) ZEIR Ui B .

HS W5 5.53.1 1, FAH

GeneXpert Infinity System Operator Manual
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1R{EIREA

B

HHEM ID BEMLER
ST LLRRIR A b KD B, RRE R ID 49 A RS AR 0 B SRR B

M Xpertise BAFFETLTAEX (WK 5-75) o, &R EHEER—
A ik (View Another Test) Elix, # 2/REE 57— MK (View Another

1.

Module Status

Test) TAEX . S WK 5-75,

Tests Since Launch

Detail User »z £$ 1 lﬂ

Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| ~Status ORDERS
Name D Name Type Date Minutes
A1 Available To Result -
P raiotic 738743170... 738743170147 A4 Detail User  [Specimen  |NORESULT [XpertEVAssay  (03/05/19 18:15:38 |6 Loading |
" H73874317...[SD0385762020.. |A3 Detail User  |Specimen  [NORESULT |XpertEVAssay  [03/05/19 18:21:10 |4 Running RESULTS
Ad
B1 Available DATA
MANAGEMENT
B2 Available
o
B3 Available =
=
B4 Available i
c1 Available
c2 Available i
c3 Available MAINTENANCE
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
n 03/05/19 18:10:38 System User [Administration User] login.
g 03/05/1918:11:48 System User [Detail User] login.
03/05/19 18:21:10 System Module A3: Test Started at 03/05/19 18:21:10

5-75. Xpertise F{FET1 TIEX
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Eorreis. Xpettise Software aaministration user +@) @ @ I-ﬂ

L) g

Module Status ‘ View Another Test ko)
H—
8=
Module Status Sample ID  (Use __'as a single letter wildcard, %' as multiple letter wildcard.) \ VIEW RESULTS
Name Xpert M 03051
Al AvaRable Patient ID Sample Mod User Test Result Assay Start Estimated|  Status p
A2 Available D Name Type Date Minutes
To Result FIND
A3 Available
Kigfikdjdgski (5480453874538 |C1 Administratio...|Specimen  NEGATIVE  [Xpert SA Nasal Co...|03/04/1317:55:51 Done
Ad Available T T T
D205145 Xpert M 03051 |A1 Administratio...Specimen  |NO RESULT  [Xpert MRSA Assa... |03/04/13 16:23:45 Aborted ’l‘
B1 Available CLOSE
Xpert M 03051 |D4 Specimen NEGATIVE  |Xpert MRSA_SA B...|03/04/1316:23:24 Done
B2 Available
Xpert G 03051... D3 Administratio... Specimen  [ERROR  |Xpert GBS 103/05/19 16:22:50 Incomplete
83 Available
D205145 Xpertv 030518 D1 |Administratio... Specimen  NEGATIVE  [Xpert vanA 03/04/1916:22:34 Done
B4 Available
D205145 XpertM 03051 (B4 Administratio... Specimen  [NEGATIVE  [Xpert MRSA Assa... 03/05/19 16:22:08 Done
c1 Available
Xpert M 03051  [C1 |Administratio...|Specimen  [NEGATIVE  [Xpert MRSA_SA B... 03/05/19 16:21:23 Done
c2 Available I | |
D205145 Xpert M 03051 (B3 Administratio...|Specimen  [NEGATIVE  [Xpert MRSA_SA B... [03/05/13 16:19:02 Done
C3 Available 1 1 !
Xpert M 03051  [C1 Administratio...|Specimen  [NEGATIVE  [Xpert MRSA Assa... (03/05/13 16:17:38 Done
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
| l03/05/1916:36:35 {Syslem Welcome to GeneXpert Infinity System
| loai0s190726:53 IHQS, Interface [Host is connected at 03/05/13 0726
- 03105/1911:0712 [Host intertace Host is disconnected at 03/05/1311:07

5-76. EEHS—1 iRk (View Another Test) T{EX

2. FETLAEXTIERAIEE A, ID (Sample ID) By A X3, fiN (B BEMR
IR ID. FAFEN ID 5, B (FIND) #4.

PITH RN, ATME ABERARE DS E/NERTERE . MAHTIAHES ID (Sample ID). — M BFHFF
; BEAF ([T MEHBTNFEFR— N ESFHERST (%) MLESAMEHBTNFERF. #5
ID (Sample ID) FEXIREISER, BAFERFS (C[THL %) .

3. AE M (View Another Test) TAEX B LB R RILER (FS
W 5-77)

4, TEHERGRTEXS, KBEEENR I, REEFIZEE G50
5-77) &

5. EBRBEEER (VIEW RESULTS) {241 i SR Aritfr e ik g5 8 GES L
5-77) .

GeneXpert Infinity System Operator Manual 5-69
302-8483-ZH, f£1ThI B 2023-6



1R{EIREA

Eopres. Xpettise Software

Administration User Qg :‘ z

B

@ =
Module Status View Another Test &
n==
=
Module Status Sample ID  (Use *_"as a single letter wildcard, %' as multiple letter wildcard.) VIEW RESULTS
Name Xpert M 03051
A Avaiablcl Patient ID Sample Mod User Test Result Assay Start Estimated|  Status p
A2 Available \ D Name Type Date Minutes
To Result FIND
A3 Available
D205145 Xpert M 03051 A1 |Administratio..[Specimen  |NO RESULT |Xpert MRSA Assa... |03/05/13 16:23:45 Aborted
Ad Available
Xpert M 03051 D4 Administratio._Specimen  INEGATIVE _ |Xpert MRSA SA B._|03/05/13 162324 Done ’l‘
B1 Available
J 0205145 Xpert M 03051 B4 Specimen  INEGATIVE _|Xpert MRSA Assa... 03/05/1316:22.08 Done cLose
= (Available Xpert M 03051  |C1 lAdministratio...|Specimen  [NEGATIVE  |Xpert MRSA_SA B...|03/05/19 16:21:23 Done
b Avslisblo D205145 Xpert M 03051 |B3 Administratio...|Specimen  INEGATIVE  |Xpert MRSA_SA B... [03/05/19 16:19:02 [pone
i (Available Xpert M 03051  [C1 Administratio...[Specimen  [NEGATIVE  [Xpert MRSA Assa... |03/05/1316:17:38 |Done
c1 Available |
c2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 16:36:35 system [Welcome to GeneXpert Infinity System
03/05/13 07:26:53 Host intertace Host is connected at 03/05/13 07:26
03/05/19 110712 EHQS; Interface [Hostis disconnected at 03/05/19 11:07

reie, Xpertise Software

L)

8] 5-77. EEB—A MRt (View Another Test) T{ERX - IH S ID EEHER

Basic User »: zt g Iﬂ

Module Status View Results p
Module Status PatientID* D205145 Patient ID 2 EDIT
Name —
Sample ID  Xpert M 03051
A1 Available
P Assay" Xpert MRSA Assay Version* 3
A2 Available
REPORT
A3 Available
A4 Available ) TestResuit { ) Errors ( ) support | GE
B1 Available PREVIOUS TEST
B2 Available Reagent Lot ID* Assay Type
B3 Available 00254 In Vitro Diagnostic E
" Cartridge S/N* Expiration Date*
B4 Available N T
7508105378 12/21/25 EXLIES
1 Available
B o Test Type EoY
c2 Available Specimen ‘ \ =
VIEW ANOTHER
c3 Available Priority TEST
ca Available Normal
D1 Available Start Time End Time }l{
03/05/19 16:22:08 03/05/1917:39:54
D2 Available CLOSE
Error Status
D3 Available oK
D4 Available S/W Version Instrument S/N
6.8 805034
Module Name Module S/N
A3 643030
5 03/05/1318:10:28 System Module A3: Test Started at 03/05/19 12:10:28
E 03/05/1318:10:38 System Module Ad: Test Started at 03/05/13 12:16:43
=
03/05/1918:11:48 System User [Basic User] login

5-78.

EELR (View Results) TERX - EHR ID

5-70
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5.5.5 HRMiXikE

5.5.5.1

-

l,

AR I 5 A VELIRE L, WSRBE P TR 5 o A P 0ttt 757 S s 00 it SR AT
RS BB S MR Bos A R ME R Frilas Ry
FEEE  CInAREFE) .

« AREAR MW, HS I 5551 4, HAR MRS
o AXREMEEAEEME P IMRRE, ESMHE 55527, EREAMELE SN

J AR o
EXAPRNKiRS

MRFEFNYERFY EHL, WNEFAEEAPSEEARPURMNKKRE. 520
$ 55527, EEMFEMAEERPUIKRES.

B RS AS P It

1. MEBZR (View Results) TIEX, EHFRE (Report) %4l (ES L
5-64) o ERMERIR T (Test Report) TAEX . HZS LK 5-79.

écepherd. Xpertise Software = 'g g. g I‘]

L)

Module Status Test Report .
'ﬁ;dr:: D PatientD | Sample Mod User Test Result | Assay~ | Stas Error Start e
D L Name | Tipe L Status Date <

l g [™] H351827299... |UH489831 |C3 <None> Specimen INEGATIVE |Xpert CDIF. “DOI’\E OK 07/14/18 1 -
22 ralioble \\ O  |H351890559... [RL4306E4 B2 Detail User |Specimen  |CT DETE... [Xpert CT_... [Done oK oorsis 1. | PREVIEW PDF
i fvallable N 0 |Hast1so0s50.. [Tz637800 |Ad Detail User |Negative C...[CT NOT D... [Xpert CT_... [Done ok 03121119 1
i Avaiotile k H056889055... [HA233087 |A3 Detail User |Specimen  |CT DETE... [Xpert CT_.. [Done ok 03121119 1 ’l‘
Bl e vl |H351890550... [HA245654 |A1 Detail User |Specimen  [CT NOT D... [Xpert CT_.... [Done oK 03121718 1 CLOSE
B2 (Available [ |H350395485... |sD034854...B1 Detail User |Specimen |[NEGATIVE |Xpert EV A...|Done oK 0513118 1
s . =] H351890382... |SD495810...|B3 Detail User |Specimen INO RESULT [Xpert EV A... |Stopped OK 05/01/18 1
B4 (Available [m] H738744925... |HG395820...|B2 Detail User |Specimen INEGATIVE |Xpert EV A...|Done OK 05/01/18 1
o1 i [m] H734743470... |HD304958.... |B1 Basic User |Specimen INEGATIVE |Xpert EV A...|Done OK 05/01/18 1...
c2 ot O [738743170147(73874317... |Ad Detail User |Specimen |[NEGATIVE |Xpert EV A...|Done oK 050118 1.
c2 fvallale O |wr3s7asi70.. |spossse.. a3 Detail User [Specimen [NEGATIVE |Xpert EV A...[Done ok 05/01/18 1
o4 rakadle O |Hastessos2.. |ussore2 |B3 Detail User [Specimen  |FIl HETER .. [Xpert il & ._|Done ok l00/15/18 1
o1 [pvatiabie 0 |Has1so0s06.. |u7e703s  |a3 Detail User |Specimen  |FIl NORMA _|Xpert il & . [Done ok oonsns .|
o S [m] H351885382... |HN237945 |A2 Detail User |Specimen Fll HOMOZ .. [Xpert Fll & ...|Done OK 09/15/18 1 P
p3 valiable [m] Xpert F 01... |A1 Detail User |Specimen INEGATIVE |Xpert Flu A.._|Done OK {01/30/19 1
P4 [pvailable = H351890345... |CR538763 |B4 IMTB NOT ... [Xpert MTB... |Done OK 03/16/19 1

= H351877782... |GK563895 |B1 Detail User |Specimen |[ERROR Xpert MTB... Aborted Error 03/21/19 1...[ |

O |Hase120382.. [TF277659 |Ba Detail User |Specimen  |MTB NOT ... Xpert MTB... [Done ok oar1191..|

T B3 MRSA NE... [Xpert SAN...[Done ok oa1m91..| ¥

03121119 16:50.03 System User [Detail User] login.
‘J:_j‘ 03/21/19 16:59:12 System User [Detail User] logout
03/21/19 16:59:24 System User [Basic User] login

5-79. M ETER (BXRHF)
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1R{EIREA

2. AFHZAMPIREENE, G — e A AR S . EZS WA 5-79.
3. IR S, B DU — AN A A
«  4RIRE T (GENERATE REPORT FILE) — 6% —> PDF ¢, If%
HAF 28 E A E .
1) EFFINAIR T (Test Report) TAEX 4R HRE X4 (GENERATE
REPORT FILE) #%4l GEZ WK 5-79) PLEIEE—ANNAIR & PDF X
o B H B AE AR 25 S (Generate Report File) ST 16 #E, 1EEOK %3¢
PR RR E A E . WRENAME S, EFRTF (SAVE).
2) WFATENZIRTS, HRRAAAIE, TR S AT . 4T
ERan &l 5-80 B AR 1 o MR 5 B e — A — NS A TE,
PERZAEFT B B 2
. % PDF (PREVIEW PDF) — il —~> PDF 3 f43f:7f Adobe Reader H' {2
TNZICE . TEAM Adobe Reader 34147 3741 EN1Z% PDF X 14

/\ 4, FTENEARTER JE, T BTER LR [B1 F) Xpertise Software £ TAEX, skikf
m K H] (CLOSE) #4liR [ & & 45 R (View Results) TAEX .
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GeneXpert PC

03/21/19 17:03:59

Test Report

Patient ID: H351890550098R
Patient ID 2:
Sample ID: HA245654
Test Type: Specimen
Sample Type:
Assay Information
Assay Assay Version Assay Type
Xpert CT_NG 3 In Vitro Diagnostic
Test Result:

NG DETECTED
User: Detail User
Status: Done Start Time: 03/21/19 17:38:57
Expiration Date*: 07/19/19 End Time: 03/21/19 19:06:02
S/W Version: 6.8 Instrument S/N: 702162
Cartridge S/N*: 425669558 Module S/N: 629995
Reagent Lot ID*: 05814 Module Name: A1
Notes:
Errors
<None>

Tech. Initial/Date Supervisor Initial/Date
* indicates that a particular field is entered using a barcode scanner

For In Vitro Diagnostic Use Only.

GeneXpert® Infinity Xpertise Software Version 6.8

Page 1 of 1

5-80. iRk &G (EXRAP)
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1R{EIREA

5.5.5.2 EEMFMEERAPRPMNRRE
A CEAIE B P EE B P AR A

1. MAEFEZRE (View Results) TAEX, EFHRE (Report) %8 (1S L
5-63) o EIRKEIRIR T (Test Report) TAEX . 15Z WA 5-81.

//cwe,a. Xpertise Software Detail User »: g. z I{I

AED:2@l . @

Module Status \g Test Report D
Module Status Wl Include Amplification Curve AT
A1 ame ‘Available Patient ID Sample Mod User Test Result Assay ~ Status Error Start
D Name Type Status Date

a2 s O |Hv4vo HIV-Factor... |A6 Detail User [Positive Co..|HIV DETE... |HIV-Factor... |[Done oK 0117/181..| &
A3 [Available O |Hv4vD HIV-Factor... |5 Detail User [Positive Co..|HIV DETE... |HIV-Factor... [Done oK ommms.| |
R Avaiablo O |Hv4vD inRange  |A1 Basic User  [Positive Co...|HIV DETE... |HIV-Factor... [Done oK 01/16/18 1
B1 st O |HvivD HIV-Factor... |A1 Basic User [Positive Co..HIV DETE... |HIV-Factor... [Done oK 02/18/18 0
B2 s O |Hvivo HIV-Factor... |A5 Detail User [Positive Co..HIV DETE... HIV-Factor... [Done oK 03/17/18 1
B3 Aaiable O |HvavD  |Hiv-Factor.|a1 Detail User [Positive Co..[HIV DETE.... [HIV-Factor... [Done oK 071171181
B4 (Avallable O |H11287489..[SD142231 |A1 Detail User [Specimen |ERROR  [Xpert BCR-..|Aborted  [Error 07/30118 1
C1 AvaRable O |H11287489. [sD142231 |a1 Detail User [Specimen  [NEGATIVE [Xpert CDIF... [Done oK 07/30118 1
c2 Avalable AN O |H35182729.. [UH489831 [C3 Detail User [Specimen  [NEGATIVE [Xpert CDIF... [Done oK 08/051181... | —
c3 Avabable ‘\ O |H35189037.. |HA245614 |A1 Detail User [Specimen |[ERROR  [Xpert CDIF... [Done Error 08/29/18 1
C4 jAvatiable ‘2 H05688005... |HA233087  |A3 Detail User [Specimen  |CT DETEC..[Xpert CT_... [Done oK 00/03/18 1
D1 (Available 1A245654 A1 Detail User [Specimen  |CT NOT D... [Xpert CT_... [Done oK 00/03/18 1...
D2 Avaltable O  |H35189055.. [RL430664 (B2 Detail User [Specimen  |CT DETEC..|Xpert CT._.. [Done oK 00115118 1..| |
D3 Avatlnle O |H35180055..[TZ637800 |A4 Detail User [Negative C...|CT NOT D... [Xpert CT_... [Done oK 02115113 1
D4 jAvamabin O |738743170...|73874317... |A4 Detail User |Specimen NEGATIVE [Xpert EV A... [Done oK 03/05/19 1

O |H73474347 . |HD304958...|B1 Basic User [Specimen [NEGATIVE [Xpert EV A .. [Done ok 03/05/13 1

O |H73874317..|SD038576...|A3 Detail User |Specimen  [NEGATIVE [Xpert EV A_.. [Done oK o305191..| |

O |H73874402. |HG305820. |82 Detail User |Specimen  [NEGATIVE [Xpert EV A .. Done ok 03/051131..| w

03/05/1918:10:28 Gan(ry Reminder 7263: Recovered ganlry to safe location.
g 03/05/19 18:10:38 System Full Automation Operating Mode
03/05/19 18:11:48 System lelcome to GeneXpert Infinity System

5-81. MikiEELIER (EEMFMEEAR)
2. fERAMPIKEIERE, EHF - NEERMEEIRE . S LE 5-81,
3. WFAERERE Sy G, EF TEXTEHASY B2 (nclude
Amplification Curve) FiLHE. 15Z WK 5-81.
4. EFEERRIRGE, BT NN ZH:
«  4RIRE T (GENERATE REPORT FILE) - | —/> PDF 30, ¥
HARAGF 2R e E.
1) PRI (Test Report) TAEIX 4R E X4 (GENERATE
REPORT FILE) {44l (i5Z WK 5-81) LIl —AMGL6HR 5 PDF X
o B H B AE AR 25 S (Generate Report File) XT 16 #E, 1EEOK %3¢
PR RR M E . JEENZM B S, LR TE (SAVE).
2) WIFRATENZARGG, HEMRGAE, FIIRIHR S T e 4T
BN 5-82 FR ARG ISR & o IR GG — A — 14
ME, HERZAEFT ED AR IR 4R 2

. % PDF (PREVIEW PDF) — % —“ PDF S Jf-7£ Adobe Reader /14
NZICAF . FTEAM Adobe Reader 3K 147 34T EN1Z PDF 1.
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GeneXpert PC
Test Report

Patient ID:
Patient ID 2:
Sample ID:
Test Type:
Sample Type:

H351890550098R

HA245654
Specimen

Assay Information

Assay Assay Version
Xpert CT_NG 3

03/21/19 19:39:18

Assay Type
In Vitro Diagnostic

Test Result:

Analyte Result

NG DETECTED

Analyte Ct Analyte Probe Curve Fit
Name Result Check
Result
CT1 0.0 -6 NEG PASS 0.0 NA
NG2 28.5 482 POS PASS 0.0 PASS
NG4 27.7 630 POS PASS 0.0 PASS
SAC 0.0 3 NA PASS 0.0 NA
SPC 33.9 264 NA PASS 0.0 NA
User: Detail User
Status: Done Start Time: 03/21/19 17:38:57
Expiration Date*: 07/19/19 End Time: 03/21/19 19:06:02
S/W Version: 6.8 Instrument S/N: 702162
Cartridge S/N*: 425669558 Module S/N: 629995
Reagent Lot ID*: 05814 Module Name: A1
Notes:
Error Status: OK
Errors
<None>
For In Vitro Diagnostic Use Only.
GeneXpert® Infinity Xpertise Software Version 6.8 Page 1 of 2
5-82. MikiR&TH (FRAMEMEBAF) - E1 0
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GeneXpert PC 03/21/19 19:39:18
Test Report
: | Legend
700 Wl /] €T1; Primary -
¥ [] NGZ; Primary [
i 600
[ [7] NG4; Primary
200 [l [ SAC; Primary
2 [w] \L_/__\ SPC; Primary
: 5 400
% el
200
100
; 10 20 a0 40
— Cycles -
v
Tech. Initial/Date Supervisor Initial/Date
* indicates that a particular field is entered using a barcode scanner
For In Vitro Diagnostic Use Only.
GeneXpert® Infinity Xpertise Software Version 6.8 Page 2 of 2

5-83. Mk &E=H (BEEMEFHEEAF) -F2 0
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5.5.6

5.5.7

EE

5. FTENEBURfARE G, EFEETTRPRLLR AR Xpertise Software 301 TAEX,
Bk R HF(CLOSE) 1 IR [FI A & 45 5 (View Results) TAEX o

5 12 IF F B TRYAA
AT BAE Xpertise %0 A X 19 LT I e it ot AR A R A f

FHER SR BB ER, KERSEF D (alik) f
SRR ID ARG CIEAEAC BB L5 ) « AT LG B AR 4% 0 BRI at,  Jf ik
HEEHER (VIEW RESULTS) #4l. 162 WA 10951, &F A IHEF,
THEZER.

HEHZE HEHESR s A (] RS, BLEE R SR L
HBBIFAEMH R FEESHE. ESWE 10117, HEHE, THEZE

i o

B 1L EE#HITRINR
I A5 1L IEAEIEAT H It
B EEH TN B SHEBLONR TN ER.

1. 1F Xpertise FT TAEX GEZWE 5-61), %% (ORDERS) #441l. ¥ &
MRS TAEX . 52K 5-84.

2. EFEIEAER (STOP TEST) #44 (iS5 WK 5-84) o ¥ HBZ LN (Stop
Test) LAEIX, BnH¥arisirpra k. s WK 5-85.

Copreic. Xpertise Software Detail User »z :‘ z l’]
Tin & S o
Module Status Tests Since Launch £
5—
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDER TEST
Name D Name Type Date Minutes e ——
A1 Available To Result| [
m H35189055009...[HA245654 A2 Detail User Specimen INO RESULT |Xpert CT_NG 03/05/1914:34:36 |96 Running EE
VIEW
'OUTSTANDING
A3 Available ORDERS
A4 Available
B1 Available /
B2 Available FIND ORDER
B3 Available E
Tet
B4 Available
MANAGE HOST
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
n 03/05/1317:07:34 System User [Detail User] logout.
03/05/1314:17:01 System User [Detail User] login.
03/05/19 14:34:36 System Module A2: Test Started at 03/05/19 14:34:36
5 RS RETEX
5-84. 15% X
GeneXpert Infinity System Operator Manual 5.77
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Detail User »z g‘ 2 Iﬂ

Module Status 1 Stop Test ©
Module Status o Module Status Sample Assay Estimated Minutes stop
Name Name D To Result
A1 Available 2 A2 HA245654 Xpert CT_NG 03
e E— - >,
A3 Available
= M
B2 Available e
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
o e
D3 Available
D4 Available
0 03/05/1317:07:34 System User [Detail User] logout.
03/05/1914:17:01 System User [Detail User] login.
03/05/19 14:34:36 System Module A2: Test Started at 03/05/13 14:34:36
5-85. {£1LMix (Stop Test) TIEX
3. TEAFIEDR (Stop Test) TAEX A1, &R ELZ LMK . 15S WE 5-85.
4. JEFEBIE (STOP) 4%l (EZ WA 5-85) o HRontF EA#fN TIEX . 15
Z WK 5-86.

* MEELFAETONR, EEEEMELE (STOP ALL) #4. BSNE 5-85. FTAEEIZITH

MWK B ML IR, BETRHES. BESLE 5-87.

S.

iR (YES) &4 (%

LB 5-86) .

F, SontF IR B REEEE . TES WK 5-87,
IERANVEE IR I, B (NO) #24 .

Mz ks, ¥E
(CLOSE) #4411,

A 1B (Stop Test) LAEX . 155

e B A5 Lk, R I

% LK 5-85. EHFERH

5-78
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gcepherd_ Xpertise Software Detail User 0: go z lﬂ
/ﬂ> og
Module Status Stop Test v
Module Status YES
Name
A1 Available x
T ~
A3 Available
s [Available Click YES to stop the selected test(s)?
.E1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/1917:07:34 System User [Detail User] logout
03/05/1914:17:01 System User [Detail User] login.
03/05/19 14:34:36 System Module A2: Test Started at 03/05/13 14:34:36

5-86. &1L (Stop Test) T{EX

Copneia. XPpertise Software Detail User ‘z z. z lﬂ

A =2
D =
Module Status Stop Test
Module Status
Name
A1 Available
TR Stopping Tests
A3 Available
A4 Available
B1 Available L | ]
B2 Available
B3 Available
B4 Available
c1 Available
c2 Available
c3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/1917:07:34 System User [Detail User] logout
03/05/1914:17:01 System User [Detail User] login.
03/05/19 14:34:36 System Module A2: Test Started at 03/05/19 14:34:36

5-87. BiRilt B RH IR (Stop Test) TIEX

GeneXpert Infinity System Operator Manual 5.79
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5.5.8

TE

A\

5.5.9

«RGEy,
‘OA

e

A\

5.5.10

iE

HERG

5 h e 2 AT IT BT, DAY BRI AR I &, s e 00 66 PR Bt 14
Fedte ERBREUT, RAF 7T AMMEN TAEXE, RSB TR S

. FHHEEN, RAGRGEMMEEM CEPFRANINE . L&0) FiF. 4z

AT AR I R 212 4T

KAEERESSEMNRTH. HitHEEREanA e EEET.

WZWH 109.12 71, EEEbS, TIREERSHTE Y .

Z2FLE - FiLFRa Az HE

FEATAT I g 5 Al 4 N B S48 1E (EMERGENCY STOP) #%4 LARG 1E FH 7 52455 88,
X824, B8k (EMERGENCY STOP) 1414 T /R 231 T 7. X T
Infinity-48s, 1HZ LK 1-1 £ 17; T Infinity-80, &S WA 1-2 L1 17.

K EELRESSHNLTH. MitkEHENAEBERTRERE.

WS 827, REUFILIZH, THRSUF IR ] .

#8zEATERNES

TEREEAE BT, T RE 75 AR H 3h4E 2 M BT 46 5 15 BRI TE 2. A8 20
TAEX#E — 1 iEBE1ES (CLEAR ORDER) #4Hl, 1H5—ANE4 IR TAF X &
b, EH A ERIES MK (END ORDER TEST) #%4H. Wnf&iskiltie 4, 7
XU TAEX ik ik RIE S @liX (END ORDER TEST) 5 #§% (CLEAR
ORDER) #4. 152 WK 5-88 [1)iEF%1E4 (CLEAR ORDER) %47~ .

W iE R IR 4

1. fEETEHMRFES TEX B, %#%i5%IES (CLEAR ORDER) #4l (%
WL 5-88) o W o HRIN TAE X LLER AR B Z R . 52 LK 5-89,

2. &R (YES) A LIBUH ZIRTE S (GESWHE 5-89) « BERFE—1NES
M THEX . 52 WHE 5-61.
PR (NO) #4401 Lk 4 H shm NI e 4 .

B EaEERIES MK (END ORDER TEST) ##8—MEo it TR, %R
}5%illiX (END ORDER TEST) #2485 R His4 it 2R, KEHE RIS ES.

5-80
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Detail User 0: zt g lﬂ

Order Test - Assay

Scan Cartridge Barcode

Cartridge barcode is successfully scanned when you hear
the beep.

First Name
Patient
Postal Code
98765
Ethnicity
White

//cmm Xpertise Software
A B0 g
W &
Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 \Available Patient ID
H738743170147
C1 Available
. Sample ID
c2 Avalanie SD038576292932
C3 [Available Patient ID 2
ca /Available HG49586720305
D1 Available Last Name
D2 /Available amet
D3 [Avaliable Date of Birth
1995/03/14
D4 Available
Gender
Female
Priority
Normal
n
E

03/05/1918:10:28 System |Welcome to GeneXpert Infinity System
03/05/19 18:10:38 System ‘User [Administration User] login.
03/05/1918:11:48 System {User [Detail User] login.

5-88. IE & iMliX - #&;% (Order Test - Assay) T{EX — A4 & & #2485 (Scan Cartridge Barcode)

Cephei, Xpertise Software

Detail User ‘z z» z lﬂ

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

YES to cancel this test order. All input will be cleared and restart

Order Test - Assay

from Patient ID entry.
NO to continue with this test order.

03/05/19 18:10:28 System Me\come to GeneXpert Infinity System
03/05/19 18:10:38 System ;User [Administration User] login.
0310513 18:11:48 System user [Detail User] login.

5-89. 3§ < MR - #8:7;% (Order Test - Assay) T{EX #il

GeneXpert Infinity System Operator Manual
302-8483-ZH, #&ITHR B 2023-6
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5.6 EFHEATEZMR

5.6.1

5.6.2

AN A F RN TEAME GeneXpert Infinity system[FIFET -

F izl id

AR GA R A TR, W UEFahia. A7 AT L% Manual Load
(FERN) TAFX B F s A E R R R G2 GeneXpert FEER

WNFHEAETF BB N A MBI

. WRRGEANEXTIET, BERERXSCF .
2. A B BhIRSS e sk E RS R 25 B N TIHAE B

A, FEHEE AT L B 1D (Patient ID).

B. A AR ID (Sample ID).

C. FARHE& U AT & 25 TG

MR T BN IS S, d0ke S 2R 5

TEFR A MR (Order Test) TAE X H ik #1838 (SUBMIT) #2401
F R BN SR T TR A L

KPR T

FERT I & 5E BN , FT R,

HCH Kb 2 56 R PR

TR TG, WRFEE, K RGEERNEIEA.

A e A

MB &R e A FE R

M B SR EON F B i

1. fE Xpertise A FE T TAEX GES W 5-90) , E#FiZE (SETUP) #4.
SREERR. ESIE 591,

MRUEERER, AENREERATNTEROAR, E SONhERHRERBREASESR
%ﬂo

2. PFENIR{EER (CHANGE OPERATION MODE) #4l (i WK 5-91) .
7R P AR 0 (Change Operation Mode) TAEIX . 152 WL 5-92.
B R ERR S0 (Change Operation Mode) A [X 0 ¥4 B8 e B AE AR 2
S BT P AN B 3 R DR AE AR B30 P B U AT R E R . B2 L] 5-92,
H 345 (Automation Mode) (BRiA)
FE# L (Manual Mode)

5-82

GeneXpert Infinity System Operator Manual
302-8483-ZH, 1&iTHi B 2023-6



R{EiRA

//wa_ Xpertise Software Detail User ..: :. z I{I

A oS

A =

Module Status Tests Since Launch _
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status OERS
Name D Name Type Date Minutes

A1 Available To Result]
A2 Available

A3 Available

A4 Available

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 17:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

5-90. Xpertise ¥ {1 TIER

//CEW,,_ Xpertise Software Detail User »z £¢ z Iﬂ
R =
Module Status Tests Since Launch 5
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated|  Status
Name D Name Type Date Minutes
A1 /Available To Result

A2 Available \ INSTALLATION
A3 Available

QUALIFICATION
Ad Available iz

B1 Available CHANGE
OPERATION

B2 Available MODE
B3 Available

B4 Available <:|
c1 Available BAcK
c2 Available

c3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 17:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

5-91. iZE¥H

GeneXpert Infinity System Operator Manual 5-83
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Copreis. Xpertise Software

/mQ.Q

Module Status

Detail User ‘z ’: z lﬂ

Change Operation Mode

Module Status Current Operating Mode e
Name Mode
A1 Available O ion Mode >|<
A2 Available ® e A
s (Available O Manual Mode
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:59:16 Gantry “Remmaer 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System Me\come to GeneXpert Infinity System

Eopree. Xpertise Software

L)

Module Status

5-92. EXIZ{EET (Change Operation Mode) T{EX

Module Status Current Operating Mode
Name N Mode

a1 Available \ o Mode

%Az Available o

it (Avaliable Manual Mode

A4 Available

\.81 Available

ez Available

B3 Available

B4 Available

3] Available

|c2 Available

|c3 Available

|ca Available

;D1 Available

D2 Available

|p3 Available

|Da Available

veivser +@ @ @ lﬂ

Change Operation Mode

£ Je

CANCEL

03/05/19 17:59:16 Gantry |Reminder 7263: Recovered gantry to safe location
03/05/19 17:59:21 .Sys(em ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System “We\come to GeneXpert Infinity System

5-93. EEIR{EHE (Change Operation Mode) T{EX

5-84
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iE

3. EFEYmER (EDIT) %4l GEZSWHE 5-92) . Ja A i /EA X (Change
Operation Mode) TAEIX . 1EZ W& 5-93,

4. EH N #EAERE L (Change Operation Mode) T1EX, iEFFzpER (Manual
Mode) ik %4, R/GIEFRTE (SAVE) 124 GES A 5-93) . HERHE
FEAERL A (Change Operation Mode) ffith TAEIX, ERAHIA T SO FshEi.
HEZIE 5-94.

5. TER E#ER/ERE S (Change Operation Mode) #fiik TAEIX. (IS ILE 5-94) 1,
EHEME (OK) %4, Rox@H Hahiial - AU A& (Leaving Automation
Mode - Remove Cartridges) TAE[X . 152 WK 5-95.
WARARET 2 F-2h K, EHFEUE (CANCEL) 44 .

ERGVHRBIFHENXT, HBTHE GeneXpert HERAPZITHEMNX G ELIZIT. MIETHE
L1 MNEFEMN GeneXpert HHRHFFEH

ENAFIERE, SRELEHAFRLENMBENE (FRAEBES) BHEUE. ATINEFIE
R TERIES KL, REMBENFTE, FTHES Z‘JJ’fE"bTﬁu&av o MRBHHBUEMRFL
B, £E 5954 B RMBEA B IE - Bl 4& (Leaving Automation Mode - Remove
Cartridges) TAEX ¥ AR R B B HBUE I .

6. BEFFPATEIT BB - BUH I & (Leaving Automation Mode - Remove
Cartridges) TAEXTRER 48R (GES W 5-95), SRE NS, HEL.
A 387 AU HR H BCHS BT A A ) &

7. MARGHEHCHErARIE)S, EFENECHEH (CARTRIDGE(S)
REMOVED) #%4l (152 WKl 5-95) « SR A - B kil &
(Leaving Automation Mode - Remove Cartridges) #fiih LYEX . 1S ILE 5-96.

Detail User o: ’: z Iﬂ

Module Status Change Operation Mode

Status

A1 Available

A2 Available

A3 Available

a4 Available

ailable

Press OK to switch to Manual Mode.

ailable

ailable

railable

/ailable

sailable

/ailable

ailable

ailable

vailable

\vailable

Q
8
HHEHEHEEEEEEEB

\vailable

03/05/19 17:59:16 Gantry ;Remmder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ;Furl Automation Operating Mode
03/05/19 17:59:21 System ‘\Ne\come to GeneXpert Infinity System

5-94. B2 {E#X (Change Operation Mode) T{EX #il

GeneXpert Infinity System Operator Manual 5-85
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Detail User »z z» g l‘*]

Module Status Leaving Automation Mode - Remove Cartridges
m:f Status Remove all cartridges from the Accumulator, Shuttle, Conveyor and Modules and then SR
~ [Avaliable press CARTRIDGE(S) REMOVED.
A2 Available
— o s | 558 e | ] e
B1 Available Shuttle Needs Cartridge Priority | Sample Assay Order Time Cartridge
Site Attention Status D SIN
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 15:43:49 Sys(em ;Fu\l Automation Operaung Mode
Q 03/05/19 15:43:49 System “We\come to GeneXpert Infinity System
03/05/19 15:47:44 Glass Doors "Remmder 7222: Glass Doors are unlatched.

5-95. BAEZER - BLH &M & (Leaving Automation Mode - Remove Cartridges) T{EX

BEE

8. ARUEMIORER T AT IEAEACIRAT I ST DA, B HARK I S TN R R
R, NSRRI B - BUH A &L (Leaving Automation Mode -
Remove Cartridges) #i A T/EX ik EBAE (OK) 124l (2 WK 5-96) .
R S ERE L (Change Operation Mode) T/EIX (iEZ WK 5-97), Hr
LR {EH# X (Current Operating Mode) U v FEN1E3X (Manual Mode),
Hizh R - ah &= &b

9. f{EHK#EE/ERE A (Change Operation Mode) L{EIX H, i%&#KF (CLOSE) %4l
(EZ W 5-97) o I Xpertise F A 30U TAEX, FEFHI IR 2R 83
PAFEAE R ES WA 5-98.

ZEWAFHERG, ITHARER AR GeneXpert 3R], IES—MHMiXeEr, BHBETAMR
HIFTRENE, EERITHRFTH.

WS 5.6.3 1, TR TR, 1 AR T s a0s -0
fEE.
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Copneia. XPpertise Software Detail User ‘: g. z lﬂ

/m} g0
gl
Module Status Leaving Automation Mode - Remove Cartridges v
Module Status OK
Name

A1 Available

A2 Available

A3 Available

A4 [Available Press OK to confirm all cartridges are removed.

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available
03/05/19 15:43:49 Sys(em ;Fu\I Automation Operating Mode
03/05/19 15:43:49 System Me\:ome to GeneXpert Infinity System
03/05/19 15:47:44 Glass Doors “Remlnder 7222: Glass Doors are unlatched.

5-96. A EHzEX - UYMW E (Leaving Automation Mode - Remove Cartridges) T{EX

FapR ER YHEHRERN IR AFRERX

Copneia. XPpertise Software Detail User ‘: g. z lﬂ

/m}QQ

Module Status Change Operation Mode 2
Module Status Current Operating he e
Name Manual Mode
A1 Available O ion Mode i >|<
A2 Available c e i
s (Avaiiable ® Manual Mode
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 15:47:44 Glass Doors ]Remlnder 7222: Glass Doors are unlatched.
03/05/19 15:49:47 System rl‘ne Operating Mode has been changed from Automation Mode to Manual Mode.
03/05/19 15:49:47 \Waste Container ]Remlnder 7323: Waste access door is unlocked.

5-97. IR Fz &N (Manual Mode) BIEEUIR{EHEIL (Change Operation Mode) T{EX

GeneXpert Infinity System Operator Manual 5-87
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Detail User »g zt 1 Iﬂ

Module Status Tests Since Launch

Module Status Patient ID Sample\ Mod User Test Result Assay Start Estimated| Status MANAGE

Name D Name Type Date Minutes —Ass"s
A1 Available To Result
A2 Available e )
A3 Available QUALFICATION
A4 Available Q‘
.E1 Available CHANGE

OPERATION
B2 Available MODE
B3 Available
B4 Available <:I
Cc1 \Available BACK
c2 Available
c3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/1915:47:44 IGlass Doors ;Remlnder 7222: Glass Doors are unlatched.
Q 03/05/1915:49:47 Sys(em rl’ne Operanng Mode has been Enanged from Automation Mode to Manual Mode.
03/05/1915:49:47 \Waste Container "Remmer 7323: Waste access door is unlocked

B 5-98. R RFEIER B4R Xpertise ETTTER

5.6.3 HEFERXTIELMK

AFABEAET IR TRSMR. REDI DL TP, WRARETF
A, EZ I 5.62 1, MBSOV TR,

i RELCATFHER, WIE B
BEE A AFHRNXG, FTHEETHAR GeneXpert &1, 154 —INFMKET, BHC %5 MNK

MR RNE, ERRITRHTH.

1. 7F Xpertise B/ F 0 TAEX F, #%F%#E4S (ORDERS) %41 (EZ I
Kl 5-99) . BERESTIEX. iEZ WK 5-100.

2. ®HFIELMiX (ORDER TEST) %4l GEZ WA 5-100) . tHJaH 7 3% 1D
(Patient ID), JIZ/R454 Mk - F3& ID (Order Test - Patient ID) TAEX . 1HS
WK 5-101. 40REA 5 3% ID (Patient ID), MR/~ 2 - ££4 1D
(Order Test - Sample ID) TAEX . 152 LK 5-102,

A, TEFRAINR - 23515 5 (Order Test - Patient Information) T{E[X, iy N BH

ID (Patient ID) (Wi /5 A T &35 15 S [Patient Information] T/EX) . 1%
Z WKl 5-101.

B. WREH T 8% ID 2 (Patient ID 2), #i \&8%& ID 2 (Patient ID 2) /5 5.
HZ WK 5-101.

C. mRBHTEEWELTFE, EHNPFZBEHINEE NS R, &
Z LK 5-101.

5-88 GeneXpert Infinity System Operator Manual
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//@pne,a_ Xpertise Software Detail User »: g‘ g Iﬂ
@ =
Module Status Tests Since Launch -
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status OERS
Name D Name Type Date Minutes
A1 Available To Result
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
c1 Available
c2 Available
c3 Available
ca ‘Available
D1 Available
D2 Available
D3 Available
D4 Available
0 03/05/1914:52:08 \Waste Container Reminder 7323: Waste access door is unlocked.
_E 03/05/1914:52:08 System Manual Operating Mode
03/05/1914:52:08 System lelcome to GeneXpert Infinity System

5-99. Xpertise FFE T TIER

Eopreis. Xpertise Software Detaiuser +@) @ : I»]

Module Status Tests Since Launch o
5—
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated  Status ‘ORDER TEST
Name D Name Type Date Minutes
- To Result, >
A1 Available -
jEiE]
A2 Available VIEW
'OUTSTANDING
A3 Available ORDERS
A4 Available
B1 Available I
B2 Available FIND ORDER
B3 Available b
Ba Available 8
C1 Available
C2 Available @
c3 Available
STOP TEST
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 14:52:08 \Waste Container Reminder 7323: Waste access door is unlocked.
03/05/19 14:52:08 System Manual Operating Mode
03/05/19 14:52:08 System lelcome to GeneXpert Infinity System

5-100. }§ & E&E

GeneXpert Infinity System Operator Manual 5-89
302-8483-ZH, #&ITHR B 2023-6



1R{EIREA

Detail User »g :‘ 1 Iﬂ

i |/

Module Status

Order Test - Patient Information

*:‘Zdr:f Status Scan or type in Patient ID

o st H203948050934 |

A2 Available DOB CALENDAR

A3 Avaiable Patient ID is successfully scanned when you hear the

A4 Available beep x

B1 Available END ORDER
TEST

B2 Available

B3 Available

B4 Available Extientin2

|Hca0586720395 ]
C1 Available
; Last Name First Name

c2 Available [Name1 | [Patient |

C3 Available Date of Birth Postal Code

ca ‘Available [1995/03/13 | [o8765] |

D1 Available Gender Ethnicity

D2 Available [Femaie [~] |wnite [+]

D3 Available

D4 Available

03/05/1914:52:08 Waste Container Reminder 7323: Waste access door is unlocked
Q 03/05/1914:52:08 System [Manual Operating Mode
03/05/1914:52:08 System “We\come to GeneXpert Infinity System

5-101. #§% ik - ¥ ID (Order Test - Patient ID) T{EX
D. WRFH T EFEEAEE TR, Wi A\HERE (Date of Birth) {5 ..
HZWE 5-101.
o ERFERPERIEA, KA H I E G A\ 4% B (Date of
Birth) FEx.
o
o AJLAZE A H 3 (Date of Birth) TAE X & A 4= H #.
a. WA H A H (Date of Birth) TAEX AN HAZEH#, e
A - B35 {5 S (Order Test - Patient Information) T/EX )4 H
H5 (DOB CALENDAR) #4152 Il 5-101) . 4 5oz
H# (Date of Birth) T.{EX . 15Z MK 5-29.

b.  fEHEH ] (Date of Birth) TAEX, {1 T3 sk £ A F 0 .

c. f#if] << _E—4 (Previous) I T—4" (Next) >> ¥4 ik & H 17,
NI N e E R
d. EFZHHEE, Lfse HI.

e. I TWE (OK) #%4l. A HI (Date of Birth)y T/EX KM, H
HABFIENFE S IR - S35 ID (Order Test - Patient ID) T/E X A &
H A (Date of Birth) 7. 5% WK 5-101.

5-90

GeneXpert Infinity System Operator Manual
302-8483-ZH, 1&iTHi B 2023-6



R{EiRA

E. HIAMSEmIY. Xpertise PAFATRUFMEE AT . FESE, HEEEGN S FR
{E zip code.

| CAE IR e e B L G|

G fH T R Bk PR

Detail User »g :‘ 1 Iﬂ

Module Status Order Test - Sample ID
i status Scan or type in Sample ID
Name
ol fualatle |sD948375028] |
A2 Available -
xs m— Sample ID is successfully scanned when you hear the
A4 Available beep'
B1 Available
B2 Available
B3 Available
B4 Available Patient ID
- [avaliable H203948050934
C2 Available Patient ID 2
HG49586720395
c3 Available
4 lavaiabk Last Name First Name
C. \vailable Name1 Patient
D1 Available
Date of Birth Postal Code
D2 (Available 1995/03/13 98765
D3 (Available Gender Ethnicity
D4 Available Female ‘White
03/05/19 14:52:08 \Waste Container ‘Remlnder 7323: Waste access door is unlocked.
Q 03105/19 14:52:08 System [Manual Operating Mode
03/05/19 14:52:08 System “We\come to GeneXpert Infinity System

5-102. #§< i - #S ID (Order Test - Sample ID) T{EX

3. IEFF4ELE (CONTINUE) #2441 (GEZ WK 5-101) o BN - 74 1D
(Order Test - Sample ID) TAEX . 152 L& 5-102.
WIERANEEF R T AN, EF RIS MiX (END ORDER TEST)
4

4. A{EFEAM - B4 ID (Order Test - Sample ID) TAEX, 13 a0 AFE S ID
(Sample ID), #RJ5iEFF4ELE (CONTINUE) %41 (iEZ WA 5-102) . RiE
AR - A7 (Order Test - Assay) TAEIX . 152 LK 5-103.
WRAAEEF A TSN, &5 B 1ES (CLEAR ORDER) %4l

5. Wl 5-104FTR, A B BIRSS 2 SRR R & (2) BRI & S (1),
X 2 WU R, BoREE A - KA IE S (Order Test - Assay
Selection) TAEX GEZILE 5-105) o X F IR AN, BrfE4
R - MK B (Order Test - Test Information) LAEX . 152 LK 5-106.

i MRBPRSLRFRLEABFATESRNERMALERDME, NITE 563171, FHBAALE
MRS WX IR -

GeneXpert Infinity System Operator Manual 5-91
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Zc‘epherd. Xpertise Software — 'g l’ z l"]

m]
@
Module Status Order Test - Assay
':“:’r:f status Scan Cartridge Barcode
al fvalable Cartridge barcode is successfully scanned when you hear
A2 Availabl
velable the beep.
A3 Available
A4 Available SELECTION
B1 Available O
B2 Available
CLEAR ORDER

B3 Available
|Ba Available Eatiantio

H203948050934
C1 Available

- Sample ID

C2 Available SD948375028
‘C3 Available Patient ID 2
C4 Available HG49586720395
D1 Available Last Name First Name
D2 Available Name1 Patient
D3 Available Date of Birth Postal Code

1995/03/13 98765
D4 Available

Gender Ethnicity

Female White

Priority

Normal

03/05/19 14:52:08 >Waste Container Reminder 7323: Waste access door is unlocked.
Q 03/05/19 14:52:08 System |Manual Operating Mode
03/05/19 14:52:08 System Welcome to GeneXpert Infinity System
2 1= N Sl <:
5-103. 5% MR - #20l;% (Order Test - Assay) T{EX
¢
(3
<
9
LRI N SRR

5-104. fE A B BiiR &5 i SR A B RBE NS &R
6. AT ZHMAAAINE GES I 5-105) , ZEFEEXS IR H Bk %,
WG 1 B4k 52 (CONTINUE) #%4H . RoR$a 2R - MiA{5 . (Order Test - Test
Information) TAEIX . 152 ILE 5-106,

5.92 GeneXpert Infinity System Operator Manual
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Z.

Cep!

# <

Module Status

reie, Xpertise Software

=\

Detail User »: :‘ 1 Iﬂ

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 ‘Available
D1 Available
D2 Available
D3 Available
D4 Available

Assay

Version

Xpert NG

Xpert CT

rt CT_NG

Patient ID
H203948050934

Sample ID
SD948375028

Patient ID 2
HG49586720395

Last Name
Name1

Date of Birth
1995/03/13

Gender
Female
Priority
Normal

Postal Code
98765

Ethnicity
White

First Name
Patient

g

Z.

5-105. 52 MR - #&i;%i%1F (Order Test - Assay Selection) T{EX

Cepheid. Xpertise Software

A s 2L\

Module Status

03/05/1914:52:08

\Waste Container

Reminder 7323: Waste access door is unlocked.

03/05/19 14:52:08

System

|
;Manua\ Operating Mode

03/05/19 14:52:08

System

“We\come to GeneXpert Infinity System

Order Test - Test Information

Detail User »z zt ! Iﬂ

5-106. 352 i - ik {58 (Order Test - Test Information) T{EX

Module Status Patient ID
Name H203948050934
A1 Available Sample ID
= SD!
A2 hrekovie Patient ID 2
A3 Available HG49586720395
A4 Available Last Name First Name
Name1 Patient
B1 Available Date of Birth PostalCods
B2 Available 1995/03/13 08765
B3 Available Gandar Ethnicity
Female White
B4 Available
C1 Available Assay*
c2 Available Kpetl OT_NG
Reagent Lot ID* Cartridge S/N*
c3 Available 07105 e
C4 Available Expiration Date* Priority
2020/01/15 Normal
D1 Available
D2 Available Test Type
D3 Available ]speclmen
D4 /Available Sample Type Other Sample Type
]O(ner ‘ % J [
Notes
03/05/1914:52:08 \Waste Container ‘Remlnder 7323: Waste access door is unlocked.
0310519 14:52:08 System Manual Operating Mode
03/05/1914:52:08 System Me\com to GeneXpert Infinity System

GeneXpert Infinity System Operator Manual
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Ceoonei. Xpertise Software Detail User 0: 2.’ z Iﬂ

Module Status Order Test - Module Selection
'ﬁ’“u'e status Use this module or select another
lame
A1 Availabl
alabie Select the module to run the test X
A2 Available
'CANCEL ORDER
A3 Available
A4 Available
B1 Available
B2 Available
Patient ID
B3 (Available H203948050934
B4 Available sample ID
c1 ‘Available SD948375028
C2 Available Patient ID 2
HG49586720305
C3 Available
ca ‘Available Last Name First Name
Name1 Patient
D1 Available
- Date of Birth Postal Code
D2 Avaltable 1995/03/13 98765
i o Gender Ethnicity
D4 Available Female White
Assay* Version*
Xpert CT_NG 3
Minutes To Expire
240
03/05/19 14:52:08 \Waste Container ;Remlnder 7323: Waste access door is unlocked.
03/05/19 14:52:08 System [Manual Operating Mode
03/05/19 14:52:08 System Me\come to GeneXpert Infinity System

5-107. 62X - #REIF (Order Test - Module Selection) T{EX

7. TEFEA IR - Mi{E B (Order Test - Test Information) T [X # ¥ &i¥ (Notes)
FB AR TR & ES A 5-106.

8. EFHRA (SUBMIT) #Z4l (IS W 5-106) o BIREAMlt - ik %
(Order Test - Module Selection) TAEX . iEZ WK 5-107.

WRA G F B NN &, EEEES (CANCEL ORDER) #4411

9. TEFBA IR - BLELIESE (Order Test - Module Selection) TAEX H', Infinity
System #4 E A H T AL BRAT I G B . % TAEIX FERIERI R A
EREERSIEES— 4

(Use this module or select another)

EEFEEITURAER

(Select the module to run the test)

Fe7n T 7 I N RIAE s B AT AR . SR AR e T A B AR I
I PEGEEE (CONTINUE) #24H . Wi iRA87E 5 — AMsish db szl &, T
P A AR FH O B R R 48 48 (CONTINUE) %41l GEZ LA 5-107) . &
INFEEEN - B A i B4 & (Manual Load - Remove Used Cartridge) .4
X. EZIE 5-108.

IRAEGR S FA R AN &, 2 FFBLiA#E < (CANCEL ORDER) %4 .
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10.  7EFBhEEN - BUE AL 4G &5 (Manual Load - Remove Used Cartridge) T4 [X
H1,  Infinity System K87~ WSS A B A ORI & % TAEIX 3R 45
ZNCE
A TR IR B H R R R FIT .

(Confirm the selected module is empty and leave the door open.)

jR4k4E (CONTINUE) L4k,
(Press CONTINUE to proceed.)

FRIFTIPELE], B e F O A il &, JF i #E4E 4% (CONTINUE) 441
GEZ LK 5-108) o BoRT-Bh3N - BEHHER A H KX (Manual Load - Module
Preparation and Self-Test) T{EX . 152 WK 5-109.

IR L F B AN &, EFIEIES (CANCEL ORDER) 124 .

Ceoonei. Xpertise Software Detail User 0: ’: z lﬂ

Module Status Manual Load - Remove Used Cartridge
Module Status 4
Name Confirm Module A3 is empty and leave the door open.
A1 Available
s minie Press CONTINUE to proceed.
A3 Available
A4 Available
B1 Available
B2 Available Patient ID
B3 [avaliable H203948050034
B4 Available Sample ID
SD948375028
C1 Available
c2 rvatats Patient ID 2
m— HG49586720395
C3 Available =
Last Name First Name
C4 Available Name1 Patient
D1 Available Date of Birth Postal Code
D2 Available 1995/03/13 08765
D3 Available Gender Ethnicity
D4 Available Female White
Assay* Version*
Xpert CT_NG 3
Minutes To Expire
239
03/05/19 14:52:08 System [Manual Operating Mode
03/05/19 14:52:08 System Me\come to GeneXpert Infinity System
| |08/05/1915:06:30 (Glass Doors ]Remlnder 7224: Glass Doors are open.

5-108. FEIEA - BUH AiZAY#E & (Manual Load - Remove Used Cartridge) T{EX

1. $ZIBFINEEN - B4 AT H K (Manual Load - Module Preparation and Self-
Test) TAEX H 48 GES WK 5-109) , FERIHAERIT RS, Infinity iz
IT—RAEK, DAISUFARPUE S 7M. B AR, SRTFhEAN - AR
£ (Manual Load - Load Cartridge) TAEX . 152 LK 5-110.

12 #ZIEFBHEEN - B A& (Manual Load - Load Cartridge) TAEX GEZ I
5-110) HFER, KRN S NpEES GES K 5-111) o priss
e FIT ST N R, SN G, FahoR AT,
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Copreic. Xpertise Software

og

id |/ o i

veivser +@ @ @ lﬂ

Module Status Manual Load - Module Preparation and Self-Test
Module Status . . -
Name tandby while Module A3 is being prepared.
A1 Available
A2 Available
A3 Reserved
A4 Available
B1 Available
B2 Available Patient ID
53 [avaliable H203948050034
B4 Available Sample ID
SD948375028
C1 Available
c2 |Availabi Patient ID 2
m— HG49586720395
C3 Available
Last Name First Name
c4 Available Name1 Patient
D1 Available Date of Birth Postal Code
D2 Available 1995/03/13 08765
D3 Available Gender Ethnicity
D4 /Available Feoes White
Assay* Version*
Xpert CT_NG 3
Minutes To Expire
238
03/05/19 14:52:08 System Manual Operating Mode
03/05/19 14:52:08 System leicome to GeneXpert Infinity System
03/05/19 15:06:30 (Glass Doors Reminder 7224: Glass Doors are open.

5-109. FzpEA - EPREFZFIE (Manual Load - Module Preparation and Self-Test) T{EX

Eopneis. Xpertise Software

L)

Detail User o! zo z lﬂ

Module Status Manual Load - Load Cartridge
Module Status . . 4 : :
Name oad the cartridge in Module A3 with the flashing GREEN light, and
Al jAvaabio close the module door.
A2 Available
A3 Reserved
A4 Available
B1 Available
B2 Available Patient ID
B3 F— 203948050034
B4 Available Sample ID
SD948375028
c1 Available
c2 vaiah Patient ID 2
imnized HG49586720395
C3 Available =
Last Name First Name
c4 |Avaitable Name1 Patient
D1 Available Date of Birth Postal Code
D2 Available 1995/03/13 08765
D3 Available Gender Ethnicity
D4 Available e e
Assay* Version*
Xpert CT_NG 3
Minutes To Expire
238
03/05/19 14:52:08 System [Manual Operating Mode
03/05/19 14:52:08 System Me\come to GeneXpert Infinity System
03/05/19 15:06:30 (Glass Doors "Remmder 7224: Glass Doors are open.

5-110. FZIEA - FA&ME (Manual Load - Load Cartridge) T{EX

5-96
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4

5-111. $5#EME KA GeneXpert &R

13, AR GIFRABRRITE, BETFIIRN - AR (Manual Load - Load

Cartridge) T/EX ER/R—NHERE . 1HS WA 5-112.

iE MRBERITZEZEXA, WAKERHEESR. IRZEHIAHES, IRERRIIREZEXH.
PRI R & BT 465, SRR IT 46 - v RS T~ — N
(Test Start Successful - Ready For Next Test) T{E[X . 15Z LK 5-113,

14, ENRKR I ITEG - T RAHES S — NI (Test Start Successful - Ready For Next
Test) TYEIX (EZ LK 5-113) 1, Infinity System 5% £E 24 5 Rz 47 1 45
A=A, B NIRRT TR - W RAAESS S — /NI (Test Start
Successful - Ready For Next Test) L/F X 1B H#&ftfe7r. 1Z L/EX _EifETE
ZNCE

#1549 T— 1 MliX (ORDER NEXT TEST) L {54 B—4 Wik .
(Press ORDER NEXT TEST to order another test.)
SRE, R&EFRES MK (END ORDER TEST).
(Press END ORDER TEST when you are done.)
IRIEAR L TN — N, 1E3FES T —4 Wit (ORDER NEXT TEST) %4l
B Bl TN J — MR Xpertise TAEX . 12 WEl 5-101.
WERAESR 27— N, HERIES MK (END ORDER TEST) 4.
PR Xpertise B FE T TAEX . iEZ LA 5-100.
FEBEELE R (View Results) TAEX B H JE 3 LR E A MR (Tests Since
Launch) TAE X A i 4zl B
15, ml&hAse e s, T I T,
16, MUEH b I A G AR T ORI FT T
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Copneia. XPpertise Software Detail User ‘: g. z lﬂ

A = i 1./ o @

Module Status Manual Load - Load Cartridge
Module Status
Name

A1 Available

A2 Available Loading is in progress...

A3 Loading

A4 Available

B1 Available L ] ]

B2 Available

B3 Available

B4 Available

c1 Available

c2 Available

c3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available
03/105/1914:52:08 system [Manual Operating Mode
03/05/19 14:52:08 System Me\come to GeneXpert Infinity System
03/05/19 15:06:30 Glass Doors ;Remlnder 7224: Glass Doors are open.

5-112. B REANREFBOIFHEA - BARME (Manual Load - Load Cartridge) T{EK

Ceopneia. XPpertise Software Detail User oz z. z lﬂ
L)

Module Status Test Start Successful - Ready For Next Test
Module Status
e Successfully started the test.
A1 Available
A2 Available
Press ORDER NEXT TEST to order another test.
A3 Available
v
" Press END ORDER TEST when you are done.
B1 Available
B2 Available Patient ID
83 [avaliale H203948050934
B4 Available Sample ID
SD948375028
c1 Available
o P Patient ID 2
—_— HG49586720395
C3 Available =
Last Name First Name
C4 Available Name1 Patient
D1 jAvallable: Date of Birth Postal Code
D2 \Available 1995/03/13 98765
D3 Available Gender Ethnicity
D4 Available Gemak W2
Assay* Version*
Xpert CT_NG 3
‘03;05/1 915:06:30 Glass Doors Reminder 7224: Glass Doors are open. A~
Error 2025: The system failed to find the plunger home position. Plunger moved
03/05/1915:10:22  |Test Termination Error (down looking for ADC = 2500. ADC value -4 was detected and stall occurred at
A3

5-113. iR R Ih T34 - ATLLER T —4illlid (Test Start Successful - Ready For Next Test) T{EX

5-.98 GeneXpert Infinity System Operator Manual
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5.6.3.1

iE

EE

Copreis. Xpertise Software

FAWA RIS S Wit
ST
R 0 R T TR U

RPN FICN, WS AiagS ARIL s TR, 5

ten—FE BF RN F D (MANUAL BARCODE ENTRY) 24 AR &
ERBHOBERTE, TUEAFENEFRMZE (MANUAL ASSAY SELECTION) 4%
TEMTER, NESIFRANGNERIE. ES0E 5632 T, FHERRME

7 T A KA

1.

FEFE 2D - A2V (Order Test - Assay) LAEIX H1, i&$5FRIMNFHS

(MANUAL BARCODE ENTRY) #41 L Zhis FHll: GEZ A 5-114) .
EoRFE MR - F3hi N2 (Order Test - Manual Barcode Entry) TAEX .

w2 WHE 5-115,

W TAEX PR, WA I &R . A & 2% T B AR SE P 2k T

fZEml. B 5-116 Bkl & 2 AR TR UL .

WAERE, AEREWARTER. MRFEBALER, BLSETHR.

3.

PR EEEE (CONTINUE) #41 (GEZ WK 5-115) » BRI - T3l
7% (Order Test - Manual Assay Selection) TAEX . 152 LK 5-117.

Detail User wg gt 1 Iﬂ

MANUAL
ASSAY
SELECTION

Module Status Order Test - Assay
Module Sete Scan Cartridge Barcode
Name
Availabl . 5
M welene Cartridge barcode is successfully scanned when you hear
A2 Available
the beep.
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available PatientID
034
C1 Available
- Sample ID

C2 Available SD948375028
c3 Available rEe
C4 Available HG49586720395
D1 Available Last Name First Name
D2 \Available Name1 Patient
D3 Available Date of Birth Postal Code

1995/03/13 98765
D4 Available

Gender Ethnicity

Female White

Priority

Normal

03/05/19 14:52:08 '\Waste Container ;Remlnder 7323: Waste access door is unlocked.
Q 03/05/19 14:52:08 System Manual Operating Mode
03/05/19 14:52:08 System “We\come to GeneXpert Infinity System

5-114. 5% li# - &M% (Order Test - Assay) T{EK

)

CLEAR ORDER

GeneXpert Infinity System Operator Manual
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Detail User »: z¢ ! Iﬂ

Module Status Order Test - Manual Barcode Entry =
'x’“u'e SE Type in Cartridge Barcode CONTINUE
lame
A1 Available i —
|0405700710517030443432189 =

A2 Available MANUAL
A3 Available sEAl.sE?rrou
A4 Available
B1 Available O
B2 Available CLEAR ORDER

Patient ID
B3 Available H20394850934
B4 Available sample ID
c1 \Available SD48375028
c2 Available Patient ID 2

HG49586720395
c3 Available
ca [avaliable Last Name First Name

Name1 Patient
D1 Available

- Date of Birth Postal Code

i AR 1995/03/13 98765
i - Gender Ethnicity
D4 Available Female White

Priority

Normal

03/05/1915:06:30 Glass Doors Reminder 7224: Glass Doors are open. N
g Error 2025: The system failed to find the plunger home position. Plunger moved |~
03/05/1915:10:22 Test Termination Error {down looking for ADC = 2500. ADC value -4 was detected and stall occurred at —
A3

EE

5-115. 352 ilis - FEhi N £HH (Order Test - Manual Barcode Entry) T{EX

BlE —
A R T

(BfENEFHIS —P
HEAHRMEHF)

HNEFIIS

5-116. GeneXpert &l &

ERBARVEES. HEEFHNEMFESRENERRED.

4.  TEFINFTE RN S B G LS (CONTINUE) %4 GESILE 5-117) .
X T2 TN AT IYE:,  RondE 2K - AL #E (Order Test - Assay
Selection) TAEIX GGEZILE 5-118) o X T HIMAR AR IEE, Eonig 4
Wk - WHAAE S (Order Test - Test Information) LEX . 152 WK 5-119.

5-100
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Eopreis. Xpertise Software

/m}g

L

Detail User »z zt ! Iﬂ

Module Status Order Test - Manual Assay Selection
';‘f““'e status Enter Cartridge Information
lame
A1 Available Assay O
A2 Available [xpertcT_na -l
" F— Reagent Lot ID CLEAR ORDER
wail
07105

A4 Available ‘ idge SN ‘
o1 vaiable (0443432189 |
B2 Available iration Date
oo 01/15/20] |
B4 Available Estiontin)

H 4
c1 Available
c2 Available anpie D

SD948375028
c3 Available

Patient ID 2
C4 (Available HG49586720395
D1 Available Last Name First Name
D2 Available Name1 Patient
D3 Available Date of Birth Postal Code
D4 Available 1995/03/13 98765

Gender Ethnicity

Female White

Priority

Normal

n 03/05/19 15:06:30 Glass Doors Reminder 7224: Glass Doors are open. o
E Error 2025: The system failed to find the plunger home position. Plunger moved
= 03/05/19 15:10:22 Test Termination Error [down looking for ADC = 2500. ADC value -4 was detected and stall occurred at =
A3

5-117. A TR R HIE S MR - FhikF4EMi% (Order Test - Manual Assay Selection) T{EX

//CEW,,_ Xpertise Software
A 2
R s
Module Status Order Test - Assay Selection
Module Status Assay Version
Name Xpert NG 3
A1 ‘Available
Xpert CT 3
A2 Available
1 CT_NG 3 CLEAR ORDER
A3 Available
A4 Available
B1 Available
Patient ID
B2 (Available H203948050934
B3 Available sample ID
B4 Available $D948375028
c1 Available Patient ID 2
- HG49586720395
c2 Available
c3 ‘Available Last Name First Name
Name1 Patient
C4 Available
Date of Birth Postal Code
D1 (Available 1995/03/13 98765
b2 Ao Gender Ethnicity
D3 Available Female White
D4 Available Priority
Normal
03/05/1914:52:08 \Waste Container ‘Remlnder 7323: Waste access door is unlocked.
Q 03105119 14:52:08 System [Manual Operating Mode
03/05/1914:52:08 System “We\come to GeneXpert Infinity System

5-118. 5 & Mlix - #&iW;%1%IZF (Order Test - Assay Selection) T{EX

5. FEFBA I - {5 & (Order Test - Test Information) T X # () &iE (Notes)
B AR TIZIMA &L S 5-119.
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EFEAMR - MR {Z S (Order Test - Test Information) TAE X, #%SZiiE {581
EH. IRPAE B IER, ERRE (SUBMIT) #2481 (EZ WKl 5-119) .

EIRFE MR - BiHL%$E (Order Test - Module Selection) TAEX . 152 L
5-107.

WA RS AR, %EFEEHIES (CANCEL ORDER) 24, )5 FHOT
&F 3 AN TR 2 .

HATE 5.63 71, EFIHIHRKTRLSMKFHLE 8 2P0, 15, AR E:T3)

MUR% 0

Detail User »g zt , lﬂ

= el |

Module Status Order Test - Test Information 5y
Module Status Patient ID S
Name H203948050934
A1 Available Sample ID
: SD948375028

12 Aratebie Patient ID 2 i ora
EAS Available HG49586720395
M Available Last Name First Name
! Name1 Patient
(B1 Available Date of Birth Postal Code
B2 Available 1995/03/13 08765
B3 Available Gandar Ethnicity

Female White
B4 Available
C1 Available Assay* Version*
c2 Available Kpetl OT_NG 3

Reagent Lot ID* Cartridge S/N*
c3 Available 07105 e
C4 Available Expiration Date* Priority

2020/01/15 Normal
D1 Available
D2 Available Test Type
|p3 Available [Speclmen \ - ‘
o4 ‘Available Sample Type Other Sample Type

lomer ‘ = ‘ [

Notes

03/05/1914:52:08 \Waste Container “Remmer 7323: Waste access door is unlocked
Q] 03/05/1914:52:08 System Manual Operating Mode
03/05/1914:52:08 System “We\come to GeneXpert Infinity System

5-119. 52 Mlik - MK {52 (Order Test - Test Information) T{EX

5.6.3.2 FahEIFEME

FESRLEIGOLT R I & 26 A A5 S A 9 S 7 BU N T RESE 5 (8. A0 75K 26 A5
5 R AT BURT -

1.

FEFEA AR - #5175 (Order Test - Assay) _LAE X 8iig 4R - Fahim N\ 20
(Order Test - Manual Barcode Entry) TA{EIX, #&FFahikiFE#ii%E (MANUAL
ASSAY SELECTION ) 4%, (iFZ WK 5-114 8(E 5-115) o #5401
R - FREFEAEINIE (Order Test - Manual Assay Selection) TAEX . 152 L
5-120.

R G A F BRI &5 B . 5SS WA 5-116 1 Rkl & 45 RS 1 v
RS

BINFFIAIE T T AR GEAE B G, G4 (CONTINUE) #4H. Ronti 4l
W - MRS S (Order Test - Test Information) TAEIX . 152 W& 5-119.

1% &% ¥6% (CLEAR ORDER) 41 LLBUN i N\ 26 TS5 B .
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Eopreis. Xpertise Software

A=

g

Module Status

Detail User wg zt 1 Iﬂ

i |/

Order Test - Manual Assay Selection

oduie Status Enter Cartridge Information m
lame
A1 Available Assay O
n2 vailable [xpertcT_na [+]
A3 F— Reagent Lot ID CCLEAR ORDER
vail
07105
A4 Available ‘ = SIN ‘
i Avsiatie 0443432189 |
B2 Available iration Date
B3 Available [01 /15/20| ‘
B4 Available Estientin
H 4
C1 Available
c2 Available Sampie D
SD948375028
c3 Available
Patient ID 2
C4 jAvaliable HG49586720395
D1 Available Last Name First Name
D2 Available Name1 Patient
D3 Available Date of Birth Postal Code
D4 Available 1995/03/13 98765
Gender Ethnicity
Female White
Priority
Normal

‘03/05/1 915:06:30 Glass Doors Reminder 7224: Glass Doors are open.

g

Error 2025: The system failed to find the plunger home position. Plunger moved
idown looking for ADC = 2500. ADC value -4 was detected and stall occurred at
A3

03/05/19 15:10:22 Test Termination Error

5-120. 5 < MiR - Fzhi%kIFHM;E (Order Test - Manual Assay Selection) T{EX

5.6.3.3 FaERXBTABIR

EFABEUN, IR AETHIR I, MR — A TAERX, e ftiiRb IR x.
PUTR B2t 7 AT BRI, P TAE X i R AR . 2 TAEIXIE
ARG DR EAM.

KA TG, WRETFIEN - FAKMNE (Manual Load - Load Cartridge) T
R, AR AT I, 45 R F AN - KRl
#5% (Manual Load - Cartridge Load Error) TAEX, fa/RiZBHE— " NMER (S
W 5121 . T AR

NERLITHRRP R HIENE.
(Remove the cartridge from the module with the RED light.)

(A AR D2) o

#2154 T—4 MliX (ORDER NEXT TEST) 1% B—4 Wik .
(Press ORDER NEXT TEST to order another test.)

HARRTRTE BB on e TAE X AT B X .

GeneXpert Infinity System Operator Manual
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Detail User oz zo z Iﬂ

Module Status

Module Status
Name

A1 Available

‘AZ Available

EAS Available

a4 Reserved

;E1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

|p3 Available

"'D4 Available

Manual Load - Cartridge Load Error 5

Iv]

Cartridge loading failed.

TEST
emove the cartridge from Module A4 with the RED light.

Press ORDER NEXT TEST to order another test.

Patient ID
H20394850934

sample ID
SD48375028

Patient ID 2
HG49586720395

Last Name First Name
Name1 Patient

Date of Birth Postal Code
1995/03/13 98765

Gender Ethnicity
Female White

Assay Version
Xpert CT_NG 3

T

Minutes To Expire

03/05/19 15:10:22 Test Termination Error down looking for ADC = 2500. ADC value -4 was detected and stall occurred at
A3

’ Error 2025: The system failed to find the plunger home position. Plunger moved

L«[]»

‘03/05/1 915:12:20 System Module A4: Test Started at 03/05/19 15:12:20

5-121. FEEA - M E R A IR (Manual Load - Cartridge Load Error) T{EX

5.6.4 MFzEeIHEER

A\

FECHBEEET, REE 1014 %, MEREREENEPHEFRHRAIOENE, L#Rkp
R, MRATEES B GeneXpert ERMEHNUFE, HSHENEEREPHIA.

07 MNF B SO B 2K

1.

7E Xpertise FAE T T/EX GES I 5-122) 1, E&FiZE (SETUP) %
Mo BonBtENRR. ES KA 5-123.

% B2 {EMEX (CHANGE OPERATION MODE) #4ll (%% i,

. 5-123) o BN SR /ERE K (Change Operation Mode) TEX . 1EZ
5-124.

B i E A 3 (Change Operation Mode) TAF X o R #6585 4 /R AR =X
SN CAR AN BLIR S AN ORAA AR08 2 A B i E R . 1S A 5-124.

«  H3hE (Automation Mode)
«  FE (Manual Mode)

5-104
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//@pnm Xpertise Software Detail User »: ’: z I*]

A =2

(1

Module Status Tests Since Launch -
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status OERS
Name D Name Type Date Minutes

A1 Available To Result

A2 Available

A3 Available

A4 Available

B1 Available

B2 Available

B3 Available

B4 Available

c1 Available

c2 Available

C3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/1914:52:08 \Waste Container Reminder 7323: Waste access door is unlocked.
03/05/1914:52:08 System Manual Operating Mode
03/05/1914:52:08 System lelcome to GeneXpert Infinity System

5-122. Xpertise FFFE T T{ERX

Eopria. Xpettise Software Detail User »: £¢ z I{I

AF a2l -3

Module Status Tests Since Launch @’cﬁ]
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated|  Status e
Name D Name Type Date Minutes

A1 Available To Result

A2 (Available \ INSTALLATION

A3 vailable SUALECATON

A4 Available Q‘

B1 Available CHANGE
OPERATION

B2 Available MODE

B3 Available

B4 Available <:

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/1915:47:44 Glass Doors Reminder 7222: Glass Doors are unlatched.
03/05/1915:49:47 System [The Operating Mode has been changed from Automation Mode to Manual Mode.
=

03/05/1915:49:47 Waste Container Reminder 7323: Waste access door is uniocked.

5-123. Xpertise HRFF N TERIZERE

GeneXpert Infinity System Operator Manual 5-105
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Detail User o: go z lﬂ

Module Status Change Operation Mode p
Module Status Current Operating Mode e
Manual Mode

Name

At Available Operation Mode i >| <
A2 Available c e oo

A3 Available ® Manual Mode

Ad Available

B1 wailable

B2 ailable

B3 ailable

B4 sailable

C1 /ailable

HHBEHEEB

C2 \vailable

C3

>

\vailable

Cc4 ailable

D1 ailable

D2 ailable

D3 sailable

HEBERHRB

D4 ailable

03/05/19 15:47:44 Glass Doors jRemlnder 7222: Glass Doors are unlatched.
03/05/19 15:49:47 System rl‘ne Operating Mode has been changed from Automation Mode to Manual Mode.
03/05/19 15:49:47 \Waste Container "Remlnder 7323: Waste access door is unlocked.

5-124. B 2{EHR X (Change Operation Mode) T{EX

3. EPEYmER (EDIT) Z4 GES W 5-124) o J5 I i /E# K (Change
Operation Mode) TAEIX . 1EZ W 5-125.

4, {EH SRS (Change Operation Mode) TAEX, & EZER
(Automation Mode) H.i% 4441, ARG LRI (SAVE) #%41 (iEZ I
5-125) »

B IEFEAT IR, 5 S EA =0 (Change Operation Mode) T 1E [X 4 41
5-126M s SRR AN EL 5-127 s

o WMPEHEMRIEART GESIE 5-126) , ERRE (OK) LEREHHE
H (Bxit) #ih GES WK 5-128) FHEFE 3% F. 1E Xpertise FfFHE
WiEzhfE, #iabT B

BE BUAEEMANATAASLZRG. E0, SHEASTHNREEL, WERHEEX.
FHAMNA TR EBERBRZE .

A SRANAEST BB H SRS B, i FEEUE (CANCEL) DL4k2E4 4.
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Cropneis. Xpertise Software Detail User ‘z 2.’ z lﬂ

A % i 1./ o @

Module Status Change Operation Mode
Module Status \ Current Operating Mode
Name Manual Mode

A1 jAvaRablo eration Mode Configuration x

A2 Available ® on Mods e

s (Available © Manual Mode

A4 Available

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available
03/05/19 15:47:44 Glass Doors Reminder 7222: Glass Doors are unlatched.
03/05/19 15:49:47 System [The Operating Mode has been changed from Automation Mode to Manual Mode.
03/05/19 15:49:47 \Waste Container Reminder 7323: Waste access door is unlocked.

5-125. B 2{EHR (Change Operation Mode) T{EX

//wa_ Xpertise Software Detail User ‘z ’: z lﬂ
@’ =
Module Status Change Operation Mode v
Module Status OK
Name

A1 Available

A2 Available CAfEL
A3 Available

A4 Available Test is in progress.

B1 Running Automation Mode will be effective after exit and software is restarted.

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 15:47:44 Glass Doors |Reminder 7222: Glass Doors are unlatched
03/05/19 15:49:47 System [The Operating Mode has been changed from Automation Mode to Manual Mode.
03/05/19 15:49:47 Waste Container Reminder 7323: Waste access door is unlocked.

5-126. IE i {TiR A EY B SR {E#ER (Change Operation Mode) T{EX #il

GeneXpert Infinity System Operator Manual 5-107
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Detail User o: ’: z lﬂ

Module Status Change Operation Mode v
Module Status OK
Name

A1 Available E:
A2 Available
° CONTINUE

A3 Available
A4 Available Press OK to change to Automation Mode, close the Glass Doors x
B1 Available and shut down immediately. CANCEL
B2 — Press CONTINUE to save the new operation mode and close the
[ Auetioble Glass Doors. Automation Mode will be effective after exit and
i (Avallabie software is restarted.
. fvalable Press CANCEL to remain in editing.
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/1915:47-44 Glass Doors ]Remlnder 7222: Glass Doors are unlatched.

03/05/1915:49:47 System rl'he Operanng Mode has been tnanged from Automation Mode to Manual Mode.

03/05/1915:49:47 \Waste Container ]Remlnder 7323: Waste access door is unlocked.

o
Al

E 5-127. ;2 HMiX AT HIE R {EHE (Change Operation Mode) T{EX fil

o WREFEENMRAEZT GES WA 5-127) , EFBTE (OK) PLEREFE
H (Exit) #A GES LA 5-128) , SAJESLRIE B A 8t Bk Bk 4
(CONTINUE) VU RA7 B0, (HERIAEE 8T )5 3 Xpertise B4, 750
AR O AN A 3K

BE ATILRGEIR AN, wAEHE Xpertise Kt FEUE 2127, EHBHRLE.
# Xpertise K EHEE, HLFHAEK.

5. f?i?”#i_ﬁ%%?qj 0 SR NPT HO P B AR AR Y, 2 BRAH IS IH
H. ARXEREFHEZEL, BSILE 5281, RHARS.

6. N EFE 3 Xpertise A, ik £E A M 1) Xpertise software Elbx. 152
WEE 5.2.4 75, JA3h Xpertise B ZBMHEBEINGE, REKBLT B
o
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Detail User o: ’: 2 Iﬂ

Module Status

| Module

Name

Status

a1

Avai

ilable

Available

A3

Available

a4
81

Avail

ailable

B2

\ailable

|83

ailable

(B4
|

railable

|c1

HEHBEEE

\vailable

c2

3

\vailable

|c3

\vailable

3

ailable

D1

ailable

D2

ailable

|p3

HHEHEE

ailable

D4

\vailable

X

Click OK to exit this software.

03/05/1915:47:44

Glass Doors

;Remlnder 7222: Glass Doors are unlatched.

03/05/19 15:49:47

System

“Tne Operating Mode has been changed from Automation Mode to Manual Mode.

03/05/19 15:49:47

Waste Container

;Remlnder 7323: Waste access door is unlocked

5-128. Xpertise £ {##HiBH (Exit) Bl

5.6.5 HEFEXTERMNKIES

FESLEREOL N, WIRER

FAET BT AL BT 48 5 1 BRI 4R 2o RIS E 2

TAEX#H — 1 & $E%S (CLEAR ORDER) #%4H. s IRTE 4, %k
XL TAE X AR —A | (1)i8B& 3% (CLEAR ORDER) #%4f. i % WK 5-88 F1iF
f%£#§% (CLEAR ORDER) #4H /R4l

IR T BRI TS 4

1. {EARMFEREE 4 TIEX, %5 iER1ES (CLEAR ORDER) #4ll. (i5%
L 5-129) o K EoRFEAIEA — RE Bl TEX . 152 LK 5-130.

2. PR (YES) 240 LLEUE Z MRS GEZ LK 5-130) . IR Xpertise X
HENTAEX . HZ WK 5-122.
PR (NO) #1241, VA4ka:Fahim Nillitie 4.
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Eopreis. Xpertise Software

i |/

/ﬁ}gg

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Detail User »: zt 1 Iﬂ

Order Test - Manual Barcode Entry =
Type in Cartridge Barcode CONTINUE
-
[0405700710517030443432189| =
MANUAL
ASSAY
SELECTION
CLEAR ORDER
Patient ID
H20394850934
Sample ID
SD948375028
Patient ID 2
HG49586720395
Last Name First Name
Name1 Patient
Date of Birth Postal Code
1995/03/13 98765
Gender Ethnicity
Female White
Priority
Normal

03/05/19 15:06:30

Glass Doors Reminder 7224: Glass Doors are open.

03/05/1915:10:22

Error 2025: The system failed to find the plunger home position. Plunger moved
Test Termination Error down looking for ADC = 2500. ADC value -4 was detected and stall occurred at
A3

«]»

5-129. I§ & illik - Fzhis A\ &R (Order Test - Manual Barcode Entry) T{EX

Copreis. Xpertise Software

/ﬁég

Y]

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 ‘Available
D1 Available
D2 Available
D3 Available
D4 Available

Detail User ‘z g» z lﬂ

Order Test - Manual Barcode Entry

AN

5 X

YES to cancel this test order. All input will be cleared and restart
from Patient ID entry.
NO to continue with this test order.

03/05/19 15:06:30

Glass Doors Reminder 7224: Glass Doors are open. ~

03/05/1915:10:22

Error 2025: The system failed to find the plunger home position. Plunger moved
'Test Termination Error down looking for ADC = 2500. ADC value -4 was detected and stall occurred at
A3

5-130. #H LMK - WiXBEEWINTIERX
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5.7 BN EREE

GeneXpert Infinity systemf — N EE, H A A ORAFITIINASS R A S
VAN ESSY

o ST, AARIR

o 57271, WAERESCH AT R A
o 57371, & EdEE

o 5747, EEHEPE

o 575, RAREAEE

o 57671, KA EUE R R

GeneXpert Infinity system’s #5145 € 82 & BAPATEIRE AL S HIIR . 152 W
% 2.6.2 1. 15K GeneXpert Infinity systems B 53 BRI, DL I ER . %)
TARFMHEX 87, 50 A EER B H DR B A BUR .

Eoopria. Xpettise Software Detail User ’ g‘ z Iﬂ
Module Status Tests Since Launch _
Module Status Patient ID Sample Mod User Test Result Assay Start Estimated| Status ORDERS
Name D Name Type Date Minutes

A1 Available ToResult| -
=]

A2 Available -

RESULTS

A3 Available

Ad Available g

B1 Available DATA

MANAGEMENT

B2 Available _
o

B3 Available =
=

B4 Available SETUP

C1 Available

C2 Available

C3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 17:59:16 Gantry “Remlnder 7263: Recovered gantry to safe location.
Q 03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System “We\come to GeneXpert Infinity System

Bl 5-131. Xpertise i E I TERX
BRSPS R SR T B S BRI R . TR B BESE ., /E Xpertise B
FHTAEX Pk FEIEETE (DATA MANAGEMENT) #4fl. (i5Z WK 5-131) .
SoREIEE R, ES LA 5-132,
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iE

5.71

R

FEAS I A 2 T AR A I e, SRR B ] AR BRI, ORI E R G5
e E] o A — U 2 NI o BRIE N — R e fREEHLH 2 oh, W SRR3R 2
B CAHERR SRR, 36 T LR A7 RS SCAE SRR SR Cepheid JEAT 0. AP RE S 1)
MARENA, IR R A gxx XA

—LBFIHTIRRFTRESERY BEA ox X H. MRATL, FALENEFHRETES; HE

RIEFEENY RE.

FITAT 80 ) FH P 3 R AP A U O BR o 2 7 A AR 1K

1. EREEHER, EFFEN (ARCHIVE TEST) %4l (52 I
B 5-132) o SRR (Archive Test) TAEX . 152 WK 5-133.

Detail User »z g‘ ! Iﬂ

Module Status Tests Since Launch g

Module Status Patient ID Sample Mod ‘ User Result Assay ‘ Start Estimated| Status ARCHIVE TEST
Name D Name Date Minutes

A1 /Available D E

A2 Available RETRItE7VE e

A3 Available

A4 Available

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

C4 Available

D1 Available

D2 Available

D3 Available

D4 Available

03/05/19 17:59:16 Gantry |Reminder 7263: Recovered gantry to safe location
03/05/19 17:59:21 .Sys(em ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System “We\come to GeneXpert Infinity System

5-132. IR EEER

5-112
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W IDS%EE

FHEMNIIRPEREENL (RiUEBA) BkiE
Detail User »z g» z Iﬂ

Eopreis. Xpertise Software

A\ oo
Module Status Archive Test
Module Status
Name
A1 |Available p#fge Selected Tests from List After Archiving (Recommended Monthly)
A2 Available
Patient ID Sample Mod User Result Assay Status Error Start
A3 jAvaiable - D Name Status Date
= o i B3 MRSANEG... [XPETTSA Na... [ DOne 0K UBTOTTTY TS
A4 Available \
N = H35187338...(GH487365 A3 /Administrati... [MRSA NEG... |Xpert SA Na... \Done IOK 03/01/19.13.. |—
B1 Available
™ H35180878... [SR543267 A2 /Administrati... [MRSA POSI... [Xpert SA Na... |Done IOK 03/01/19.13,
B2 Available
53 [avaitabi |H35189038... DU155637 B2 Administrati... [MRSA NEG... [Xpert SA Na... |Done OK 103/01/19 13...
\ailable
H35189038... [RL986632 A4 Detail User  [MRSA POSI... [Xpert SA Na... |Done IOK 09/15/1817.
B4 Available
H35187778...|(GK563895 B1 Detail User  [ERROR Xpert MTB-... |Aborted Error 09/15/18 17.
C1 Available
] H35612938... TF277659 B4 Detail User  [MTB NOT D... [Xpert MTB-... |Done IOK 09/15/18 17... [ —|
C2 Available
= H35185508... UJ690762 B3 Detail User  [FIl HETERO... [Xpert Fll & F...|Done IOK 09/15/18 17.
C3 Available
=] H35189059... UJ787933 A3 Detail User  |FIl NORMAL... [Xpert Fil & F...|Done IOK 09/15/18 17... —+
c4 Available
m] H35188538... [HN237945 A2 Detail User Fll HOMOZY ... [Xpert Fll & F...|Done IOK 09/15/18 17,
D1 Available
[m] H35189055... RL439664 B2 Detail User  [CT DETECT...|Xpert CT_NG |Done IOK 09/15/18 17,
D2 Available
m] H35189038... [FT343556 A2 Basic User HIV-1 DETE... [HIV-1 Quant... |Done IOK 09/10/18 14,
D3 Available
=] H35189038... HG656788  |A3 Basic User HIV-1 DETE... HIV-1 Quant... |Done IOK 09/16/18 14.
D4 Available
] H35189055... TZ637890 A4 Detail User  (CT NOT DE... [Xpert CT_NG |Done IOK 00/03/18 17... ¥
SELECT DESELECT SELECT NEW
’ SELECTALL DESELECTALL HIGHLIGHTED ’ HIGHLIGHTED ‘ ’ ARCHIVE ‘
03/05/19 17:59:16 Gantry "Remlnder 7263: Recovered gantry to safe location.
Q 03/05/19 17:59:21 System ;Furl Automation Operating Mode
03/05/19 17:59:21 System blvelcome to GeneXpert Infinity System

5-133. B RiliXiEZERFHENK (Archive Test) TEX

2. EFEAREENINRS LR EIRE. S IE 5-133. 7] PLE— &
W, BEFRYIK (Archive Test) TAE X FIER L MMERE — M4, Mk
Pe—H Mt

o &#Pi%3F (SELECT ALL) — ik #E d it g it
«  %EEEET (SELECT HIGHLIGHTED) — i #4423 b At .
. %FFHFH (SELECT NEW ARCHIVE) — {55 LLRT A 7EA% 8 o

; Ejiiltﬁfu#ﬂf Shift 5 Ctrl €, ZEEFMIR (Archive Test) TER B Sk & FELEMAEL M
TEAFRGMIR (Archive Tests) TAEX Ak #E 7S, ATLUER DL MERE—1M%
SR DAECH 3 43350 43 ORI
« &A% (DESELECT ALL) — j& R & 11 ik 8610 Bra ik .

«  EUHi%iFS =R (DESELECT HIGHLIGHTED) — J& &k A i
H R .
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T8

A

B 17 IR B AR A AL, FEAERS I (Archive Tests) TAE X ) BT,
A I A 75 2k
«  FHEBMIRDEREENMNR (BiLEAH#IT—X) (Purge Selected
Tests from List After Archiving (Recommended Monthly)) — i£#:t
SOENE LB TBOHENL B AR AR S K B P
JHIRR -
« M ID (Cloak IDs) — {1 A0 Z ] Cepheid Fi AR SCHRAS T R IE S, H Y
MERSUEE - BUBME B, G EENE . 152 WA A7 A 0 [R]85 X
& ID MIFES ID, THREEZE R
3. EPFEMTE (OK) %4l GEZ WA 5-133) . Bl TEX. 55 LK 5-134.
WERAREPATAARG I S, % #BE (CANCEL) %4
4. EFHLE (PROCEED) {44l GEZ LK 5-134) o BRI TAEX
HZ I 5-135.
ARAEAR ST AR IR, e #EEUE (CANCEL) 444
5. [fAMRFRLE: (Save In:) NHAMEA IR IFEFFEM TAEBAFRS ((gxx) LRI SC
I, NS RR, R G IE R TE (SAVE) 1441, 12 LKl 5-135,

BRAFHUBRUTRIBERE LMSHXHX. ATHIEHEES, RERHSHXEEPHIHE
FHEB—&ITEHNBESERE. MR GeneXpert Infinity systemZGEEZEIMLE, ATLEXIHFEE
FHERSEL. MEREFEUE, FSNE 2727, XHXIFER.

WA AR AR L PAT ARSI A, IEBFBUE (CANCEL) %4 .

6. AFRIER)E, FERFATAEX, fanillileFs i fmsscrts izl
K 5-136) o EEERATE (OK) 144

7. wRiEE T FHRBAFIRPEREEHNR (BYEBAH#IT—IX) (Purge
Selected Tests from List After Archiving (Recommended Monthly)) i%
T, CRAE IS G BN TAEIX. GEZS WL B 5-137) « IEFFARE (OK) 1%
B AT AR S BRI
A RAEIE BRI, e PEELE (CANCEL) 144 .

8. SR—FME, WFHEMROSRNEGR (EZILE 5-138) . EHRE
(OK) ¥4 R A RfIN TAEIX . Bon Bl s, 2 WA 5-132.

MRBES FHEAFNBIREDER, WEHEXHHBNESEE D (Patient ID), FEIFBEEHEFRER
HiE. Bk, MRARKREFHEX, EREEFIASHBLNRARHEEEFEEHIE, LY
EtTERATHENEERRAR.

SR TRIREERE, FHTEMTEN LA AMBE. BMELETFREBMIIIRDFRIEERD
ik (BiLE Ri#IT—) (Purge Selected Tests from List After Archiving
(Recommended Monthly)) &5, Bt A2 M E RS HIREF MR EBREDERA4H.
HEUNSEEH, TNEEXEFRREIXLENR. ESHE 5727, NEEXEHREMIK.
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Eoprei. Xpertise Software

/m g
[FY]
Module Status
Module Status
Name

A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

veivser +@ @ @ lﬂ

Archive Test

3 test(s) selected for archive.

03/05/19 17:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System /elcome to GeneXpert Infinity System

Eopreis. Xpertise Software

5-134. IF#4ili® (Archive Test) T{EX fil

Detail User oz zo z lﬂ

Archive Test

saveln: [ export

[) GeneXpert PC_2018.09.29_20.51.56.gxx

[} GeneXpert PC_2018.09.29_20.52.19.gxx

[} GeneXpert PC_2018.09.30_21.12.40.9xx

[} GeneXpert PC_2019.02.21_02.20.34.9xx

/ﬂ} =)}
[FY]
Module Status
Module Status
Name

A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

FileName:  |GeneXpert PC_2019.03.05_18.59.18.0]

Files of Type: |GeneXpert® Infinity Archive Files(.gxx)

|
=]

03/05/19 17:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System elcome to GeneXpert Infinity System

5-135. ERFHENIR G BRI FHE MR (Archive Test) TIEX

GeneXpert Infinity System Operator Manual
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Eoprei. Xpertise Software

@

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Detail User oz ’: z lﬂ

Archive Test

3 test(s) successfully archived and can be found at
C:\GeneXpert\export\GeneXpert PC_2019.03.13_18.59.18.gxx.

03/05/19 17:50:16 Gantry “Remmaer 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System Me\come to GeneXpert Infinity System

Copreis. XpeIMiSE Software

/ﬁgg

¥

Module Status

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

5-136. F#4ix (Archive Test) TEX — RRINRERIA

veivser +@ @0 @ lﬂ

Archive Test

A total of 3 test(s) have been selected to be purged.
Test(s) can be retrieved if needed. Would you like to continue?

|Reminder 7263 Recovered gantry to safe location.

03/05/1917:59:16 Gantry
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System lelcome to GeneXpert Infinity System

5-137. F#4MiR (Archive Test) T{EX - HEREMIA
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Module Status Archive Test
Module Status OK
Name

3 test(s) successfully purged.

|

;A1 Available
a2 Available
%AS Available
a4 Available
:;E“ Available
{EZ Available
B3 Available
s Available
c1 Available
c2 Available
ca Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/1917:59:16 Gantry [Reminder 7263: Recovered gantry to safe location
03/05/19 17:59:21 System :Fu\I Automation Operating Mode
03/05/19 17:59:21 System [Weicome to GeneXpert Infinity System

5-138. 7744 (Archive Test) TERX — izt 2 &R #iA
9. EPETIEFRIR[E Xpertise FAFE T TAEX.

ENRFHEE A R EE ID f1HS ID
PREE S ID MRS 1D 1% 7 7] LAIA] Cepheid $52 AR S8BT K35 — L85 ] R %k
Pi, (ERER U RS B

7]i%k TR ID (Cloak IDs) Hifite (B2 WK 5-133) B, FrA X T ID Fld
F 1D (M5 RIS HHIN. BRI F BN &S ID (Patient ID). 2 ID 2 (Patient ID
2). U (Last Name) f144 (First Name), LLAXFEA ID (Sample ID).

HEEMNRER T & 1D f12E ID B G, MRAERMAEE, #mID MEH D FEMARE
REEREFRE — A HEERERHEFEENKER.

NFHE LR

MRERFE—NLHREFEPEEFENNR, RESAFERERESZNL, HEREHEX.

VR GORVE B B AR R M MIBUR o 4055 A7 A SO A e 2 A -

1. fEREEE G, EPFEERDIR (RETRIEVE TEST) %4 (150
5-139) . HIR RN (Retrieve Test) TAEX, Eox— RFNCHIAARY R T
. 1S IE 5-140.

GeneXpert Infinity System Operator Manual 5117
302-8483-ZH, #&ITHR B 2023-6



1R{EIREA

Z.

Cep!

@ =

Module Status

neia, Xpertise Software

Detail User »z :‘ ! lﬂ

Tests Since Launch

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

=12

ARCHIVE TEST

RETRIEVE TEST

Patient ID Sample Mod User Test Result Assay Start Estimated|  Statu
D Name Type Date Minutes
To Result
0 03/05/19 17:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
g 03/05/19 17:59:21 System Full Automation Operating Mode
=
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

Z.

Cep!

/mgg

i, Xpertise Software

Module Status

5-139. HIREERS

Detail User oz zo z lﬂ

Retrieve Test

Module Status
Name Look In: }\j export

jae Avaiable [) GeneXpert PC_2018.09.29_20.51.56.9xx

A2 Available ) GeneXpert PC_2018.09.29_20.52.19.gxx

SR et Sempiote

had jAvatable |53 Genexpert PC_2019.03.05_18.59.18.90]

B1 Available

B2 Available

B3 Available

B4 Available

C1 Available

Cc2 Available

C3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available

File Name: | PC_2019.03.05.18.59.18.9xx |
Files of Type: |GeneXpert® Infinity Archive Files(.gxx) [ v‘

03/05/13 17:59:16 Gantry |Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

5-140. ER— R XM FHE AR ENIL (Retrieve Test) TIEX

BACK
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2. fHEIRME: (Look In:) ?Tﬁ*@ﬁ?ﬁ#iﬁ%ﬁﬁ?ﬁﬁ%ﬁ%iﬁ(gxx) FpaLs
e o BRINSCME IS Xpertise 24410 S HSCE . 52 A 5-140.

3. WFECHE IR FITH (OPEN) #2411 GEZ WIE 5-140) o BIRiZAARF A1)
TWRFN R . G RAER S ATATIX e $hbs e B A7 AE, X el ks DA 2L
BXFER. ESIE 5-141,

WR AR L PATRE RN E, EFEUE (CANCEL) %41

4, EFERREZRENNEAE U RENE. ES LK 5-141. 7 DOE—E £
R, BAER RN (Retrieve Test) TAE X R IHBE R DL M LR —/ME4HL, Mk
Fe—Hat

+  ZHRERF (SELECT ALL) — &R+ M FrA M.

. #EEERTR (SELECT HIGHLIGHTED) — & #4522 ik th i i

. EIFFZXESERS (SELECT WITH NO DUPLICATE) — {E F7E 24 i HdE
FE R ANAEALE (R

iz{E Shift ¢ Ctrl &, R LN (Retrieve Test) TIEX 4 J 8 Sk hE T ELAZELHN
o

Detail User »: z¢ 2 lﬂ

Module Status Retrieve Test
Module Status Patient ID Sample Mod User Result Assay Status Error Start
Name D Name Status Date
A1 Available [m] H35189038... FT343557 A3 |Administrat... HIV-1 DETE... |HIV-1 Quan... Done IOK 01/08/19 14...
A2 Available ] H35187588... TT555698 B3 Basic User [ERROR HIV-1 Quan... |Aborted Error 09/16/18 14...
A3 Available = H35189038... TG478589 B2 |Administrat... HIV-1 NOT ... |HIV-1 Quan... [Done IOK 09/16/18 14...
A4 Available = H35189034... CR538763 B4 /Administrat... MTB NOT D...|Xpert MTB-... Done IOK 09/16/18 13...
B1 Available [m] B3 /Administrat... MRSA NEG... [Xpert SA N... |[Done IOK 10/16/18 13...
B2 Available = H35187338... GH487365 A3 /Administrat... MRSA NEG... [Xpert SA N... |Done IOK 09/16/18 13...
B3 Available \ [m] H35189878... SR543267 A2 /Administrat... MRSA POSI...|Xpert SA N... |[Done IOK 09/16/18 13... |=
B4 Available N =] H35189038... DU155637 B2 |Administrat... MRSA NEG... Xpert SA N... [Done IOK 09/16/18 13...
C1 Available &E H35189038... RL986632 A4 Detail User [MRSA POSI...Xpert SA N... [Done IOK 09/15/18 17...
C2 Available H35187778...|(GK563895 B1 Detail User  [ERROR Xpert MTB-... |Aborted Error 09/15/18 17...
C3 Available H35612938... TF277659 B4 Detail User |MTB NOTD... Xpert MTB-... Done IOK 01/05/19 17...
C4 Available H35185598... UJ690762 B3 Detail User |FIl HETERO... Xpert Fll & ... Done IOK 03/04/19 17...
D1 Available H35189059... UJ787933 A3 Detail User |FIl NORMA... Xpert Fll & ... Done IOK 03/05/19 17...
D2 Available H35188538... HN237945 A2 Detail User [FIl HOMOZ... [Xpert Fll & ... Done IOK 03/05/19 17...
D3 Available H35189055... RL439664 B2 Detail User [CTDETECT... [Xpert CT_NG Done IOK 03/05/19 17...
D4 Available H35189038... FT343556 A2 Basic User [HIV-1 DETE... [HIV-1 Quan... Done IOK 03/05/19 14...
1 Basin 1L unra nere luneaa . e noieie 14
’ — ‘ } —_— ‘ e ’ ’ pesazer 4 saEcrumino
03/05/1917:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
g 03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

5-141. RRFHEFNIXAEENR (Retrieve Test) TIEX
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TERE M (Retrieve Test) TAEX Ha#% TS, ATRUERELL FEE —M%

SR DAEH 38 43350 43 O A

«  ZHAFiE (DESELECT ALL) — kR & M e #08 fr A it

«  EUHi%iFSE58R (DESELECT HIGHLIGHTED) — J Rk 35 i f & re ik
H I .

RBFRATE (OK) %4 GEZS WK 5-141) « BRiiAEE. B2 A 5-142.

WERAAE R B PAT R 3 E, & #BUE (CANCEL) 440

R4S (PROCEED) 1441 X TR IAARS S, F I (Retrieve Test)

TAEX Bon—ANEE %, BaRRNRERENEE G5 LE 5-143) . K H

W—%HE, WIACER T, 520K 5-144,

WERAREGR L PAT I R I, EFEUE (CANCEL) 41 .

MR R R, BRI (Retrieve Test) TAE X Eox—24 2446 R 1l

Ko HATEEEEF EAERNR AL B 7 BoR. EFBE (CANCEL) DL

PSR (Retrieve Test) TAEX .

P FE T E bR IR [F] Xpertise F4FF 01 T/EX .

Detail User o: zo z Iﬂ

Status

A1 Avai

ilable

A2 Available

|A3 Available

A4 Avail

ailable

ailable

ailable

ailable

T
3
HHBEHEEB

/ailable

\vailable

[e]
&
>

\vailable

ailable

ailable

ailable

9
5
HEBEHRB

\vailable

Retrieve Test v
PROCEED

A total of 13 test(s) have been selected.

7 test(s) already exist in the current database with the same test
results.

This will OVERWRITE all duplicate test(s) in the database and
retrieve non-duplicate test(s).

Would you like to continue?

03/05/19 17:59:16 Gantry ;Remlnder 7263: Recovered gantry to safe location
03/05/19 17:59:21 System "Fuu Automation Operating Mode
03/05/19 17:59:21 System ‘Weicome to GeneXpert Infinity System

5-142. ¥ E X (Retrieve Test) T{EX A

5-120
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Ceopneia. XPpertise Software Detail User ‘: zo z lﬂ

/ﬂ> gg
)]
Module Status Retrieve Test
Module Status
Name

A1 Available

A2 Available Retrieving test # 2 of 13 tests.

A3 Available

A4 Available

E1 Available [ 15%

B2 Available

B3 Available

B4 Available

C1 Available

C2 Available

C3 Available

c4 Available

D1 Available

D2 Available

D3 Available

D4 Available
03/05/1917:59:16 Gantry “Remmaer 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ‘Fu\I Automation Operating Mode
03/05/19 17:59:21 System Me\come to GeneXpert Infinity System

5-143. BiRift BRI RWIX (Retrieve Test) TIEX

//@Mw Xpertise Software Detail User ". z» z Iﬂ
Module Status Retrieve Test v
Module Status OK
Name
A1 Available
A2 Available
A3 Available
Ad [Available 13 test(s) successfully retrieved.Retrieval details are logged in
Bt [Available C:\GeneXpert\Database_log\Retrieve_log_2019.03.05_18.59.18.txt
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:59:16 Gamyy Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

5-144. R FEFTRBIEFNR (Retrieve Test) TEX
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57.3 ®{EERE

TGN WA AN R e, K S AR AE 5 — B TR B AR AR i B B iR
THEALE DL, S8mT DU 45 A R 2 38 Bl e

IR Xpertise BT JE BB PN #ERT DUEAT 2088 PR A o PR AR EOHE FE B AR AR P A

[

AT 5 ) R FH P 368 5 AT 8 B PR A IR o 4 75 % 0 00 2«

1. {EJRshE KR Xpertise ZX A, EFR (YES) DAHATHEE FEEHALS OF
Z LK 5-145) o KB BdE FE S H (Database Management) TAEIX . 152 I
Kl 5-146.
WERAREPATEE FEE P55, 15T (NO) 124,

2. {EHPEEEH (Database Management) TAEX, %FFEIBEE® {7 (DATABASE

BACKUP) &4l (iEZ WL 5-146) o ¥ B E 4517 (Database Backup) T
fEX. S WK 5-147.

Detail User ‘z z» l lﬂ

Module Status

Module
Name

Status

A1

Available

Available

A3

Available

A4
B1

Available

Available

B2

Available

B3

Available

B4

Available

C1

Available

C2

Available

C3

Available

C4

Available

D1

Available

D2

Available

D3

Available

D4

Available

Database Management

gxi

Do you want to perform Database Management tasks?

03/05/1917:59:21 System Me\com to GeneXpert Infinity System
03/05/1918:04:17 Waste Container "Remmer 7323: Waste access door is unlocked.
03/05/19 18:04:17 Glass Doors "Remlnder 7222: Glass Doors are unlatched.

5-145. 4R HE RSB EEE (Database Management) T{EX

5-122
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//CEW,,_ Xpertise Software Detail User o’. 2.' z lﬂ
Module Status Database Management g.g
DATABASE
»:‘Zar:;e Status ATABASE
A1 Available
A2 Available t!:
A3 Available
d Available Perform Database Management tasks.
Bt [Available After tasks are completed, press CLOSE.
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available
03/05/19 17:59:21 System Me\come to GeneXpert Infinity System
03/05/19 18:04:17 \Waste Container ;Remlnder 7323: Waste access door is unlocked.
03/05/19 18:04:17 Glass Doors "Remlnder 7222: Glass Doors are unlatched.

5-146. £ 4B BRI EIBEEETE (Database Management) T{EX

s MREEARZERRER, EHIEEEME (Database Management) TERHATGES B RE B 1%
%ﬂo

//CE oneie, Xpertise Software Detail User oz ’: l lﬂ
Module Status Database Backup
e o savom: [Bactup -]
A1 Available ) GeneXpert PC_2018.09.07_12.15.52_GX_3.1.6.zip x
A2 Available [) GeneXpert PC_2018.0910_16.55.43_GX_3.1.6.zip
" P— [} GeneXpert PC_2018.00.13_13.09.56_GX_3.1.6.zip CANCEL
[) GeneXpert PC_2018.09.13_15.37.44_GX_3.1.6.zip
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
c1 Available
c2 Available
c3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

FileName:  [GeneXpert PC_2019.0305_18.59.18 GX_3.1.8zip| ]

Files of Type: |Database Backup Files (zip) | v‘
03/05/19 17:59:16 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System Full Automation Operating Mode
03/05/19 17:59:21 System leicome to GeneXpert Infinity System

5-147. BETHIBES R EHEIEE & (Database Backup) T{EX

GeneXpert Infinity System Operator Manual 5123
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Copreis. XpeItiSe Software

/m}Q.Q

Module Status

Detail User o! z» z lﬂ

Database Backup

Please wait - Backup in process.

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 17:59:16 Gantry ;Remlnder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System "Fuu Automation Operating Mode
03/05/19 17:59:21 System Me\con\e to GeneXpert Infinity System

Copreis. Xpertise Software

QQQ

Module Status

5-148. B it B S RIEIBE & {7 (Database Backup) T{EX

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
b1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 ‘Available
D1 Available
D2 Available
D3 Available
D4 Available

Backup completed.

Detail User ‘! zo z lﬂ

Database Backup v

03/05/13 17:59:16 Gantry "Remmaer 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ;Furl Automation Operating Mode
03/05/19 17:59:21 System “Weh:ome to GeneXpert Infinity System

5-149. #IBE& {7 (Database Backup) T{EX — &{}5EH

5-124
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3. HHFEFGLE: (Save In:) THIMEE I IF 2B T 1A A & SCAF ) S
Je, REIEFRTE (SAVE) %4, iEZ LK 5-147. Kt RS EEIE e AL
BAE NS0 (zip). RIEEIEEHEIE RGN, SRR
B L]

SR R FE 4% (R B E 451 (Database Backup) TAE X 48 7~ i e 25 10 i F2 f) k
JZ. S WK 5-148.

E RINSBEMER T ENER FMEMXHR. ATHIEERGIR, RERE&EMHXHRPRITH

SHI R -8 EHSRESELE. MR GeneXpert Infinity systemiZEEFI M 4%, ATLIECHEES
. RERSHL. MERESFMEE, FSNE 2727, XHFEIER.

WA AR AR S PATE G 22 254, e HEEUE (CANCEL) 24 .

4, HOEREERN, SHI—REREEREE. ESIE 5-149. EFRRE
(OK) #%4H -

5. BARFES TG, KR REFEFEE H (Database Management) TAEIX (5%

LK 5-146) . %% FH (CLOSE) %40 LLE H ¥ )5 & 3 (Database
Management) L{E[X .

UIRAE Xpertise BT A S E AT HAEE &0y, BAF R ahd R kst ik
£ Xpertise FAF IR AIYIRIPAT ELHE 22 07 Xpertise BUFHFIRH

57.4 REEIBE

ETE
& HIEERE TIES B S LS EUEETRRIEIE. MBIELHEISIBEERENEEHIR, ENAERS LR
A

E.

FRAERGEH O — M G0 s E 7 IRR, &L AU E R P A etk
-

S on] LA Y 25 0y Kot o SO R AN B 12 RO P SR R 2 78 it =4 i 28080 1 A 114
K, DU e N ZLOR B BT AR AT GBS LA 5.7.1 79, H
WEEGEE, e HEMERSUH R SR GES IS 572790

MREAEZR S LIETT C360 Sync, HEWE GeneXpert ##EFE Z B IE Cepheid &R/ THIEFZ
i FEEIE. BXMEAEIE Cepheid R &=F-FIFIZFHIFMILE, 55 R C360 Sync REFSEHER
Heli AT+ TR IR GeneXpert SUREE"

e P A

1. 7E Xpertise ¥R OGP HIA], 48 FAE 2R B3 ALBR & sk iz At

2. iEFER (YES) DPATEIE EE RS GES WKl 5-145) o K Bon Bl g
# (Database Management) T{EX . 152 LK 5-150.
WIERAREPATEE RS BT 55, 1T (NO) #%4.

3. TEHFEFEE L (Database Management) TAEX ", EFBIBERE
(DATABASE RESTORE) #%4ll (152 WKl 5-150)  # Ron¥ilE ERE
(Database Restore) fffiih TAEX . 152 0K 5-151.

GeneXpert Infinity System Operator Manual 5-125
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Eopre. Xpertise Software

Module Status

’ Module Status
Name

0

Administration User

Database Management

Perform Database Management tasks.
After tasks are completed, press CLOSE.

=g

DATABASE
BACKUP

£

DATABASE
RESTORE

COMPACT
DATABASE

<

CLOSE

Eopre. Xpettise Software

Module Status

Module Status
Name

03/05/1917:59:16 Gantry "Remmder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System ;Furl Automation Operating Mode
03/05/19 17:59:21 System Me\come to GeneXpert Infinity System

5-150. $IEEEIE (Database Management) T{EX

(i)

Database Restore will OVERWRITE your current database with a

Administration User

Database Restore

backup database.
Click PROCEED to continue with database restore.

03/05/1917:59:16 Gantry ;Remlnder 7263: Recovered gantry to safe location.
03/05/19 17:59:21 System “Fuu Automation Operating Mode
03/05/19 17:59:21 System “We\mme to GeneXpert Infinity System

5-151. $BEYX 8 (Database Restore) T{EX il

5-126
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Eopre. Xpertise Software

Module Status

[ Module Status

Name

Database Restore
v
YES
NO
Do you want to create a backup of the current database prior to
restore?
03/05/1917:59:16 Gan(yy ;Remlnder 7263: Recovered ganlry to safe location.
03/05/19 17:50:21 System [Full Automation Operating Mode
03/05/19 17:59:21 System b/ve\come to GeneXpert Infinity System

5-152. & {3 LRI BIBER BB EYR ® (Database Restore) T{EX A

4. EP4EEE (PROCEED) 44l (GBS WK 5-151) o RoRER FE %17 (Database

Backup) LYEX . 15Z LK 5-152.

WRAAE IR BEPAT I B a4, 1B (CANCEL) %41,

5. iE#ER (YES) #ZH GV A IR E S GEZ WK 5-152) « Son#dE

#%4r (Database Backup) TAEIX . iEZ WK 5-153.

A. [FARFGLE: (Save In:) NHHER R FF 0 AR EEAE IR &5 A0 SCAHH 1Y)
A, SRIGEPRRTE (SAVE) ##4l. ES WA 5-153. # il ESTEE
i€ AL B AN — 0 S (zip)o ARAE B 5 SO, S
SR Tl 2 B ).

B. oK IEHE F &4 (Database Backup) L1F X 48 7~ B8 i 44 10 1L 72
MIHERE . A RE e, Il — S R e il 2, HlE PR SR 44
WG .

6. MHHERME: (Look In:) THHEAHIFik £EEHE 45 1 S (.zip) PR AFIT

AR ES I 5-154,

7. EFECFHEFEITH (OPEN) %4 (3 LA 5-154) &

AN SR AN ARG SEPAT HOE e S 4, s FREUE (CANCEL) #24 .

GeneXpert Infinity System Operator Manual 5127
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Eooe. Xpertise Software

Administration User

Module Status

Module Status
Name

Database Backup

saveln: [ Backup

E|EIEEE

) GeneXpert PC_2018.09.07_12.15.52_GX_3.1.8.2ip
) GeneXpert PC_2018.09.07_16.55.43_GX_3.1.8.2ip
) GeneXpert PC_2018.09.08_13.09.56_GX_3.1.8.zip
) GeneXpert PC_2018.09.08_15.37.44_GX_3.1.8.2ip
) GeneXpert PC_2018.09.09_11.25.35_GX_3.1.8.2ip
) GeneXpert PC_2018.09.11_11.29.42_GX_3.1.8.zip

File Name:

[GBI\B!QBRPC 2019.0305_18.59.18 GX_3.1.8.zip|

Files of Type: |Database Backup Files (zip)

=]

03/05/19 12:16:37 Gantry Reminder 7263: Recovered gantry to safe location.
03/05/19 12:16:38 System Full Automation Operating Mode
03/05/19 12:16:46 System leicome to GeneXpert Infinity System

Eooe. Xpertise Software

5-153. BER& B X BRI EIBER# (Database Backup) T{EX

Administration User

Module Status

Module Status
Name

N\

Database Restore

Look !ﬂﬁ Backup

E|EIEEE

) GeneXpert PC_2018.09.13_12.15.52_GX_3.1.6.2ip
) GeneXpert PC_2018.09.17_16.55.43_GX_3.1
[) GeneXpert PC_2018.09.04_13.09.56_GX_3.1
[) GeneXpert PC_2018.09.07_15.37.44_GX_3.1
[) GeneXpert PC_2018.09.08_11.25.35_GX_3.1

GeneXpert PC_2018.09.08_11.29.42_GX_3.1

‘GeneXpert PC_2018.09.08_12.19.51_GX_3.1.6.zip

File Name: ||

Files of Type: |Database Backup Files (zip)

|
=]

03/05/19 12:16:37 System GeneXpert® Infinity Xpertise Software, version 6.8, started 03/05/19 12:16:37
03/05/19 12:16:38 System [Software Initialization Database Integrity Check completed
03/05/19 12:16:46 System User [Administration User] login.

5-154. BRI EFRIBIREE RS

GeneXpert Infinity System Operator Manual
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Eopre. Xperttise Software

| Name

Status

Module Status Database Restore v
[ Module oK

0

Restore process completed.
Your Xpertise Software is ready to restart.

03/05/19 12:16:37 Gantry "Remlnder 7263: Recovered gantry to safe location.

03/05/19 12:16:38 System ;Furl Automation Operating Mode
03/05/19 12:16:46 System Me\come to GeneXpert Infinity System

5.7.5

5-155. #iEE S (Database Restore) T{EX il
8. ENHEEARIEHEEME (Database Restore) T AF X i 7~ B B Pk & ok #2117 3k
B o ARIEHARE s B O, PREE AR T Re s TR L A, R I AR
SERU, ISR RO R . TES LK 5-155.
9. SERTBURPERE 2 )G, EFETE (OK) # 4 LS Xpertise BN HFET «
HZ I 5-155.

10, WIRFEE, HHEEN Xpertise WAFMFEF . ARG SHAFREHNGEL, 15

Z W5 54715, JH3) GeneXpert Infinity 5%t .

[E4a SR EE

GeelE R G 1 5 5 — P B B T BRI 05
AR

6T L PR ORI, DA (0 R P 1, R4 A B 42 1
0 75 PR B P«

1. {EJABhEC ] Xpertise BAF AN, EHR (YES) DHUTHIE EE LS G
Z UL 5-145) o KB B F & (Database Management) TAEX . 152 I
5-156.

R ANESAT Bl e B BEAE 55, 13T (NO) 44

5=
A
I
e
\an
%
3
i
N
&
|
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Eope. Xpertise Software

Module Status

Module
Name

Status

Database Management g-%

&
\ DATABASE
RESTORE
Perform Database Management tasks. é

After tasks are completed, press CLOSE. COMPACT

03/05/1917:59:16 Gantry "Remmder 7263: Recovered gantry to safe location.
03/05/1917:59:21 System ;Furl Automation Operating Mode
03/05/19 17:59:21 System Me\come to GeneXpert Infinity System

5-156. $IEEEIE (Database Management) T{EX

2. TEEHEEISHE (Database Management) LAE[X, %P E4EEIBE (COMPACT
DATABASE) 41l (& WK 5-156) o ¥ Bor K48 08 % (Compact
Database) ik T/EX . 152 WL 5-157,

3. fEE4i%¥EE (Compact Database) itk TAEIX GEZ WA 5-157) w1, k4
4% (PROCEED) ##4Hl. Xpertise %44 5 46 50 P .

4. JR4E THEAREE)S, ¥ EIN EA4EAR % (Compact Database) 56 TAEX (155
WK 5-158) , ozl e 4 406 .

5. EFEARE (OK) #24l. iEZ I 5-158.

6. JE4E TEIRE)S, RSN EUR PR HE (Database Management) TAEIX  (iEZ L
5-156) . ¥R HA (CLOSE) #4410 LLIE H 54 7 & L (Database
Management) T.1f[X .

¥ BESRHIEEZIN, EAINEEEEEREEUTEAZE. BXEREFEENKMIFEARES, 55

RE 5717, FEUE.

5-130
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Eopre. Xpertise Software

Administration User

Module Status

Module Status
Name

0

Compact Database

Click PROCEED to Compact Database.

Eopre. Xpertise Software

03/05/19 12:16:37 Gantry ;Remlnder 7263: Recovered gantry to safe location.
03/05/19 12:16:38 System "Fuu Automation Operating Mode
03/05/19 12:16:46 System }Weh:ome to GeneXpert Infinity System

5-157. [E451#BEE (Compact Database) T{EX fiA

Administration User

Module Status

Module Status
Name

(i)

Compact Database

Compact database completed.

5-158. [E4B#1IBEE (Compact Database) T{EX — E4ESIBESE R

03/05/19 12:16:37 Gantry "Remmder 7263: Recovered gantry to safe location.
03/05/19 12:16:38 System ;Furl Automation Operating Mode
03/05/19 12:16:46 System Me\come to GeneXpert Infinity System

GeneXpert Infinity System Operator Manual

302-8483-ZH, f£1ThL B 2023-6

5-131



1R{EIREA

iE

//Cephe
L)

57.6 KBEHIEETEM

gl

oo g

Xpertise BT R BN, 2 B2 AL K e BN R AR T 2 B 5l ) e
Pk, £ Xpertise BT RIEHEE B AHAT AT DR, BRAFRGEE O — M %
BHIBLE T IERER, BN 5 RN ) A Rl e B A A I e B

7E Xpertise AR, %P2 (YES) AT IR FEEHTS G5
K 5-159) o B % & B (Database Management) LAEX . 1550

1.

5-160.

UERANESAT Bl P PR 55, 13 E (NO) H%24H.

AT M Xpertise B HREHITHIBEREMWE. EEDIZEGHE, SIBETEMESE
(DATABASE INTEGRITY CHECK) #2414 F 2 ik %5

2.

« Xpertise Software

Module Status

TEHE & B (Database Management) L/EIX, EFHIBREREHAE
(DATABASE INTEGRITY CHECK) %4l GEZ LK 5-160) o F EonEdE
SERMESE TEX. 52 LK 5-161.

Module
Name

Status

A1

Avai

ilable

Available

A3

Available

A4
B1

Avai

ailable

B2

ailable

B3

ailable

B4

railable

HHBEHEEB

/ailable

C2

\vailable

C3

>

\vailable

c4

D1

ailable

D2

ailable

D3

railable

D4

HEBEHRHRB

ailable

Detail User ‘z zo z lﬂ

Database Management

gxi

Do you want to perform Database Management tasks?

03/05/13 17:59:21

System

Me\come to GeneXpert Infinity System

03/05/19 18:04:17

\Waste Container [Reminder 7323: Waste access door is uniocked

03/05/19 18:04:17

Glass Doors "Remlnder 7222: Glass Doors are unlatched.

5-159. HIBEEIE (Database Management) T{EX #fil
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//Ce‘,m,,_ Xpertise Software
hFED
Module Status
Module Status
Name
A1 Available
A2 Available
A3 Available
A4 Available
é1 Available
B2 Available
B3 Available
B4 Available
C1 Available
c2 Available
C3 Available
C4 Available
D1 Available
D2 Available
D3 Available
D4 Available

Administration User 0! gt z lﬂ

Database Management

Perform Database Management tasks.
After tasks are completed, press CLOSE.

Z.

Cep!

Module Status

reit, Xpertise Software

Module Status

Name
A1 Available
A2 Available
A3 Available
A4 Available
B1 Available
B2 Available
B3 Available
B4 Available
C1 Available
C2 Available
C3 Available
c4 Available
D1 Available
D2 Available
D3 Available
D4 Available

03/05/19 12:16:37 Gantry Reminder 7263: Recovered gantry to safe location
03/05/19 12:16:38 System "Fuu Automation Operating Mode
03/05/19 12:16:46 System }Weu:ome to GeneXpert Infinity System

5-160. ¥ IEEET (Database Management) T{EX

Administration User ‘z z» z lﬂ

Check Database Integrity

Click PROCEED to Check Database Integrity.

03/05/19 12:16:37 Gantry "Remlnder 7263: Recovered gantry to safe location
03/05/19 12:16:38 System “Fuu Automation Operating Mode
03/05/19 12:16:46 System “Weh:ome to GeneXpert Infinity System

5-161. HIEETEMHE TR

K

i X

m

GeneXpert Infinity System Operator Manual
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Administration User ‘z z» z lﬂ

Module Status

Module
Name

Status

A1

Avai

ilable

Av:

/ailable

A3

AV

/ailable

A4
B1

Avai

ailable

B2

ailable

B3

ailable

B4

railable

/ailable

C2

/ailable

C3

/ailable

C4

D1

ailable

D2

ailable

D3

2222121212212 12[21(2

railable

D4

railable

Check Database Integrity
oK

Database Integrity Check completed. No issues found.

Click OK to continue.

03/05/19 12:16:37

Gantry

;Remlnder 7263: Recovered gantry to safe location.

03/05/19 12:16:38

System

"Fuu Automation Operating Mode

03/05/19 12:16:46

System

b/ve\come to GeneXpert Infinity System

5-162. HiRETE N E TEXTRBIA

W PedELE (PROCEED) 144l (WL 5-161) o AR &8 1 72 %
Pho MR RI B IR, 27— FHERRE.
an SR AN ARG A B PR ) e B, e ERE (CANCEL) 24 .

W R IR, e (PROCEED) 4441 LUE 5 Hidf P . %Ejiiﬂgﬁﬁa%g
PERGET 5, B R 5 B PEAG Y (Database Integrity Check) T AF X 548 7~ 5 Bk

BAECLTmW. H2

Z

K 5-162.

RPEE (OK) %4, iEZ WK 5-162.

Rds s e BV S, R oREUR P (Database Management) TAE[X
KM (CLOSE) 241 LLIR H i ¥s 4 # (Database
Management) TAE[X . Xpertise XK 5]

ORI e T B e e B A A

GEZILKE 5-156)
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5.8 EXHEZRRETIRIE
AR YL WA ] GeneXpert SE56 %5 B R4t (LIS) B EHL I H:
o S8, fEFNERSIRE T AN
o B 5827, HIEEM
o 35837, HUBMENLFEMILTE A
o B 5.847, KMNALE R FEEIFHL

Cepheid #iY: ¥ GeneXpert i EH RFEEHEMENE, SUHLALREFEERSE (LIS) L&
MRS GeneXpert MliXERCE, G3F ({EFRRF) WL TEBHIEN:

e

« GeneXpert ¥ R4
* GeneXpert $#&iiEE LA
« GeneXpert THIBFIZE

s EHFEHFREREEEN
« XREMFBFRL (LIS) PR ERE

5.8.1 EFHERKETTHLMA
JER T LR, AT RUEE AT 77 2 E S AL T B E 2
+  GeneXpert R4 € WIE R TE S
. GeneXpert H 7 WE 2 FE L4584 (Manage Host Orders) LAEX Fa) & Hif54
o HAEUEMAFE S ID (Sample ID), i) EHL W L FEANFE S ID (Sample ID) [

54
P AE S50 10 AR W A T4 4

EHEEBENIES KR LR R EHE LIS (Manage Host Orders) TAEX R . i
Z W& 5-163.

iE MEEETHIES, BEENIESENRE LE, THT NS HRE,
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EHMAES

Detail User »g :‘ ! lﬂ

Module Status Manage Hget Orders E& ( :)
’ I:‘?r:;e o P1344320 e H2138942 B Nal:::e:;:::(‘e S?:?;;;D Xpe: ::E: :;i:go';/o:;:;d: ' _ORDERTEST
:; ::::::: O [P32141244 H324902344 Name4, Patient 512545322 |Xpert Flu A Normal [03/05/19 1 9 _@
TAS Available ﬂt‘:ﬂ'
A4 Available ?’E C :
P = 2.—(
et P E M4 .
03/05/19 12:01:45 System ‘Szz [De‘al: Ezef] I:s;:: S0
E menE B\\ -
N EHTHREFE
5-163. BB F #1354 (Manage Host Orders) T{EX
EH T HL4E4 (Manage Host Orders) T 1F [X 1) P 28 Fl S FRLA% 4L A -
EHMRIES T - Hr18 L UL , WL R AT H T . 1ZRE
A
+ EB&ID (PatientID) (T[> — FAMMAIEL T E#E ID.
« EB#EID2(PatientID 2) (i) — &EANMRIEA M HANEE 1D,
- BHEMZ (Patient Name) (i) — AT L B FH 4 .
« M ID (Sample ID) — &R FE S HIFE 1D,
o HIE (Assay) — FEANIIAAE A IR IINE A4 MR ARRA 5
o k5K (Priority) — /<M 2 N & (STAT) {4648 2 1E % (Normal) 11
it
. ENHESXHEE (Host Order Time) — 7& AL 64 %454 HImH]
FHTEHIKZ (Host Download Status) 7B - i T LAEXJKHS, Boniilif
HHTHE LR
LA T B EHLFE 4 (Manage Host Orders) TAEX HIAM (52 WA 5-163) ,
EFR 529 .
5-136 GeneXpert Infinity System Operator Manual
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® 5-2. EEFNES TEXERA

mEB | wHak ik

1 154 i FHAEARFME 5.8.1.1 THERIES K ITE.
(ORDER TEST)

, | FanEl EHTHEERHIRS
(MANUAL QUERY)

BUE%EES IR R S iE T R BUHIEE S (CANCEL SELECTED
(CANCEL ORDERS) i, BUE— 1"HEANTHHNIXIES . ERBIAER.
3 SELECTED MEFINBGY, MAERSEAE (System Configuration) TEX F 89 E zh_E & a4
ORDERS) RE, ZMKIESHSNENIELTIRDMER, HEENLZHEL. Xpertise 4
AeEEFINZEM.
MRIEZEWIA, ZWIESEETINIELTEH.
4 ERKE EBREHMTHIKZ (Host Download Status) F&.
(CLEAR STATUS)
HEEBGERIES BBRBUEMTES . kT FEEZNEEUXHE MRS SNESREA.

. | (DELETE
CANCELLED
ORDERS)

o | BERTZHTH AP AT RA RS HFFF L3 (Upload-Pending) si## (Review)
(EXPIRE RESULTS) | fmizzrn 2 B (Expired) fk#s. tRANMERGRESRN AP RE.
EiZBREEMRX B EIEFERENE, FEFEFREIZBFESEMEX (Reset Communication

; (RESET é Buffer); ZMEEEEF THIESHERLBELER.
COMMUNICATION B GeneXpert R4 5EH 2 AMMIR. HHETHFEENBEY
BUFFER) i SR RS BB R A

g X XHEEEHIES (Manage Host Orders) T{EX -

(CLOSE)
i MEMNENEZES, PABHFVNEERIGERNENLERMINRE. HSNE 27427, T

WER.
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Z i, Xpertise Software Detail User »g zt z l"]

L)

Module Status ‘ Manage Host Orders E&
TE:

Module Status Patient ID Patient ID 2 Patient Name ! Sample ID Assay Priority| Host Order
Name; P1344320 H2138942 Name4, Patient S1234509...[Xpert GBS~ |Normal [03/05/19 1 P ——

A1 Available
[ |P32141244 H324902344 Name4, Patient $12545322 [Xpert Flu A ... [Normal |03/05/19 1
A2 Available

MANUAL QUERY
A3 Available =
7o

Ad Available
CANCEL

ailable SELECTED
B2 ailable LIEE

Av
Av

B3 Available @
Av:

ailable CLEAR STATUS
—_—

&

DELETE
CANCELLED
‘ORDERS

&

EXPIRE

RESULTS

)

RESET
'COMMUNICATION
BUFFER

B1

Host Download Status: | Host query is sent at 03/05/13 12:02:21 -
2 order(s) have been downloaded

|Query completes at 03/05/13 12:02:22. hd }l‘

CLOSE

0310513 12:01:45 system [user [Detail User] login.
Q 03105/1312:02:00 System user [Detail User] login.
03/05/13 12:02:17 'System "User [Detail User] login

5-164. ETRFLEEHIESHEEIHIES (Manage Host Orders) T{EX

5.8.1.1 NN EHZHTHRHI—RINXiES P ITERERELIES MK

W MENLE B0 T — RPN TR 2 AT &£ DR 2 M

1. EFEBEHIES ERLLE RE P ENFE4 (Manage Host Orders) TAE X TH]
- W EZ WA 5-164.

TR TMEIE LA, AT Xpertise FfF TAEX 2 EAKNERENITS Kb
- ek, fEA W EE RS .

2. EPEAHMRIEIEME, MTTERE T E0TE 4
3. #%FIES MR (ORDER TEST) 44l

EIRFE MR - FFAI 5 25 FEAD (Order Test - Scan Cartridge Barcode) T.AF
X. iEZ MK 5-165.

IRAEIZAT IR, L% iEBRIE L (Clear Order) 4.
iE BREFVNITEXFETRTREENEEFR, BRENZFRBALIE.

4. Kl 5-166F7r, 8 BB RS Lun s (2) HiNE KT (1),
EoRFE 2R (Order Test) TAEX . 152 LK 5-167.
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Z@m,d_ Xpertise Software e 'g l‘ z l"]

Module Status Order Test - Scan Cartridge Barcode O
‘ 'ﬁ?r:f SET Scan Cartridge Barcode for Host Order CLEAR ORDER
[ "
a fvalabie Cartridge barcode is successfully scanned when you hear the
:AZ Available beep.
‘AS Available
a4 Available
B1 ‘Available
E‘EZ Available
I Patient ID
B3 Available P1344320
;Bd Available sample ID
$1234509124
Patient ID 2
H2138942
Last Name First Name
Name4 Patient
Date of Birth Postal Code
Gender Ethnicity
<None> <None>
Assay Version
Xpert GBS 3
03/05/1312:01:45 System _;User [Detail User] login.
g 03/05/19 12:02:00 System {User [Detail User] login
03/05/1912:02:17 System ‘User [Detail User] login.

5-165. ¥ illik - 18N & £ HH (Order Test - Scan Cartridge Barcode) T{EX — A4 & £ HH5

9
. . g e, O
5-166. {E F B BhfR 5 im F R EAM SR REE N E FRD
GeneXpert Infinity System Operator Manual 5-139
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A

ep!

reie, Xpertise Software

Module Status

Module Status
Name

A1 Available

A2 Available

A3 Available

A4 Available

b1 Available

B2 Available

B3 Available

B4 Available

Patient ID
P1344320
Sample ID
$1234509124
Patient ID 2
H2138942
Last Name
Name4

Date of Birth

Gender
<None>

Assay*
Xpert GBS
Reagent Lot ID*

Detail User »g zt 1 lﬂ

Order Test - Test Information

Postal Code

Ethnicity
<None>

Cartridge S/N*

First Name
Patient

Version*
3

00266 5

Expiration Date* Priority

2020/02/17 Normal

Test Type

[specimen -]

Sample Type Other Sample Type
lomer ‘ v ‘ J

Notes

g

Copreis. Xpertise Software

@

03/05/19 12:01:45

'System

User [Detail User] login.

03/05/19 12:02:00

System

User [Detail User] login.

03/05/19 12:02:17

System

[
[
T
[

User [Detail User] login.

5-167. 35 % ik - iR {58 (Order Test - Test Inf