GeneXpert®Infinity System-
Schulung zu Xpertise 6.8
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Agenda:

Kurzer LIS-Uberblick

- Infinity — Uberblick

- Xpertise Software-Funktionen Fehlerbehebung

Ablauf zum Herunterfahren

o des Systems (Shut Down

« Infinity-Dateien

- Anzeigen von
Testergebnissen

Wartung

- Datenverwaltung

N
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Infinity — Uberblick ) o

4F

=
3 ©Cepheid 302-4032DE Rev. A, Juli 2020 CE-IVD. In-vitro-Diagnostiktim.



GeneXpert®Infinity Echtzeit-PCR-System

Systemkomponenten
« GeneXpert Infinity
o Transportband, Roboterarm, Speicher
o Module
 Thermisches und optisches System
* Prazisionsfluidik
« Extraktions- und Reaktionskartuschen
- Reagenzien
- Trockene und flissige Reagenzien
« Computer-System

o Software, Barcode-Scanner,
LIS-Schnittstelle und LINK-
Konnektivitat
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GeneXpert®Infinity Komponenten

1 - Monitor mit Berihrungsbildschirm 13 — Abfallbehalter (nicht sichtbar)

2 — Kiosk-Barcode-Scanner 14 — Roboterarmsystem

3 — Tastatur (drahtlos) 15 - Greifer

4 — Maus (drahtlos)
16 — Barcode-Scanner am

Roboterarm
17 — Not-AUS-Taster

5 - Kiosk-Computer (im Hauptgerateschrank)

6 — Eingebetteter Computer

(im Hauptgerateschrank) 18 — Turgriffe links und rechts
7 - Transportband 19 - USV (nicht sichtbar)
8 — Aufnahmebereich 20 — Netzschalter

9 — Speicherfacher
10 — GeneXpert Module
11 - Wagen

12 — Abfallfach

N\
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Ansicht der Rluckseite

Nameplate Label

Infinity-48s

© Cepheid 302-4032DE Rev. A, Juli 2020

Serial Number Label

Biological
Risk Label

High Voltage
Labels

CE-IVD. In-vitro-Diagnostikum.

Biological
Risk Label

High Voltage
Labels

Nameplate Label

Infinity-80
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Kiosk-Ansicht

Touchscreen Monitor

Kiosk Barcode

/ Scanner
/ Sempries

a—— Kiosk Table Top

Wireless Mouse
Load Zone

Wireless Keyboard
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Kiosk-Ansicht — 2

Shuttle Loading
Drawer (Open)

N

Cepheid.

8 © Cepheid 302-4032DE Rev. A, Juli 2020 CE-IVD. In-vitro-Diagnostikum.




USB- und Ethernetanschliisse

USB Port 1

USB Port 2 with Wireless
Keyboard and Mouse Receiver

LIS/LAN Port (Ethemet 1)

User Mode Dongle
(Cepheid P/N 700-3572)

Remote Diagnostics LAN
Port (Ethernet 2)

//Cepheid.
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Kiosk-Barcode-Scanner

1 — Kartusche

2 — Barcode-Lesegerat
(eingebaut)
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Abfallbehalter

Waste Container
Cepheid P/N 300-9520

(10-Pack Kit)

Waste Access Door

//Cepheid.
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Aufnahmebereich-Ansicht

Shelf
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Gefullter Wagen

Site 1

Shuttle Loading

Drawer (Closed) & —

Site 2 Site 3 Site 4




Wagen

Funktion des Wagens:
- Kartuschen mit STAT-Anforderungen laden

-  Entnommene oder zurtiickgewiesene Kartuschen entfernen

Site 1

Shuttle Loading
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Site 2

Site 3

Site 4




Roboterarm

Gantry II
i

EMERGENCY|
STOP Button

Gripper

Gantry Barcode
Scanner

Module Door
Mechanism

.l

Der Roboterarm besteht aus einem
Greifer, einem Barcodescanner und einem

TUrmechanismus des Moduls/
/Cepheid,

14 © Cepheid 302-4032DE Rev. A, Juli 2020 CE-IVD. In-vitro-Diagnostikum.




Module — Acht-Pack-Bereich
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TUrmechanismus

Gripper

Gantry Barcode
Scanner

Module Door
Mechanism

Reflektierende Quadrate zeigen
an, ob die Tur offen oder
geschlossen ist

//Cepheid,
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Speicher

Speicherfach — 8 Positionen >

N
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Eingebetteter Computer (im Hauptgerateschrank)

Embedded Computer

N
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Xpertise Software-Funktionen

4F
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Startbildschirm
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View Outstanding Orders View Another Test Modules Available Status

Load or Retrieve Cartridges

Manage Host Orders |

Module Status

[ P

TERTIE R

smevs

Waste Capacity / Contents

| / / Database Alert

Exit Program
Change Password
Logout
Login
= " Current User Name
»”  Pause
-
e Program Icons
-
Tests Since Launch =
S Tl e T e | = eet==1
P e
Test lcons i
{ !
-

Administration Icons — =

Maintenance lcon — g

|- i

N
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Mentbereich-Ubersicht (Schnellsuche)

k0 |§@[§&n+ geg@hgp |z§[. galg.
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Verflugbare Arbeitsbereiche

Tests Since Launch

Tast RasuE Assay Srant Estnatsy  Status |
Type Date Miries
| TOReny

Test Icons

Administration lcons ———»

Maintenance Icon

N

Cepheid.
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Meldungsprotokoll

& Xpertise Software

Module Status Message Log
Module Status l Type Time Subsystem Message
Name i 1 o® L 08/04/11 17.31 53 r— Software intialzation Database infegnty Check started ,

Al Avadable 1 ® I voa,;,_‘ 1117.31863 System ‘fie.fna'e ntialzaton Database integnty Check completed |
A2 Avadable ¥ Leowis 172330 Emegency Siop Reminder 7202 Emergency Stop de-actvated
A3 Avaiable ' T loaoars 173350 s Dooes [Reminder 7223 Giass Doors are closed

- Avadabie ’ ¥ baoens 17-33% g DoOR Reminder 7223 Glass Doors are closed |
SR LT O T e | Das Meldungsprotokoll
82 Avadable - ¥ osoar1t 173353 Giass Doors Reminder 7221 Glass Doors are latched ; kann Zur Fehlerbeh ebu ng
83 Avatatie : [ 11173356 Waste Container [Reminder 7322 Waste access door Is locked | a.l sP DF'Datel aus g ed ruc kt
84 Avasable ==l
1 o werden
c2 Avadable
c3 Avadable

c4 Avasable

o2 Avasadle

02 Avadable

D3 Avadable

) Avadable
£1 Avadabie
£2 Avadable
£3 Avasatie
E4 Avasable
F1 Avasable ] =" 0804111 1733 31 Waste Container Reminder 7323 Waste access 000r s unlocked
F2 Avadable l JAS I 08/04/11 173353 .',,.\55 Doors Remnoer 7221 Glass Doors are latched
F3 Avadable I _’ F 08/04/11 17:33.56 Waste Container Remmnder 7. Waste access 00or is locked

N
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Uberprifen der ordnungsgemaRen Installation

und des Setups

24 ©Cepheid 302-4032DE Rev. A, Juli 2020

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

GeneXpert® Infinity System
Installation Qualification Report

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

Systemn Information
Software ersion Status

Xpertisa™ Software 6.8 Pass

Java Rurtime Enwvironment 1.80 131 Pass
GX_Lhnils, OLL 0.84.0 Pass
S0l Database 2012 (SP3) (KB3072779) - 11.0.6020 Pass
Database gx_db 3.1.9.0 Pass
Operaling System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass

Instrument Information
Instrumeant S/N 805034

S ] Version Status
Infinity Server 2172.004 Pass
10Sarver 1007 Pass

Gateway Name

Gateway S/N Gateway Firmware

A 712374 2018
B 712375 2018
[+ 712378 2018,

CE-IVD. In-vitro-Diagnostikum.
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Infinity Planer

Prioritaten:

- STAT*: wird zuerst geladen, es sei denn, es liegt eine Kartusche mit Verfallszeit vor

- Assay-Stabilitat: Wenn 2 Kartuschen mit gleichen Verfallszeiten vorliegen,
wird diejenige mit der héheren Assay-Prioritat zuerst geladen

- Assay-Prioritat: benutzerdefiniert im Menu ,,Manage Assays* (Assays verwalten)

* STAT — lateinisch fir statim = sofort

N

Cepheid.
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Assay-Prioritat

Automation
( : ) ‘ ‘ [] Auto Submit Order
e [ Enable Assay Priority
[¥] Enable Audible Alarm
STAT Modules Reserved
o
=
— Auswahl des zu mp B
MANAGE priorisierenden Assays
ASSAYS l
Manage Assays é
— | wersion | maed Lot specne Pa MPORT
_Iperl NG 3' -
Xpert CT 3 = 3
.Ipﬁl'l GBS G3 2.'3_ = -
Xpert CT_NG 3 =
.Il!peﬂ BCR-ABL Monibar 1S 1- - %
|):per( Flu & Panel ! l 4 = —
Mpert EV Assay G | = 7]
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Uberwachung laufender Tests

Module Status

Status

A1

[z78

B1

Tests Since Launch

B2

Patient ID Sample Mod User Test Result Assay Start | Estmated|  Status
D Name Type Date Minutes
738743170, [738743170147 |A4 Detail User  |Spetimen  NO RESULT  [Xpert EV Assay imsns 175921 Running
H73874317 .. |SD03B5762029. |A3 Detail User  [Specimen  NORESULT [XpertEVAssay  (03/05/1317:59:31 13 Running
View Another Test
Sample ID  (Use _'asa singfe letter wildcard, %’ as mulliple leffer wildcard)
| xpert M 02051
Patient ID Sample Mod |  User Test Resuit Assay Starnt Estmated]  Status
D Name ‘ Type Date Minules |
To Result|
K¢ 15480453874538 'C1 |Administratio  |Specimen  NEGATIVE  Xpert SA Nasal Co.. |03/04/1317 5551 {Done
0205145 [xpert M 03051 A1 |Administratio. [Specimen  NO RESULT Xpert MRSA Assa. |03/04/19 16:23:45 laborted
Xpert M03051 D4 {Administratio . Specimen NEGATIVE  Xpert MRSA_SAB..|03004/19162324 iDone
hpertGoaost Da  |aaministato |specimen ERROR  Xpert GBS 3519 162250 | Incomprete
D205145 Xpertv 030518 01 |administratio Specimen NEGATIVE  Xpert vanA 03/104/1191622.34 Done
D205145 Xpert M 03051 B4 fmrﬁmsua«o Specimen  NEGATIVE  Xpert MRSA Assa. |03/05/19 1622.06 Done
[Xpert M02051 [C1 |Administratio... Specimen NEGATIVE  Xpert MRSA_SAB... |03/05/191621:23 Done
D205145 [Xpert M 03051 83 {Administratio . [Specimen NEGATIVE  Xpert MRSA_SAB... |03/05/191619.02 Done
Xpert M03051 C1 jAammslraho Specimen NEGATIVE  Xpert MRSA Assa.. (03/05/1916:17:38 Done
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Module aus Test ausschliel3en

—»

Exclude Modules From Test

Alle Module, die
deaktiviert wurden,
werden im Abschnitt
Modulstatus gelb
gekennzeichnet.

28 ©Cepheid 302-4032DE Rev. A, Juli 2020

EXCLUDE
MODULES
FROM TEST

Module Status Module SIN Estimated Minutes
Name To Result

=] A1 Available 642969

=) . Invatatie 642000

=] ja3 Available 843030

i:/ a4 avaiotie 642845

« B1 Availatie é43o1 5

® b2 Avaiiabie 642512

=] 83 Available 642706

=] B4 Available 643243

=] c1 Invatiatie 602699

=] c2 avetatie 12818

= c3 Avaiiable er2685

=] c4 Availabie 612816

i 1 Avatiatie

a D2 AAvailable 612665

= D3 Availabie 612004

=] D4 vatatie 620358

’ SELECT ALL I DESELECT ALL I

CE-IVD. In-vitro-Diagnostikum.
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Zuruckhalten von Kartuschen

.IHI. Cartridge Retention
‘ M ‘ ‘ - #Enable Cartriage Retention
CARTRIDGE e Raian lw resay ]
NG -
RETENTION ; e &

03]
=]
3 ;::;;’fmmmws §
g Rpet i A Pt
) = e =
Verwendete Kartuschen kdnnen nach =
dem Durchlauf zurtickgehalten . [ » I
werden. Wenn diese Option gewahlt N\ &t =
wird, werden die Kartuschen nach e i
dem Abschluss des Durchlaufs auf . CH— Sissrs
dem Speicher platziert und kénnen S T ~
mit dem Wagen entnommen werden. T
View Results
' ) '::::I:, lewm::‘ Patlent ID 2 P334857884343
Einzelne Kartuschen kdnnen I Ve

wahrend eines laufenden _ , : : §
oo b TesiResut | b AnateResull | b Detal B AmpMicaionCurve | B Ewors | b History | b Suppont
Tests zurtickgehalten werden | :

Resuit
O RESULT

Disclaimer

Sample Other Sample Type

[Other

'

Delall User Retain Cartridge After Test Completion
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Entnahme zurtickgehaltener Kartuschen

B Cartridge 1/0

Cartridge { Priority Sampie Assay Order Time Cartrigge
Status 1D | SN
a2 » e - 5 mn - -
Normal [127856789 Xpert C dift-Ept |03/05/1 91445 10015808
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Infinity-Dateien e

4F
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Von Infinity verwendete Dateitypen

Assay-Definition (.gxa)
— Diese Datei enthalt die Befehlssequenz fir die Probenzubereitung, das
Protokoll fur thermisches Zyklieren und Analyseeinstellungen.
— Die Assay-Definition muss vor dem Scannen der Kartusche in die Software
importiert werden.

Chargenspezifische Parameter (.gxr)
— Sollte der Assay einen LSP erfordern, ist dieser im Barcode der Kartusche
eingebettet. Der Barcode muss gescannt werden, bevor die Software die
LSP erkennen kann.

Testlaufdatei (.gxx)

— Archivierte Dateien fur Backup und Uberprifung durch den technischen
Kundendienst. //Cepheld
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Anschliefden des externen DVD-Laufwerks
an den Infinity
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ADF importieren

/ Import Assay
SRNE ol & |- E—F 5
basps IMPORT ot

{5 Removable Disk [Ex]

S embeddedpc (0.11.14.130) (2 =
Import Assay éj
Hier wird der neue Assay = == L @EamEE :
nach dem Import angezeigt. ‘\ ped
Mapdge Assays '
[ Assay Version | Need Lot Specific Parameters
IJ\pnrt BCR-ABL Monitor IS )’ 1 v]
HIV-1 Quant GE 1 ¥
Xpert GBS 3 = -
Xpert Fiu A Panel 3 =]
¥pert EV Assay 3 w
Xpert MRSA_SA Nasal 1 =
Xpert CDIFFICILE 3 ] . :
Files of Type: [Assay Fies (gxa) [
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Infinity-Workflow ; o

4F
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System starten

Zwei Minuten warten R
(System wird

hochgefahren). Kiosk-

Computer und Cepheid-Admin
eingebetteter Computer —

beginnen mit der
Kommunikation

Hauptnetzschalter auf Melden Sie sich nach der Wartezeit
,On“ (Ein) geschaltet (unbedingt erforderlich!) mit Ihrem
Windows-Passwort an

36 ©Cepheid 302-4032DE Rev. A, Juli 2020 CE-IVD. In-vitro-Diagnostikum. //Cephe/d.




Start- und Desktop-Symbole

& Verknlpfung far
Xpertise Software [Jd Cepheid-

I (zum Starten SNEEl Ferndiagnostik
il doppelklicken)

Remot...
EI“ GeneXpert-Ordner

GeneXpert

Folder

Q X

Cepheid-Admin

GX Support
Datenbanksic

[:ll;l
Remote DB herung
Backup

Ablauf zum Herunterfahren des Infinity Systems

Shutdown
Infinity ...

37 ©Cepheid 302-4032DE Rev. A, Juli 2020
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Anmeldung beil der Xpertise Software (optional)

Module Status

Login v
ik St oM
Hame

Wenn Benutzer mit
Administratorrechten und
normale Benutzer definiert

',‘,:':.:"'“‘/ | wurden, melden Sie sich mit

| Ihrem Benutzernamen und

lhrem Kennwort an

Faswword

sz 1T a4z [Cr— SaraiEnn® ninily Kpafss SoMwmee. varsion 0.5 fard G053 17 2843
IS 1T 85 43 o pware miaTalon [alanase niegrity Chedk competsd
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Bildschirm ,,Database
Management“ (Datenverwaltung) (optional)

Module Status Database Management
Wenn diese Funktion nicht in

der Systemkonfiguration
Do you want to perform Database Management tasks? deaktiviert wurde, ist die
Datenverwaltung aktiviert und
wird beim Start und Beenden
der Software angezeigt.

kamanz 1 snaz [E— SarmipanS ninly Kparls Softwiee, varsion 6.7 slas) DO04NE 17 5542
RS 1T S8 43 Sy Eoware: nilaknion Dalabase nlegrity Check compieted
s 31T 5706 SHEET M [Detal Uises| login

N
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est-Archivierungserinnerung (optional)

esmue o @ @ [

Maodule Status Test Archive Reminder
o )
Mame
fat Ansdae
nz asatnn
[as [
" P—— Archive is overdue. Do you want to archive now?
Bt = -
bz Anudaze Detsr Uver .z x- : *
B3 Anadank
na Amdabl
c1 Anpdane
= [
= ey Module Status Archive Test
(=3 ._- - -
o1 ! Mosuse T I Cioak IDs
{ Hame
b Jmtotie i m— _IPurge Selected Tests from List After Archiving (Recommended Monthly)
o Andanty !
m Tassass A2 Avadare - - .
. t Fatent 1D Sanple Wod User Resut Assay Status Ermer Start
A3 o 1 o rane 1 Stanus Dae
Al Assdatie ( HIS1B272003 .. JUHES0531 (€3 <Hone» PECATIVE  Mpert COFF. [Done 10K T 17| .
B1 Axadari i WINTANST | ISD1EZYT Oeal User  MEGATIVE  pwt COFF [Done o ormowsrs |
fGanry isdte 1263 Rcovaned junty 10 sale icaton b2 Asstaze C HIZB748067 . D221 A1 Detsl User  ERROR Hpert BCR-. ‘Aborted Erroe 01730018 15
Symen Aulomakion Operating Mode . 4 { { i i { { i
oymen ecome 10 Genespert ity Sysiem B3 Asalam o 1051050302 MGESGTOS ) Detad User  PIV-1 DETE . V-1 Quand _ Done oK 00 ] R L
Anatatie ( HI5IBN05066 .. FTS49558 k2 Detad User  HV-1 DETE. HV-1 CusntDone o DLOBE 15
Asatae = BIBR0M2E . MGEIETOE A2 [Admmisyati | POV-T DETE. . 19V-1 Guant_|Done oK DOWID 14
DaS g |e| C h e g | |t fu I d e Test- c2 Asatazi HISIBE03305 .. FT343567  |As {sdminksyrati . HV-1 DETE ., HV-1 Guant.. Dene oK 050818 14
h [ . c3 ERYCTY c HISIBTIERG . TTS40600 189 jasx User  ERROR V-1 Qumnl._Aborted Esror DWSEB 14
Archivierungserinnerung = e G poswsoss [Grese0 2 [uameaat pronoT_ bevrcum joone ok pwens e
D1 Avrine = FOSIDS03456 .. [CREIDTED B4 {\dmintstrat  JATB NOT D t MTB- . |Done oK DIEE6 13
o2 Axaladie [ FOUSOUGEIES . KWE3M6T B3 MRSANEG. Hpert SANa . [Dooe oK 0618 13
o3 Asrinree o FISBTING .. (GHAITIEE A3 Adminerall | MREANEG  Mpert SAMa  Done oK D968 43
o Avedeze ! FOS18S6 7828 A2 AGIEYALL  MIRSAPOS e SANa | Dooe oK 1009 513
— s L - SR SARSAMES  Noedt QAN Done T STV TR
sy eesucy SLLCT W
SELECTALL DESELECTALL ‘ v == |

Falls ,,Yes“ (Ja) gewahlt wurde... / )
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Steuerbereich-Symbole

View Outstanding Orders View Another Test Modules Available Status
Load or Retrieve Cartridges Waste Capacity / Contents
Manage Host Orders Database Alert

« Xpertise Soitware

Dashboard

N

Cepheid.
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Weitere wichtige Symbole

Wagen offen Fehler liegt vor

Glastir nicht verriegelt

Warnsignal Analyse-Modus
stummschalten
E Abfallbehalter o
auswechseln/Abfallklappe Betrieb im manuellen Modus
schlielRen

N
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Verfugbare Workflows

Es stehen zwel Betriebsarten zur Verfigung:

— Automatischer Modus (normaler Workflow)

— Manueller Modus (kann benutzt werden, wenn das automatische
System nicht voll funktionsfahig ist)

N

Cepheid.
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Anfordern eines Tests im automatischen Modus

Order Test - Sample ID
Scan or type in Sample ID

» 5 [5D038576292932
E I£ Sample ID is successfully scanned when you hear the

O beep.

—I ORDERS -| ORDER TEST

Py

FIVFII Iy A

Patient D
WI38743170147
Patient ID 2
HGL0585720395
Last Name
e ko
Dorait User .: z. ‘ !oJ = ﬁ :
19950314
el susmIt
Order Test - Patient Information o
Scan or type in Patient ID conTmE
[H738743170147 s
o8 CALENOAR
Patient ID is successfully scanned when you hear the x Order Test - Assay
beep.
b S0 000eR Scan Cartridge Barcode
Cartridge barcode is successfully scanned when you hear
PatientID 2 the beep. ~
[Hoass86720095 .
Last Name First Name
[namet Patent B
Date of Birth. Postal Code
[vyyymmoo
Gender Ethnicity Patient ID
[cwone> T+] <Nane> b 736743170147 =
Sample 1D -
SDOSEST6292932
Patient ID 2
Optlonal HGA0585720305
Last Name First Name
Name1 Patient 3
Date of Birth Postal Code
19950314 98765
Gencer Ethnicity
Femaie White
Prionty / 3
44 © Cepheid 302-4032DE Rev. A, Juli 2020 CE-IVD. In\It0-DiagiioSuKui. Z Cepheid.




Anfordern eines Tests Im manuellen Modus

."u"ﬁé"
1

Order Test - Patient Information

Scan or type in Patient ID CONTRRE
O —
ORDERS -| ORDER TEST H203948050934 Bl
DOB CALENDAR

Patient ID is successfully scanned when you hear the
beep.

PatientiD2
HG49586720305

| set Mama Eiret Mama

Order Test - Sample ID OrderTest - Askay
> Scan Cartridge Barcode
Scan or type in Sample ID
Cartridge barcode is successfully scanned when you hear —
SD948375028 the beep. 8=

Sample ID is successfully scanned when you hear the

% beep.

Patient ID
H203948050934
Sample ID
Patient ID SD048375028
H203948050934 Patient ID 2
HG49585720305
Patient ID 2

HG49586720395

N
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Anfordern eines Tests Im manuellen Modus

Order Test - Module Selection
Order Test - Test Information Use this module or select another
Patient ID

H203948050934

Sample ID
SD948375028
Patient ID 2
HG49586720395

Last Name
Name1

Select the module to run the test

First Name
Patent

Manual Load - Remove Used Cartridge Manual Load - Module Preparation and Self-Test

Confirm Module A3 is empty and leave the door open. tandby while Module A3 is being prepared.

Press CONTINUE to proceed.

Manual Load - Load Cartridge

Test Start Successful - Ready For Next Test
oad the cartridge in Module A3 with the flashing GREEN light, and

close the module door. Successfully started the test.

- Press ORDER NEXT TEST to order another test.

Press END ORDER TEST when you are done.
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LOoschen von Testanforderungen —
Im automatischen Modus

Order Test - Assay

Scan Cartridge Barcode

Cartridge barcode is successfully scanned when you hear
the beep.

4

Order Test - Assay

YES to cancel this test order. All input will be cleared and restart

from Patient ID entry.
NO to continue with this test order.
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LOoschen von Testanforderungen —
Im automatischen Modus

Oder (beim Vorliegen von ausstehenden Anforderungen):

View Order
Patient ID
HA305068 40405065
Sample ID
?& SDI4B5ETS
ORDERS OUTSTANDING Assay" Varsion*
ORDERS Hperl CT_NG 3
Reagent Lot ID* Cartridge S/N*
05621 427271437
Expiration Date* Priority
0THN1O Normal

4

View Outstanding Orders

YES to cancel this test order with sample ID [].
NO to continue with this test order.
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LOoschen von Testanforderungen —
Im manuellen Modus

Fatient ID
HROA94 0050934
Sample ID
SDO483TEOCE
FPatient ID 2
HGA5867 20305
Last Mame
Feame

Date of Birth
18050313
Gender

Female

Assay”

xpert CT_NG
Reagent Lot ID°
o7 105
Expiration Date”
202001115

Test Type

Sample Type

Order Test - Test Information

) | B¢

CLEAR DRDER
First Name
Fatenl
Postal Code
BETES
Ethinicity
White
Version®
3
Cartridge S/N'
443432184
Priority
Normal

—

Other Sample Type

|0|her

Notes
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Anzeigen von Testergebnissen  *

4F
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Anzeigen von Testergebnissen

s View Another Test
M D Sample Mod User Test Result Assay ~ Start Estimated  Status
D Name Type Date Minutes
. = To Result
| H3;1;5;)Q!; U@Géi B3 Al;e(all User ;pe< imen Flil HETERO. xperi F:& FV Co. 055.4971777;97735 .Don; iy

H35189059 . |UJ787933 A3 .Dctall User :saectmcn Fll NORMA .xpcn FEI&FVCo.. |03/05/1317:28.47 .Donc
H35188538. . | HN237945 A2 Detall User  [Specimen FIl HOMOZ... Xpert Fi & FV Co... [03/06/1917:27:55 Done
H20495860... |SD43958674 B4 .Detall User ‘speclmen INEGATIVE .Xperl EV Assay 09/13/18 11:43:32 .Done
H35189038. . [SD4958104883 (B3 Detail User  [Specimen  [NO RESULT XpertEVAssay  [09/01/18 154926 Stopped
H73874492. . |HG3958203956 (B2 Detall User  [Specimen INEGATIVE  Xpert EV Assay 109/01/18 12:52.35 Done
H73474347...|HD3049586721 |B1 'Basn: User ’soeumen INEGATIVE 'Xpeﬂ EV Assay 09/01/18 12:33:35 'Done

" | | [reorastr0_lrssrasizorar e petanuser |specmen |NEGATVE xpenEvAssay 000118 121643 Done
H73874317..|SD038576292.. A3 .Dﬂall User TSpe(lmcn INEGATIVE .chn EV Assay 106/01/18 12.13.32 .Donc
H35189055. . |RL439664 B2 Detall User  [Specimen CT DETEC... Xpert CT_NG 106/15/18 17:15:06 Done
H35189055. . [TZ637890 A4 IDetai User .uegame C.. |CT NOT DE -Xpen CT_NG 106/03/18 17:41:03 Ibone
HOS5688905. . |HA233967 |A3 Detail User  [Specimen CT DETEC... Xpert CT_NG 106/03/18 17.39:54 Done

Alternativ:
> =
L —
VIEW RESULTS
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Testergebnis-Anzeige

e
View|Resuiits View Results
PatientID®  HT38743170147 PatlentID2 HG43586720396 _‘
Sample 1D |50036576292902 R e DT
Assay"  Xpert EV Assay Version® 3 Sample ID 534078 e —
\ Assay'  XpertFil & FV Version® 1 D
bvmwlb:m(bs-wun REPORT
Result . =
|m | b TestResult [ b Anatyte Ressit [ P Detsl | b Ampfication Curve r b Emors [ b History | b Sepport )]
e UPLOAD
Dlo‘r:;nll'";msmon use onty. ‘ Result —_ RESULT
FIl RORMAL;
o
Sample Type Other Sample Type S TEST
[omer -] Disclaimer
For In Vitro Diagnostic Use Only.
Ilj:'::uuser | EE>
S NEXT TEST
Done
Sample Other Sample Type 1 =
Notes ) Other | | =
‘ User VIEW ANOTHER
Detail User
H 0 Status Upload Stat
Ansicht fur normale Benutzer = el

M4
(drei Registerkarten) s cLose

Ansicht fir Benutzer mit Administratorrechten (alle Registerkarten)

L]l

Sie kdnnen zwischen vorherigem und nachstem Test wechseln oder aus der Liste wahlen
(anderen Test anzeigen). Gilt flr alle Benutzertypen! / ]
7~ Cepheid.
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Ergebnis-Registerkarten — verfugbar
fur alle Benutzertypen

View Results
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pumber 2 was below the minimum of 26.0

Patient D'  D205145 Patient ID 2 D
sample Xpert M 03061
Assay" EV Assay Version® 3 D
REPORT
')rmn.un])snm|)sm CJQ
PREVIOUS TEST
Reagent Lot ID* . Assay Type
00254 In Vitro Diagnostic QE>
Cartridge SIN* Expiration Date’ NEXT TEST
7508105378 12121125
Test i ol
-]
Specimen | ‘ =
VIEW ANOTHER
Priority TEST
Normai
start Time End Time ’I‘
03/05/19 16:22.08 0310519 17:39 54 i
S View Results
oK
S Xecsion Instrument /N PatientID*  H738743170147 Patient ID 2
68 805034
Module Name Module SIN Sample ID  SD038576202932
A3 643030
y*  Xpert EV Assay a
} Erors l » Ssupport
Description | Detail Time
Error 5007 [SPC] probe check failed. Probe check value of 20.8 for reading [03/05/19 18.40:28

Z Cepheid.




Ergebnis-Registerkarten — nur fur Benutzer mit
Administratorrechten verftgbar

View Results View Results
PatientID  H351890559682R PatientiD2  HD340828374 PatientID  H351890569682R PatientiD2 HD340828374
ID  RL439664 Sample ID
say* Xpert CT_NG Version®* 3 Assay* Xpert C Version* 3
} TestResur )mml)w )Anw\wmc-m]berrm])m }  Sepport } TestResult )umh-u[)w[}mam[bEm[)m P Sepport
Analyte ct EndPt Anaiyte Result Probe Anaiyte | Prb Prb Prb Probe 2nd Deriv Curve
Name Check Name Chk 1 Chk2 chk 3 Check Peak Fit
_ Result Result Height
CT1 321 312 POS [PASS CT1 1239 280 239 PASS 0.0 PASS
NG2 0.0 4 NEG PASS NG2 1220 273 1220 PASS 0.0 NA
NG4 0.0 1 NEG PASS NG4 a1 52 a1 PASS 0.0 NA
SAC 00 1 NA PASS SAC 105 86 103 PASS 00 NA
SPC 336 27 vt pAss SPC {357 300 1355 PASS 0.0 NA
View Results
Patlent|D  H361890669682R PatlentiD2 HD340928374
Sample 1D RL439664
Assay' Xpert CT_NG Version* 3

[ b Tosthossk | b anciyieRessh | b otail | b Ampitcaioncare | b Emors [ b s | b Swwort

Fiekd Name WAS: ] LUser Time
Patient ID Patient Hame 4 H351800559682R <Mane> 030513 10:51:51
Patient ID 2 HD340028374 Detail User 03/05/1915:01:27

N

Cepheid.
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Amplifikationskurven-Ansicht (nur Benutzer mit

Administratorrechten)

PatlentID  H361890669682R

Sample ID  RL439664

Assay* Xpert CT_NG

View Results

PatientID2 HD340928374

Version* 3

')rmn-u[v » Aamumu[ P Detsil | )mc-ml"} Em[ P Hstory | b Sepport

, =

400
300
o
g
»

& 200
=3
-]

100

¥l [Z] c11; Primary

) [ NG2; Primary

o lwecomay

W] ] sAC; Primary

¥l [Z] spc; Primary
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Amplifikationskurve exportieren

GeneXpert PC 03/05/19 18:59:50
Graph Report
Sample ID: RL439664
Test Type: Specimen
Assay Name: Xpert CT_NG
Assay Type: In Vitroe Diagnostic
Assay Version: 3
Reagent Lot ID: 05814
iew Results - Export Curve E Status: Done
et Error Status: OK
GENERATE Notes:
e Order Time: 03/05/19 17:14:14
Started At: 03/05/19 17:15:06
Graph With Legena Ended At: 03/05/19 18:43:13
) Graph Only GENERATE User: Detail User
REPORT FILE S/W Version: 6.8
Graph Name: Primary Curve
PREVIEW — — |
REPORT Lo ) CTY: Peimaey &
ey 2 1) W Premery |
’l‘ 2 2] wos; ey
<o ¥l ] sAcPemany
CLOSE 2 =1 2] ey
| E————— g P

W\

Cepheid.
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Testbericht

Normale Benutzer
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Test Report
Patient|D | Sample Mod User ‘ Test Resul | Assay~ | Stalus Efror start
1) Name Type Status Date
O |H351527299 . [UHaB9831 [C3 <fone>  |Specimen  [NEGATIVE [Xpert COIF . [Done oK 071418 1. | &
[ |H351800550. [RLA30GE4 B2 Detall User [Specmen [CT DETE.  pent CT_ |Done oK loonsner ||
H351800550. [TZ637800 A4 Detail User |Negative C |Done oK 03721/19 1
H055889050_[#A239087 3 [DelalUser [Specimen |CTOETE DpenCT_ [pone ok 0a1n9 1
HA245654 A1 Detail User [Specimen  (CT NOT D... ¥pert CT_.. [Done oK 03721118 1
H350305485_ {SDO34854.. B1 Detall User |Specimen INEGATIVE [Xpert EVA_[Done oK 051318 1.
H351800362... [SD405810... B3 Detail User |Specimen |NO RESULT Xpert EVA Stopped (0K 0501/18 1
H736744925. . |HG395620.. B2 Detail User [Specimen  [NEGATIVE [Xpert EVA...[Done oK 05/01/18 1
W734743470._|HD304058.. 1 lBaskc User |Specmen [NEGATVE DpertEVA_[Done  |OK 08118 1.
738743170147(73874317... |A4 Detail User |Specimen  NEGATIVE [Xpert EVA_|Done oK 050118 1|
H736743170.. |SDO38576.. A3 Detall User [Specimen |[NEGATIVE [XpertEVA [Done oK 05/01/18 1
H351855062...[UJG00762 |83 Detail User |Specimen |FIlHETER .. [Xpert Fil & ... Done oK 091518 1...
H351800506_ (UJ787933 A3 Detail User [Specimen  [FIl NORMA__[Xpert Fil & . [Done oK 09/15118 1
H351885362 . [HN237945 A2 Detail User |Specimen  |FIl HOMOZ . Xpert Fil & _|Done oK 09015/18 1
Xpert F 01... A1 Detail User |Specmen  INEGATIVE Xpert Fiu A.[Done oK 01/30/19 1
H351800345. [CR538763 B4 IAdministra Tspecmen MTB NOT ... Xpert MTB pone oK loanera 1
[0 |H351877782..|GKS63805 B1 Detail User |Specimen |[ERROR  Xperl MTB.. Aboded  [Error 0321191 [ |
[0 |H356120862..[TF277650 B4 Detail User |Specimen |MTB NOT . xoenMTB..EDonu oK oazine .| |
o 1395 7 183 p MRSANE.. Xpert SAN...|Done ok 0321191, | V¥ |

GENERATE
REPORT FILE

Der Inhalt der Berichtsdatei ist je nach
Benutzertyp (normaler Benutzer oder Benutzer
mit Administratorrechten) unterschiedlich

kﬁ Test Report
Include Amplification Curve
Patient ID Sample Mod User Test Result Assay ~ Status Error Start
D Name Type Status Date
=] HIV-IVD HIV-Factor .. A6 Detadl User  [Positive Co. |HIV DETE... [HIV-Factor... [Done OK 0117181 -~
B o favrade s Detall Userpostive Co_ AV DETE.. piv-Facior [pone [k r—y
(m} HIV-IVD In Range A1 Bask User |Positive Co. HIV DETE... [HIV-Factor... [Done oK 0116118 1
= HIV-IVD HIV-Factor.. A1 Basik User |Positive Co. |HIV DETE . |HIV-Factor . [Done OK 102/18118 0.
=] HIV-IVD HIV-Faclor... AS Detall User |Positive Co. |HIV DETE .. [HIV-Factor.. [Done OK 0317116 1
=] HV-IVD HIV-Factor... A1 Detall User |Positive Co.. |HIV DETE... [HIV-Factor... [Done OK 071718 1...
m] H11287480 [SD142231 A1 Detail User [Specimen |[ERROR Xpert BCR- |Aborted Error 07130118 1
] H11287489. |SD142231 A1 Detadl User |Specimen NEGATIVE |Xpert CDIF. . Done oK. |07/30118 1
] H35182729... [UH489831 [C3 Detail User [Specimen  |[NEGATIVE Xped CDIF... Done oK I 1068/05/18 1. =
N ] 7 4 Detail User [Specimen |ERROR IXpert CDIF ... |Done Error 108/20/18 1
=] HO5688905. . [HA233087 |A3 CT DETEC. [XpertCT_.. [Done OK 09/03/18 1
(m] H35180055. |RL430664 B2 Detail User [Specimen CT DETEC. [Xpert CT_._. [Done oK j09/15/18 1 |
[m] H35180055 |TZ637800 |A4 Detall User |Negative C._[CTNOTD.. [XpertCT_. |Done oK 102/16/19 1
7] (T3B743170...[73874317_ A4 Detadl User [Specimen NEGATIVE |[Xpert EVA . Done OK 03/05/13 1
&l H73474347... HD304958... B1 Basic User [Specimen |NEGATIVE [Xpert EVA.. Done OK 103/05/13 1...
[m] H73874317_ [SD0O38576.. A3 Detail User Specimen NEGATIVE [Xpert EVA _ Done oK 103/06/13 1 el
a H73874492. HG395820 . B2 Detatl User [Specimen NEGATIVE [Xpet EVA . |Done OK 103/05/19 1 4
Benutzer mit Administratorrechten
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Andere Berichte

GeneXper PC 030519 110454 AM
Control Trend Report
[serexpert PC 03/05/10 17:54:33 - Sebenton Crilera -
Control Trend Report Date Range: Al
Assay: HIV-1 Viral Lead
Assay Version: 1
- Selection Criteria - Reagent Lol Number: An
Date Range: All Tesl Typeds): Posfve Conled 1
. " Lo 96 (log 1.98) eopiesiml
:::::.Vouion_ )z(pert-C. difficile G2 saL 261 (log 3.00) coplesil.
Reagent Lot Number: All
Test Type(s): Negative Control 1 -7 Test(s) Found -
Analyte(s): SPC, Toxin B Trend Log infoamation
Data Type: Cycle Threshold, EndPt Date Range: QU016 - TS
Nurmiber Tests Graphed: [
Nurmiber Tests Nol Graphed("): 1
4 Test(s) Found Note{"): Test resuits that have ERROR, INVALID, NO RESULT or no quantlatve value am exciuded Fom he
= - imend graph.
Trend Log Information Tt Type: Positve Contrd 1
Date Range: 01/20/119 - 01728119 Targe: 200 {log 2 30) copéesimlL
Mumber Tests Graphed: 4 Lower Limil: 96 (log 1.98) cogles/mi.
Upger Limit: GeneXpert PC epéesim
Number Tests Not Graphed(’): 0 e 1 log 20y copesmi
Note("): Tests with errors, aborted, or stopped with insufficient data are excluded from the
trend graph. _ Ao Upper Link
= = Taget
. o ;
Test Type: Negative Control 1 % I Lo Limt =
E
Test Result: Number of Test Results ® 12
Mumber of Test Results For [Toxigenic C.diff 4 E 0.80
MEGATIVE]: ]
0.00

S AAE  Jubi48  Jandd7  MHAT7 Jandd8  Jul48
Date

W InLaLand JGLRange # Qutof LGL and UGL Rangs
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Datenverwaltung >l
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Datenverwaltungsaufgaben

Archivieren/Abrufen von Tests

— Erstellen oder Abrufen einer Kopie der Daten

— Automatische Archivierungsfunktion verftigbar
Sichern/Wiederherstellen von Daten

— Kopie der Benutzerprofile, Systemkonfiguration, ADF und Testdaten erstellen
(verfiUgbar beim Start und beim Herunterfahren)

Datenbank komprimieren
— Nur beim Start und Herunterfahren verfligbar

Datenbankintegritat prufen
— Die Integritatsprifung wird beim Start durchgefihrt

Dienstprogramm fir externe Datensicherung (befindet sich auf Windows-Desktop)
— Sichern von Daten mit verschlisselten Patienteninformationen
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Kurzer LIS-Uberblick S
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Host-Status

[
O

Host-Status (weil3,
wenn nicht
verbunden)

(i

Host

(i ||:

=

Host-Verbindung unterbrochen

.—[|: :
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Hostkommunikation aktivieren

Module Status
was e
e
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s
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s
Py
o
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soatrm
e
pr—
-
jr—
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B S

Cepheid recommends to always confirm that LIS uploaded results match GeneXpert results after
any changes to the GeneXpert or host system, including, but not limited to, changes to the following:
» GeneXpert software version

» GeneXpert assay definition files and version

» GeneXpert host communication settings

» Host middleware software or configuration changes

« LIS software or configuration changes

Caution

N\

Cepheid.
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Fehlerbehebung ¢ o

4F
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Anhalten-Modus

« Der Anhalten-Modus sollte nur verwendet werden, wenn eine Kartusche
manuell justiert oder entfernt wird.

« Entfernen Sie keine Kartusche, ohne den Ablauf ,,Kartusche entfernen“ zu
befolgen!

« Wenn ,,Anhalten” aktiviert ist:
— Die Verarbeitung von Kartuschenanforderungen STOPPT
— Die Verarbeitung von Kartuschen in Modulen LAUFT weiter
— Der Roboterarm STOPPT am Ende seiner aktuellen Bewegung
— Das Transportband STOPPT
— Die Glastur wird ENTRIEGELT

- Wenn der normale Betrieb wieder aufgenommen wird, wird die gesamte
Verarbeitung fortgesetzt.
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Not-Aus-Funktion

Die Not-Aus-Funktion sollte nur in Situationen verwendet werden, in
denen eine sofortige Abschaltung der beweglichen Teile erforderlich ist,
um Verletzungen des Benutzers oder Schaden am Gerat zu vermeiden.

gﬁGEﬂ,
{‘4‘

‘

Bei einem Not-Aus geschieht Folgendes:

eAlle Kartuschentransportfunktionen werden ausgesetzt.

eAlle Funktionen der Benutzeroberflache werden ausgesetzt.

eDie Verarbeitung von Kartuschen in den Modulen wird fortgesetzt.

Zur Wiederaufnahme des Betriebs nach Not-Aus miissen Sie:

eAlle Kartuschen vom Transportband entfernen. Sie kbnnen erneut verarbeitet werden.

eVersetzen Sie unter keinen Umstanden Kartuschen in andere Bereiche des
Systems und figen Sie unter keinen Umstanden Kartuschen hinzu.

Hinweis: Wenn das System zu lange angehalten wird, kdnnen
gegebenenfalls Kartuschen verfallen.
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Not-Aus

&,

Emergency Stop

Press UNLATCH GLASS DOORS to open the Glass Doors to access the system.
Warning: You must be trained to access the instrument.

If a cartridge is stuck or fallen, remove it from the system.

Remove all cartridges from the conveyor.
Do not move or add cartridges to other areas in the system under any circumstances.

To resume normal operation, untwist the Emergency button.

Press RESUME to return to normal operation.

Emergency Stop

After completing your operation, untwist the Emergency button.
Press RESUME to return to normal operation.

@

Emergency Stop

Close all glass doors.
And then press LATCH GLASS DOORS.
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Kartuschen aus dem Speicher entnehmen

NUR IM AUTOMATISCHEN MODUS VERFUGBAR!!!

Symbol ,,Ausstehende Anforderung, Eingreifen erforderlich® (wird im Steuerbereich angezeigt)

View Outstanding Orders
Needs Cartridge - Priority|  Patient ID Sampie Assay Location Qrder Time Estmaled
Altention Status D Minutes
To Resuit

lormal (123456780 127856769 Xpert CAIEpi | ACC1 0310513 14:45
STAT 123456778 120786780 |Xpert CAMt-Epi  Kiosk 03/05/13 14:58

N

Cepheid.
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Kartuschen aus dem Speicher entnehmen

Cartridge 1/0
|.llll g Accsmelator

Mcumuatorl Cannoge ‘ Priority Sampie Assay Order Time Cartrigge
e menuon Status D | s\
- \@ h | Normal 127855780 Xpert C.diff-Ept 0305119 14:45 10015808

\ Cartridge 1/0
11T}
l | nEN Shuttie [ yayg Accomaiator | ’I‘
Shuttie Needs Cartridge Priority Sample Assay Order Time Cartridge cLose
Site Attention Status Ly SN
1 HNormal 127856TED Xpert C.diff-Epi OV05M B 14:45 TE08105376

N

Cepheid.
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Raumen von im automatischen Modus
fenlgeschlagenen Positionen

Module Status

Module Status
Hame

A Ayailabie

A2 il b

A3 .nm

Ad Avasilabla

B .M

B2 Al bl

B3 Availabie

B4 ..nm

C1 Al abie

c2 .m

3 Availabla

Cd .M

G|

D2 Availabla

D3 Available

D Aiailalie
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Clear Site Panel Failed Site Panel

Module Status Automation Failed LoXation

Modute
Hame

Status > Mo .[p m.m'[ N m] » om«Loamu:

A1

m -
A4

B1

B2

B3

{1l
V-
Vg

san
PR

Prifen Sie, an welcher Position ein Fehler aufgetreten ist:

— Offene fehlgeschlagene Position: Speicher, Wagen oder
Aufnahmebereich
— Geschlossene fehlgeschlagene Position: Modul

CE-IVD. In-vitro-Diagnostikum. //Cepheld.




Offene fehlgeschlagene Position (Speicher, Wagen
oder Aufnahmebereich)

Automation Failed Location
b Module | B Accumulator | b Sheise i }  Other Locations
Clear Site Failed SHe
1 12

O

O,
g \;*

@ @ @ Clear Failed Location

If ACC 12 is empty, press EMPTY.
If ACC 12 has a cartridge, press HAS CARTRIDGE.

|

-

£ e

-
Iiﬂn|§[ |
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Offene fehlgeschlagene Position (Speicher, Wagen
oder Aufnahmebereich)

@ Clear Failed Location

=

Unable to clear the failed location ACC 12 because it still has a
cartridge.

Pause the system and remove the cartridge, then go back to Clear
Failed Location workspace to clear the location.

@ Clear Failed Location

- To complete clearing failed location(s),
Press CONTINUE and then Pause the system to remove
cartridge(s) at: ACC 12

wiegerholen s ®
= e, T R
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Geschlossene fehlgeschlagene Position (Modul)

Module Status Automation Failed Location p
Module Status P Module [ B Accumulator | P Shattie ‘ B Other Locations | =
HName

il |avaiiaie a Cloar Sito Failed Sita }I‘
A2 |nvailaie i o
[ CLOSE
A3 Available
At Avaliante - Q

|nvaliabie B2

63 =
vailable B4
— 1

Availatle

|vailable C3

|Availanie
c2 (Available:

Availadle
C4 |Avaiianie
o [
D2 Avalianio

Availabie
D4 (Avaliacto
PR it

4

Clear Failed Location

Switch to Manual Operation Mode to clear the following failed
modules: D1

After failed locations are cleared, switch back to Automation
Operation Mode.

N
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Geschlossene fehlgeschlagene Position (Modul):
Andern des Betriebsmodus

Das System muss sich im manuellen Modus befinden,
um eine fehlgeschlagene Modulposition zu raumen!

Betriebsmodus andern: Q
4 ‘
 — ‘ CHANGE
SETUP OPERATION
MODE |

Change Operation Mode

Current Operating Mode

‘ Automation Mode

Operation Mode Gonfiguration

Z Avtomation Mode
Manual Mode

EX | g 0w H
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Geschlossene fehlgeschlagene Position (Modul)

= -

Leaving Automation Mode - Remove Cartridges

Remove all cartridges from the Accumulator, Shuttle, Conveyor and Modules and then
press CARTRIDGE(S) REMOVED.

lu;l_smn- %Acm-m' m ufnm

[ shmle | Neecs l Cartidge | Prionty | sample | Assay [ order Tame

y [ cartriage
Site | Aftention | Status | ! o !

Any tests that are currently running in the GeneXpert modules will continue to run after the system

switches to Manual mode. These cartridges will need to be removed manually from the GeneXpert
modules after they have finished.

Any tests that have been ordered but have not yet started (outstanding orders) will be cancelled
after the change to Manual mode. These tests can be ordered again in Manual mode or they can be
ordered again in Automation mode if they have not expired. If there are outstanding tests that will be
cancelled, the Leaving Automation Mode - Remove Cartridges workspace shown in Figure 5-95 will
be modified to indicate that there are outstanding tests that will be cancelled.

76 ©Cepheid 302-4032DE Rev. A, Juli 2020

N

CE-IVD. In-vitro-Diagnostikum.

Cepheid.




Geschlossene fehlgeschlagene Position (Modul)

m- -
=

Leaving Automation Mode - Remove Cartridges

0

Press OK to confirm all cartridges are removed.

Clear Failed Location

Wenn Q
HAS - Remove cartridge at D1. ‘
CARTRIDGE Then press CONTINUE.

Z

Cepheid.
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Geschlossene fehlgeschlagene Position (Modul)

Module Status Automation Failed Location 2
l::: Status » m[ 13 luumnhw‘ 3 !uw[ 3 Dlhﬂl.ouﬂions‘ old
/ |Available - - Failed Site ’I‘
A2 |Availabie o e
A3 Available
AL Available #
e ‘
\Available: L
Available 3
84 Invaitabie:
c1 {Available
c2 Availabie
C3 Avanabie
c4 |Available: I~ |
.|
D2 Availabie
03 Avallank
2 {Available

Wahlen Sie die
fehlgeschlagene
Position aus
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Automation Failed Location
P Module | b Accumulstor I } Shatte [ b Other Locations |
oar Site Failed Site.
= .
4

-

- LA
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Betriebsmodus andern: Vom manuellen in den
automatischen Modus

Prifen Sie, ob alle Durchlaufe beendet und alle Module leer sind!

y

CHANGE

Current Operating Mode
Manual Mode

ration Mode Configuration

Automation Mode
2 Manual Mode

Change Operation Mode

Change Operation Mode

= =
Press OK to change to Automation Mode, close the Glass Doors

79 ©Cepheid 302-4032DE Rev. A, Juli 2020

and shut down immediately.

Press CONTINUE to save the new operation mode and close the
Glass Doors. Automation Mode will be effective after exit and
software is restarted.

Press CANCEL to remain in editing.

CE-IVD. In-vitro-Diagnostikum.
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Ablauf zum Herunterfahren
des Systems
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Ablauf zum Herunterfahren des Infinity Systems

Vergewissern Sie sich vor dem Herunterfahren, dass keine Tests in Bearbeitung sind. Wenn sich Tests in
Bearbeitung befinden, wird eine Warnmeldung ausgegeben!

Gegebenenfalls werden
# v # Erinnerungsmeldungen zum
oK Archivieren und zur Datenverwaltung
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angezeigt. Folgen Sie den angezeigten
Anweisungen.

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 mi before turning the AC power switch back to the ON
S

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

CE-IVD. In-vitro-Diagnostikum.
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Wartung Ly

> 2
_ F e .
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Menu ,,GX-Wartung“ (GX Maintenance)
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Main Menu

Ky

RESULTS

Y
=

2
7 (o

i

§- 8 i

Maintenance Menu

R
s

GX Maintenance Menu

[

EXPORT HOST

.| MANTENANCE
i ron
SELF-TEST
SYSTEM LOG I.
i MODULES
EXPORT LOG FROM TEST
s |
: =

Generates Module
Report

Opens Plunger
Maintenance
Workspace

Opens Perform Self-|
Test Workspace

Excludes Modules
from Being Used
for Tests

Creates System Log
Report

FAILED

Exports System Log File

Exports Host Settings File

Opens Automation Failed
Location Work

(Admin. User Only)

O §@E§U+§

Opens Clean Conveyor -
Confirmation Workspace

F,m

Displays Information
About the Xpertise

Software
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Wartung und Instandhaltung

GeneXpert® Infinity Maintenance Log

Infinity Serial Number:

Month and Year:
Quuarterly Maintenance Performed:

Name of Institution Annual Maintenamce Performed:

Instructions: 1. Enter the name of your institution, GeneXpert Infinity Serial Mumber. Annual Maintenance Performed Date, Quartery Maintenance Performed
Date, and the curment Month and Year in the fields above.
2. For each maintenance activity listed below check the box(es) under the day of the month that the activities were performed and enter your
initials (2 characters maximum) in the bottom row.
3. Save the file after entering the data. We recommend saving cne file each menth for a complete record of activities.

(Weekly Maintenance T 234|567 8910112131415 16 (17| 18]19|20| 21 (22(23|24 (25| 26| 27| 28|29 |20 |21

Cloam kiosk tabls top, keyboard and mecmiter !
Qrsick Cloas Convuyer balt!

Parform Systam Shurdomn *

Monthly Maintenance

Vaceum rear fan filiees !

| A=chive | Purgs Tasts 2

(Quarterly Maintenance

Cloax Kiosk Scannar

Closm Comvayor Bal: !

Cloan Careridgs Bays and Planger Rods |
Cloan Instremant Serfaces |

[Replace ar Clsam Fan Filtars ©

Yearly Maintenance

e o) o ] o o i e

A5 Necessary

[Priat Systac Log 2ad Moduls Reports !
Exxpy  Raplaca Waste Contaier *

Back up Dambase *

Claam Instremsat Sarfaces !
Chock keyboard a=d mouss batiery. Raplace 2 rqeimed. !
Tachmician Eitials (Two Lattars)

1. Rafir to Chapter © (Servics 2=d Maintunance) in the Operater Mamual for detailed procedure. 3. Froquesscy of data managemment and dam stomags Jocation can b determmined by individual ikoratary.
2. Rafir to Chapter 5 (Oparating Instructions) & the Opsrator Mamal fir detuled procedms. 4 Calibratin chuck to be performed by Copbeid Fisld Sarvice Exginess or customsr.
NOTE: Thess are minimmm recemmendatices for deaning. Yo insstten may requrs that mas e 4 o2 2 mmars Srequant basis.

Rafirsnce: GansaXpart [nfizity Operater Mamnal (B 302-0783, Rav. A)

//Cephe;‘d\

01054 Fowv. & May, 2010
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Kiosk-Arbeitsplatte,
Monitor, Maus und
Tastatur desinfizieren

Ruckseitigen Geblasefilter
reinigen

Oberflachen des
Instruments reinigen

Kartuschenfach von innen
desinfizieren

Spritzenkolbenstange
desinfizieren

Transportband reinigen

Abfallbehalter entleeren

Kalibrierung des
Instruments prifen

Wodchentlich

Monatlich
Einmal im Vierteljahr

Vierteljahrlich und nach
Bedarf

Vierteljahrlich und nach
Bedarf

Wochentlich
(Schnellreinigung) und
vierteljahrlich
(Grundreinigung)

Jederzeit und nach Bedarf

Jahrlich

// Cepheid.




Fur die Wartung erforderliche Materialien (nicht im
Lieferumfang enthalten)

» Bleichlosung (Endkonzentration von 0,5 % aktivem Chlor bzw.
haushaltstbliche Chlorbleiche in einer Verdiinnung von 1:10)

« 70 % Ethanol

* Entionisiertes Wasser

» Flusenfreie Wischticher oder Papiertticher
» Einweghandschuhe

« Schutzbrille

N

Cepheid.
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Reinigen von Kiosk-Arbeitsplatte, Monitor, Maus
und Tastatur

Bendtigte Materialien:

- Bleichldsung (Endkonzentration von 0,5 % aktivem Chlor bzw.
haushaltsibliche Chlorbleiche in einer Verdiinnung von 1:10,
nicht langer als einen Tag vor Verwendung zubereitet)

- 70%iges Ethanol bzw. denaturiertes Ethanol (70%iges Ethanol
mit 5 % Methanol und 5 % Isopropanol)

- Entionisiertes Wasser

- Flusenfreie Wischtucher oder Papiertiicher

- Einweghandschuhe

- Schutzbrille
@ Eemove the monse and all other items from the kiosk table top. Thercughly modsten a lint-free wipe or paper towel with the 70% ethanol solution.
Thoroughly moisten a lint-free wipe or paper towel with the bleach solution. Wipe the table top. keyboard. mouse and monitor thoroughly with the lint-free wipe
. ) . or paper towel. Use additional lint-free wipes or paper towels, as needed.
Wipe the table top surface thoroughly with the lint-free wipe or paper towel. Use _ ) _ )
additional lint-free wipes or paper towels, as needed, to ensure adequate coverage. Discard the used lint-free wipes or paper towels according to your standard
Allow the bleach solution to remain on the surface a mininmm of two mimies. laboratory procedure.

Discard the used Lint-free wipe according to vowr standard laboratory procedure.
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Reinigen der rickwartigen Lufterfilter

Gegebenenfalls mussen die Lufterfilter
ausgetauscht werden. Fur weitere Informationen
lesen Sie bitte das Benutzerhandbuch!

Fan/Filter

Vacuum

Attachment

Fan Filter NOT to be Replaced by Fan Filter to be Replaced by Customer
Customer

Not Enough Space
to Remove Filter
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Reinigen Sie die Instrumentenoberflachen im Rahmen
der vierteljahrlichen Wartung

Bevor Sie beginnen, vergewissern Sie sich, dass alle Tests beendet sind und dass sich keine
Kartuschen mehr in den Modulen befinden! Fiihren Sie dann den Ablauf zum Herunterfahren des Systems durch!

For the quarterly cleaning procedure, do not use a bleach solution. A bleach solution is to be

Important used only in the event of a spill.

Bendtigte Materialien:

- 70%iges Ethanol bzw. denaturiertes Ethanol
(70%iges Ethanol mit 5 % Methanol und 5 %
Isopropanol)

- Flusenfreie Wischtucher oder Papiertiicher

- Einweghandschuhe . - " ;

i SC h Uth I‘I | |e Clean Gantry Rail Covers Clean Door Rail

Clean Instrument Floor
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Wenn Substanzen verschittet werden, reinigen Sie
die betroffenen Instrumentenoberflachen.

A\

surfaces.

The GeneXpert Infinity system must be completely shut down when cleaning the instrument

Important

Bendétigte Materialien:
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Bleichlosung (Endkonzentration von 0,5 % aktivem
Chlor bzw. haushaltsubliche Chlorbleiche in einer
Verdinnung von 1:10, nicht l&anger als einen Tag vor
Verwendung zubereitet)

70%iges Ethanol bzw. denaturiertes Ethanol (70%iges
Ethanol mit 5 % Methanol und 5 % Isopropanol)
Flusenfreie Wischtiicher oder Papiertlicher
Einweghandschuhe

Schutzbrille

CE-IVD. In-vitro-Diagnostikum.

Thoroughly meisten a lint-free wipe or paper towel with the bleach solution.

Wipe affected surfaces inside the instroment. Change lint-free wipes ot paper towels
frequently while wiping.

Allow the bleach solution to remain on the surfaces at least two minutes but no
longer than five minutes.

Bepeat Step 1 through Step 4 two more times for a total of three times.

Theoroughly moisten a lint-free wipe or paper towel with the 70% ethanol solution.
Wipe affected surfaces inside the instrument. Change lint-free wipes or paper towels
frequently while wiping.

Discard the used lint-free wipe or paper towel according to your standard laboratory
procedure.

//Cepheid.




Reinigen des Transportbands (Schnellreinigung,
wochentlich)

& Do not use alcohol or ethanol to clean the conveyor belt. Alcohol or ethanol can damage the
conveyor belt material.

Fir die wochentliche Schnellreinigung benétigte Materialien: ~ Zur Entfernung von feinen Staubpartikeln

- Entionisiertes Wasser ‘
- Flusenfreie Wischtticher oder Papierticher - /

- Einweghandschuhe ” srsvrerss
- Schutzbrille ' e -

Theroughly meisten a lint-free wipe or paper towel with deiomized water.

Hold the lint-free wipe or paper towel tightly (to avoid it being pulled from your
hand) against the exposed suface of the conveyor belt for two rotations of the belt
(approximately two mimites).

Dy the belt using a new lint-free wipe or paper towel. Hold the lnt-free wipe or
paper towel ightly (to avoid it being pulled from your hand) against the exposed
swrface of the conveyor belt for tero rofations of the belt {(approxmmately taro
nunutes).

Z

Cepheid.
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Reinigen Sie das Transportband (vierteljahrlich oder
Im Falle des Verschuttens von Substanzen)

Do not use alcohol or ethanol to clean the conveyor belt. Alcohol or ethanol can damage the
! conveyor belt material.

Benotigte Materialien:

- Bleichlésung (Endkonzentration von 0,5 % aktivem
Chlor bzw. haushaltsibliche Chlorbleiche in einer - zum Reinigen und Desinfizieren oder im
Verdinnung von 1:10, nicht langer als einen Tag vor Falle des Verschittens von Substanzen
Verwendung zubereitet)

- Entionisiertes Wasser

- Flusenfreie Wischtucher oder Papiertiicher

- Einweghandschuhe

- Schutzbrille

N

Cepheid.
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Reinigen Sie das Transportband (vierteljahrlich oder

Im Falle des Verschittens von Substanzen)

- [&] = [ = [a

Clean Conveyor

Ll

The kiosk top should be removed.

1. Select ON to start the conveyor.
2. Clean the conveyaor.

3. Select OFF to stop the conveyor.
4. Put kiosk top back in place.

5. Select COMPLETE to close the workspace.
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Reinigen Sie das Transportband (vierteljahrlich oder
Im Falle des Verschuttens von Substanzen)

Itis possible to pinch your fingers when installing the kiosk table top. To avoid pinching your
fingers, perform the following steps exactly as instructed.
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Reinigen der Kartuschenfacher und Kolbenstabe

Bevor Sie beginnen, vergewissern Sie sich, dass alle Tests
beendet sind und dass sich keine Kartuschen mehr in den
Modulen befinden!

— : Biological Risks Wear disposable gloves, eye protection and other personal protective equipment mandated
Cartridge Bay 5 r _ by your institution’s safety policies while performing this cleaning procedure. Wearing
LV o /& personal protective equipment prevents exposure te chemical and biclogically hazardous
materials.

The materials required for this procedure are:

. A final concentration of 1:10 dilution of household chlorine bleach (used within 1
day of preparation)

Perform the bleach wipe-down three separate times on the interior surfaces of the cartridge
bay, allowing the bleach to remain on the surfaces for two minutes after each wipe. After the

Important final two minutes, remove the bleach residue by thoroughly wiping the cartridge bay and
plunger rod with ethanol.
Instrument Module Door (Opened)
. 70% ethanol or denatured ethanol (70% ethanol contaming 5% isopropanol and 5%
methanol)
. . . . . Soft lint-free wipes
Verhindern Sie jedes Eindringen von P
Flussigkeit in den Schlitz des I-Core- Caution
Moduls! Do not use 70% isopropanol alcohol for cleaning the cartridge bay and plunger rod.
A Isopropanol alcohol can degrade plastics.
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GX Wartungs-Arbeitsbereich

Plunger Rod (Lowered)

Slit for I-CORE Module

Instrument Module Door (Opened)
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Plunger Rod Maintenance
Select one or more modules and press CLEAN.
N
\ Module Status Modulc 3N Estmatcd Minutcs Tests Since
Mame Te Result Last Cleaned

wl 1 .l‘fm 642060

| w (A2 -lnrllluﬂ l5-129'99
=] A3 Avalablo IS-lI'IIIISD

| = Jaa Avaliabio Fw.us
=] B1 Arailatia B43015
E B2 Araitable B42812
=) B3 Arnitatia BAZTOE
=) B4 Arnitatie B43243
=) 1 Arvitatle BO2E99
=] c2 Arailakle B12810 0
=] (=] Arailatle B12666 101
=) 4 Ansilable B12616 100,
=] ] Auniable E00323 203
= e —-— 12665

‘ SELECTALL | | DESELECT ALL ‘ o il
[ | |p——p——— | Pe— [Reminter TR Reenuered aanto in wale e atinn




GX Wartungs-Arbeitsbereich — Forts.
Plunger Rod Maintenance m Plunger Rod Maintenance

1. Clean the plunger rods and module bays.
2. Close all module doors.

3. Close the glass doors.

4. Press COMPLETED.

1. Open the glass doors.

2. Open the selected module doors.

3. Remove cartridges from the modules.
4. Press CONTINUE.

Salected Modules
Selected Modules
Al
A2

Al

\
{
[ A3
f
1

Plunger Rod Maintenance l

Please wait while plunger rods are being lowered.

g 4

Keep hands clear of modules until plunger rods are lowered.

N
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Entleeren des Abfallbehalters

s folgen Sie den Anweisungen auf dem Bildschirm!

Biological Risks

&

3>

Biological Risks

&

[>

Warning

/2

tion

A\
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Remoye the waste container bag carefully to avoid puncturing of the bag by the cartnidges. If
the bag punctures, liquid from the cartridges may leak.

Biological specimens, fransfer devices, and used cartridges should be considered capable
of transmitting infectious agents requiring standard precautions. Follow your institution’s
environmental waste procedures for proper disposal of used cartridges and unused
reagents. These materials may exhibit characteristics of chemical hazardous waste requiring
specific disposal. If country or regional regulations do not provide clear direction on proper
disposal, biolegical specimens and used cartridges should be disposed per WHO [World
Health Organization] medical waste handling and disposal guidelines.

A bag filled with cartridges is very heavy (approximately 1T kg (38 Ibs.)). Use proper lifting
techniques when lifting the waste container and bags with cartridges.

Bie careful not to damage the metal latch that protrudes from the door while removing the
waste container. See Figure 3-46.

CE-IVD. In-vitro-Diagnostikum.
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Entleeren des Abfallbehalters

c
Waste Container v
ves

ol ¢ -

Is the waste container empty? /
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