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1 Importing Assay Definitions — English

This document explains how to import assay definitions into the GeneXpert® Dx
Systems and the GeneXpert Infinity Systems. To perform the procedure, use the assay
definition CD provided inside the Cepheid GeneXpert assay Kkit.

This chapter is divided into two major sections. Select the appropriate section depending
upon the model of system that you are using:

. Section 1.2, Importing Assay Definition Files on GeneXpert Dx Systems

. Section 1.3, Importing Assay Definition Files on GeneXpert Infinity-48s and
Infinity-80 Systems

1.1 CD Contents

The CD provided inside the kit contains:
. Importing Assay Definitions document (this document)
. Package Insert for the assay (usually in multiple languages)

. Assay Definition Files for both GeneXpert Dx and Infinity Systems

1.2 Importing Assay Definition Files on GeneXpert Dx
Systems

On GeneXpert Dx Systems, you must import the assay definition files. Depending upon
your preferences, you may also need to update your LIS test codes if the system is
connected to an LIS (Laboratory Information System or HIS (Hospital Information
System).

Note Screenshots shown in this section are Windows® 7 screenshots. Windows XP and Windows 10
screens will be very similar.

Although you can import assay definitions, the GeneXpert Dx software does not allow you to modify

Note the assay definitions.

To import assay definition files:

1.  Insert the assay definition CD into the computer’s DVD drive.

2. Inthe GeneXpert Dx System window, click Define Assays. See Figure 1-1. The
Define Assays window appears. See Figure 1-2.

3. Inthe Define Assays window, click Import. The Import Assay dialog box appears.
See Figure 1-3.

Importing Assay Definitions 141

300-8722, Rev. D January 2020



Importing Assay Definitions — English

User Data Management Reports Setup Maintenance About User Detail Usel
a3 '/] N e o |
[ h < @ : =
Create Test Check Status Define Assays of ap Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start
e Assay ‘ D Progress Status Test Time D ioeie User Result Assay Status Status Date
Al Available!
A2 Available!
A3 Available;
Ad Available!
-
Messages:
Launched GeneXpert® Dx System at 07/02/19 10:27:21 -
Version 6.1
Module A1: Performing Self-Test at 07/02/19 10:27:23
Module A2: Performing Self-Test at 07/02/19 10:27:24
Module A3: Performing Self-Test at 07/02/19 10:27:24
Module A4: Performing Self-Test at 07/02/19 10:27:25
-
Figure 1-1. GeneXpert Dx System Window
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Figure 1-2. GeneXpert Define Assays Window

4. Under the Look in: drop-down, select the DVD drive. See Figure 1-3. Under the CD
directory, select the GeneXpert Systems folder to view the list of assay definition
files applicable to the GeneXpert Dx software.
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GeneXpert Systems Folder
Selected on DVD Drive

B Import Assay

Look In: | (] GeneXpert Systems | =[] [=| B8

D Xpert Assay.gxa \

File Name:  |Xpert Assay.oxal |

/]
| Imponm cancel |

Figure 1-3. Import Assay Dialog Box

Files of Type: | Assay Files (.gxa)

5. Select the assay definition (.gxa/.nxa) file inside the GeneXpert Systems folder then
click the Import button on the Import Assay dialog box. See Figure 1-3.

The new assay name and version number will appear in the assay list (on the left side
of the Define Assays window) and the details about the assay appears to the right of
the list as shown in Figure 1-2.

6. Check the assay name and version number to verify that you have imported the
correct assay definitions.

7. If you need to import additional assay definition files from the same CD, repeat

Step 4 through Step 6.
For combination assays that have multiple .gxa/.nxa files, import only the assay definition files for
Note . ;
assays that will be performed in your lab.
8. Remove the CD from the DVD drive and store the CD in a safe location in the event
it is needed in the future.
9. (Optional) After an assay has been imported, if your system is connected to an LIS
or HIS, you must update your host test code in order to download orders to the
GeneXpert Dx System and/or upload test results from the GeneXpert Dx System to
the LIS or HIS. For instructions on updating host test codes, see Chapter 5 of the
GeneXpert Dx System Operator Manual.
Importing Assay Definitions 1-3
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Note

1.3

1.3.1

Cepheid recommends to always confirm that LIS or HIS uploaded results match GeneXpert result
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

Importing Assay Definition Files on GeneXpert
Infinity-48s and Infinity-80 Systems

On GeneXpert Infinity-48s and Infinity-80 Systems, you must import the assay
definition files. Depending upon your preferences, you may also want to set the cartridge
retention settings and update your LIS test codes if the system is connected to an LIS or
HIS network.

Connecting the DVD Drive

The usual way to import assay definitions is by using the DVD drive provided with the
system to import the assay definitions from the CD. The DVD drive must be plugged
into the USB connectors on the side of the monitor.

To plug in the DVD drive and load the assay definition file CD:

1. Locate the DVD drive. The drive is supplied with the system but customers decide
where to store the DVD drive. It may be located on the shelf above the waste
container. Contact your lab manager if you cannot locate the DVD drive. The DVD
drive supplied is shown in Figure 1-4.

2. Place the DVD drive on the kiosk top.

Importing Assay Definitions
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Figure 1-4. DVD Drive Supplied with Infinity

Figure 1-5. Plugging in the DVD Drive
3. On the side of the monitor, locate the two USB connectors and plug both DVD drive
connectors into the two USB connectors on the side of the monitor. See Figure 1-5.

4.  Press the eject button on the front of the DVD drive to open the door.

5. Insert the assay definitions CD into the DVD drive and close the DVD drive door.
See Figure 1-6. The green light on the front of the DVD drive will flash while the
drive reads the DVD.

Importing Assay Definitions 1-5
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Figure 1-6. Inserting the Assay Definitions CD into the DVD Drive

This completes the installation of the DVD drive and the assay definitions CD. Import
the assay definitions following the procedure in Section 1.3.2.

1.3.2 Importing Assay Definition Files

Although you can import assay definitions, the Xpertise software does not allow you to modify the

Note assay definitions.
To import assay definition files:
1. Inthe Xpertise software, press the Home icon to display the Xpertise Software Home
workspace. See Figure 1-7.
1-6 Importing Assay Definitions
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Eopnes. Xpertise Software

A

Detail User o’. zo ’. Iﬂ

ORDERS

RESULTS

DATA
MANAGEMENT

.
i

g

thm Xpertise Software

L)

Figure 1-7. Xpertise Software Home Workspace

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I
E3 Available
E4 Available
F1 Available
F2 Available
F3 |Available P
Fa \Available
" \Available
12 \Available
13 Available
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— - 082019102024 |system lUser [Detail User] login

Tests Since Launch

Detail User Qz zt i Iﬂ

Mod
Name

User

Test
Type

Result

Assay

Start
Date

Estimated
Minutes
To Result

Status

MAINTENANCE

In the Xpertise Software Home workspace, press the SETUP button. The Setup menu
is displayed. See Figure 1-8.

INSTALLATION
QUALIFICATION

CHANGE
OPERATION

Module Status
Module Status Sample
Name ID
E1 |Available -
E2 |Available B
E3 |Available
E4 \Available
F1 ‘Available
F2 |Available
F3 lAvailable b
F4 |Available
" |Available
12 \Available
13 |Available
14 \Available
y1 |Available
N2 |Available
J3 \Available
J4 |Available
K1 |Available
K2 |Available
K3 |Available
K4 |Available
L1 |Available ‘
L2 |Available L) g
L3 Available N —J

108/20/19 10:22:17 Sys(em [Full Automation Operanng Mode
108/20/19 10:22:17 Sys(em lelcome to Genexpen Inﬂmty SyS(Em
08/20/19 10:29:24 System User [Detail User] login

Figure 1-8. Setup Menu
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In the Setup menu, press the MANAGE ASSAYS button. The Manage Assays
workspace is displayed showing the list of assays previously imported. See
Figure 1-9.

Detail User »’. :0 2 Iﬂ

Module Status Manage Assays
Module Status Assay Version Need Lot Specific Parameters IM‘I
Name [Xpert Xpress_Strep A 2
E1 Available : P—— i =
E2 [sntone Xpert C.diff-Epi 2 o
E3 Available pert MTB-RIF Assay G4 4 = —_—
4 usioble Xpert Xpress Flu-RSV 5 W 23
F1 Available Xpert CT_NG 3 ] DELETE
2 fvaliable — | | [xpertMRsA G3 20 ¥
F3 |Available 3
Fa \Available 'ﬁmi'crgcs
" |Available
2 |Available
13 Available
Ia Available |
ul Available »I‘
2 Available RS
:13 Available
J4 Available
K1 Available
K2 |Available
K3 |Available
K4 Available
L1 Available 08/20/19 10:22:17 System Full Automation Operating Mode
L2 Available | g 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
B Pe— - 0820119 10:20:24 system User [Detail User] login
Figure 1-9. Xpertise Manage Assays Workspace
4. In the Manage Assays workspace, click IMPORT. The Import Assay dialog box
appears. See Figure 1-10.
5. Under the Look in: drop-down, select the DVD drive. Under the CD directory, select
the Infinity Systems folder to view the list of assay definition files applicable to the
Xpertise software. See Figure 1-10.
6. Select the assay definition (.gxa/.nxa) file, then click the OPEN button.

See Figure 1-10.

The new assay name and version number will appear in the assay list in the Manage
Assays workspace. See Figure 1-9. Check the assay name and version number to
verify that you have imported the correct assay definitions.

Importing Assay Definitions
300-8722, Rev. D January 2020



Importing Assay Definitions — English

Eopne. Xpettise Software

Infinity Systems Folder
Selected on DVD Drive

Detail User o: :’ z l'ﬂ

Module Status Import Assay ﬁD
A:JO:,:: status Look In: |Ej Infinity Systems |'W @] @ @ OPEN
E1 Available |~ ) XpertCT_s.gxa) x
E2 Available ) Xpert CT_NG_3.gxa
E3 Available D xperte_3.pxa SHe.
E4 Available
F1 |Available
F2 |Available
F3 |Available —
F4 |Available
" Available
12 Available
13 Available
14 Available
J1 Available
2 Available
3 Available
J4 Available
K1 Available
K2 Available File Name: | ]
;<3 Available Files of Type: [Assay Files (.gxa) ‘ hA ‘
K4 Available
L ‘Available 108/20/19 10:22:17 System [Full Automation Operating Mode
L2 Available 08/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available = 08/20/19 10:29:24 System User [Detail User] login
Figure 1-10. Import Assay Dialog Box
7. If you need to import additional assay definition files from the same CD, repeat

Step 1 through Step 6.

Note

For combination assays that have multiple .gxa/.nxa files, import only the assay definition files for

assays that will be performed in your lab.

8.

10.

Remove the CD from the DVD drive and store the CD in a safe location in the event
it is needed in the future. Disconnect the DVD drive from the USB port connectors
and store the DVD drive for future use.

(Optional) After an assay has been imported, if you would like to configure the
automation to retain cartridges for this assay for specific conditions, see Chapter 2
in your GeneXpert Infinity System Operator Manual.

(Optional) After an assay has been imported, if your system is connected to an LIS
or HIS network, you must update your host test code in order to download tests to
the Infinity System and/or upload test results from the Infinity System to the LIS
or HIS network. For instructions on updating host test codes, see Chapter 5 of the
GeneXpert Infinity System Operator Manual.

Importing Assay Definitions
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Cepheid recommends confirming that LIS or HIS uploaded results match GeneXpert result after any
changes to the GeneXpert or host system, including, but not limited to, changes to the following:
» GeneXpert software version
Note » GeneXpert assay definition files and version
» GeneXpert host communication settings
» Host middleware software or configuration changes
« LIS software or configuration changes

1-10 Importing Assay Definitions
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Ce document explique comment importer des définitions du test dans les systémes
GeneXpert® Dx et GeneXpert Infinity. Pour effectuer la procédure, utiliser le CD de
définition du test fourni dans le kit de test GeneXpert de Cepheid.

Ce chapitre est divisé en deux parties principales. Sélectionner la partie appropriée en
fonction du mode¢le de systéme utilisé :

. Section 2.2, Importation des fichiers de définition du test sur les systémes
GeneXpert Dx
. Section 2.3, Importation des fichiers de définition du test sur les systémes

GeneXpert Infinity-48s et GeneXpert Infinity-80

2.1 Contenu du CD

Le CD fourni dans le kit contient :
. Le document Importation des définitions du test (ce présent document)
. La notice pour le test (généralement en plusieurs langues)

. Les fichiers de définition du test pour les systémes GeneXpert Dx et
GeneXpert Infinity

2.2 Importation des fichiers de définition du test sur les
systémes GeneXpert Dx

Les fichiers de définition du test doivent étre importés sur les systémes GeneXpert Dx.
Selon les préférences, il peut étre également nécessaire de mettre a jour les codes de test
du SIL, si le systeme est connecté a un SIL (Systéme d’information du laboratoire) ou a
un SIH (Systéme d’information de 1’hopital).

Les copies d’écran présentées dans cette section sont celles sous Windows® 7. Les écrans sont

Note trés similaires sous Windows XP et Windows 10.

Note Bien qu'’il soit possible d’importer des définitions du test, le logiciel GeneXpert Dx ne permet pas de
modifier ces définitions.
Pour importer les fichiers de définition du test :
1. Insérer le CD de définition du test dans le lecteur DVD de I’ordinateur.
2. Dans la fenétre GeneXpert Dx System, cliquer sur Définir les tests. Voir la

Figure 2-1. La fenétre Définir les tests apparait. Voir la Figure 2-2.
Importing Assay Definitions 21
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3. Dans la fenétre Définir les tests, cliquer sur Importer. La boite de dialogue Importer
un test apparait. Voir la Figure 2-3.

Utilisateur Gestion des données Rapports Configuration Maintenance A propos de Utilisateur Detail Usel
i = o ~
I ' Pl
l _ﬁ. / q‘ O |I|||
Créer un test Controle de I'état Arréter le test Afficher les résultats Définir les tests rdes gray Maintenance
Modules : Tests depuis le lancement
- ) Temps N°id de Nom du = " : Etatde Date de
Nom dn Test ikl de En cours Etat du test Ié il module i Resunt Test Eot I'erreur
module I'échantilion
restant
Al Disponible
A2 Disponible:
A3 Disponible
Ad Disponible
av
Messages:
Lancement de GeneXpert® Dx System le 07/02/19 10:48:12 o)
Version 6.1
Module A1: Exécution d'un autotest le 07/02/19 10:48:14
Module A2: Exécution d'un autotest le 07/02/19 10:48:15
Module A3: Exécution d'un autotest le 07/02/19 10:48:15
Module A4: Exécution d'un autotest le 07/02/19 10:48:16
-
Figure 2-1. Fenétre du systéme GeneXpert Dx
Utilisateur  Gestion des données C i i Définir les tests A propos de Utilisateur Detail Usel
i wy = = rel
il ¥ @ )l - ‘ 0
A N v e \ S
A AN b
Créer un test Controle de I'état Arréter le test Afficher les résultats Définir les tests r des gray Maintenance
Test Nom du test MTB-RIF Assay G4
o v Version 5
Xpert Xpress Flu 3 Type de test 5 :a
Xpert MRSA G3 20 ype Réservé a la recherche
i - For Research Use Onl
Xpert CT_NG 3 Clause de ’
Xpert EV 23 non-responsabilité
Xpert Fil & FV Combo 1 concernant le test
Xpert Fll 1
Xpert FV 1|
Xpert MTB-RIF Assay ... 5|
Xpert NG L Date de derniére e
HCV v75B Xpertise 6.2 1 modification  |0/17/1711:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 Type de cartouche Chambres
Xpert CDIFFICILE E
G4 5 Nom
Xpert MRSA-SA SSTIG3L_24/ Reagent 1
Xpert SA Nasal Compl.|MTB-RIF Assay G4] Sample
 Xpert SA Nasal Compl... = Reagent 2
Xpert C.diff-Epi 2|

Supprimer Haut de page @ Importer
Figure 2-2. Fenétre Définir les tests du logiciel GeneXpert
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Dans le menu déroulant Rechercher dans : sélectionner le lecteur DVD. Voir la
Figure 2-3. Sous le répertoire du CD, sélectionner le dossier GeneXpert Systems
pour visualiser la liste des fichiers de définition du test applicables au logiciel
GeneXpert Dx.

Dossier GeneXpert Systems
sélectionné sur le lecteur DVD

ﬂ Importer un test ﬁ

Rechercherdans: |[] GeneXpert Systems v| @ @ @ l@@

D Xpert Assay.gxa

|

Fichiers de type : [ Fichiers de test (.gxa) |

Nom du fichier: |Xpert Assay.gxa|

N

[ importer”| | Annuter |

Figure 2-3. Boite de dialogue Importer un test

Sélectionner le fichier de définition du test (.gxa) dans le dossier GeneXpert
Systems, puis cliquer sur le bouton Importer dans la boite de dialogue Importer
un test. Voir la Figure 2-3.

Les nom et numéro de version du nouveau test s’affichent dans la liste des tests
(a gauche de la fenétre Définir les tests) et les détails sur le test s’affichent a droite
de la liste, comme présenté sur la Figure 2-2.

Vérifier le nom et le numéro de version du test afin de s’assurer que les définitions
de test importées sont correctes.

Pour importer d’autres fichiers de définition du test depuis le méme CD, répéter la
procédure de I’Etape 4 a I’Etape 6.

Note

Pour des tests combinés qui comportent plusieurs fichiers .gxa/.nxa, importer uniquement les

fichiers de définition du test pour les tests qui seront effectués au laboratoire.

8.

Retirer le CD du lecteur DVD et conserver le CD en lieu sir dans le cas ou il serait
nécessaire ultérieurement.

(Facultatif) Une fois qu’un test a été importé, si le systéme est connecté a un SIL ou
un SIH, le code de test de I’hote doit étre mis a jour de manicre a télécharger les
commandes vers le systéme GeneXpert Dx et/ou télécharger les résultats de test
depuis le systéme GeneXpert Dx vers le SIL ou le SIH. Pour obtenir des instructions
sur la mise a jour des codes de test de I’hote, voir chapitre 5 du Manuel d utilisation
du systeme GeneXpert Dx.
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Note

2.3

2.31

Cepheid recommande de toujours vérifier que les résultats téléchargés vers le SIL ou le SIH
correspondent au résultat GeneXpert apres toute modification du GeneXpert ou du systéme
de I'héte, notamment, mais sans s’y limiter, les modifications concernant :

* La version du logiciel GeneXpert

* Les fichiers de définition du test GeneXpert et leur version

* Les paramétres de communication entre le systéeme GeneXpert et 'hbte

* L'interlogiciel ou la configuration de I'héte

* Le logiciel ou la configuration du SIL

Importation des fichiers de définition du test sur
les systémes GeneXpert Infinity-48s et GeneXpert
Infinity-80

Les fichiers de définition du test doivent étre importés vers les systémes GeneXpert
Infinity-48s et GeneXpert Infinity-80. Selon les préférences, il faut peut étre également
nécessaire de définir les paramétres de rétention de cartouche et de mettre a jour les
codes de test du SIL si le systéme est connecté a un réseau SIL ou SIH.

Branchement du lecteur DVD

La maniére habituelle d’importer des définitions du test consiste a utiliser le lecteur
DVD fourni avec le systéme pour importer les définitions du test a partir du CD. Le
lecteur DVD doit étre branché dans les prises USB sur le coté de I’écran.

Pour brancher le lecteur DVD et charger le CD de fichier de définition du test :

1. Localisez le lecteur DVD. Le lecteur est fourni avec le systéme mais les clients sont
libres de choisir ou conserver le lecteur DVD. Celui-ci peut se trouver sur 1’étagére
au-dessus du conteneur a déchets. Contacter le responsable du laboratoire s’il n’est
pas possible de localiser le lecteur DVD. Le lecteur DVD fourni est présenté sur la
Figure 2-4.

2. Placer le lecteur DVD sur le dessus du kiosque.

Importing Assay Definitions
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Figure 2-4. Lecteur DVD fourni avec Infinity

Figure 2-5. Branchement du lecteur DVD
3. Surle cote de I’écran, localiser les deux prises USB et brancher les deux connecteurs
du lecteur DVD dans les deux prises USB sur le ¢6té de 1’écran. Voir la Figure 2-5.

4.  Appuyez sur le bouton d’éjection sur I’avant du lecteur DVD pour ouvrir le tiroir.

5. Insérer le CD des définitions du test dans le lecteur DVD et fermer le tiroir du
lecteur DVD. Voir la Figure 2-6. Le voyant vert sur I’avant du lecteur DVD clignote
pendant que le lecteur lit le DVD.
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Figure 2-6. Insertion du CD des définitions du test dans le lecteur DVD

Ceci termine I’installation du lecteur DVD et du CD des définitions du test. Importer les
définitions du test en suivant la procédure de la Section 2.3.2.

2.3.2 Importation des fichiers de définition du test

Bien qu'il soit possible d’importer des définitions du test, le logiciel Xpertise ne permet pas de

Note modifier ces définitions.

Pour importer les fichiers de définition du test :

1. Dans le logiciel Xpertise, appuyer sur ’icone Accueil pour afficher 1’écran d’accueil
du logiciel Xpertise (Xpertise Software). Voir la Figure 2-7.
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Eopnes. Xpertise Software

A=

1]

Detail User o’. zo ’. Iﬂ

thm Xpertise Software

L)

Figure 2-7. Ecran d’accueil du logiciel Xpertise

Detail User Qz zt i Iﬂ

Module Status Tests Since Launch =
Module Status Sample Mod User Test Result Assay Start Estimated Status ORD_ERS
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I RSUUS
E3 Available
E4 Available g
F1 Available DATA
MANAGEMENT
F2 Available
F3 |Available P ’g’E
Fa4 Available :ET_UF'
" \Available
12 \Available
13 Available MAINTENANCE
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— - 082019102024 |system lUser [Detail User] login

Module Status Tests Since Launch .
Module Status Sample Mod User Test Result Assay Start Estimated |  Status ':‘;"s:ﬁ:
Name D Name Type Date Minutes
E1 |Available a ToResult
E2 |Available | INSTALLATION
E3 \Available QUALEICATION
E4 \Available {:}A
F1 ‘Available CHANGE
OPERATION
F2 \Available MODE
F3 lAvailable b
F4 |Available
" |Available
12 \Available
13 |Available
14 \Available
y1 \Available
N2 \Available
J3 \Available
J4 |Available
K1 |Available
K2 lAvailable
K3 /Available
K4 |Available
L1 Available | 08/20/19 10:22:17 System Full Automation Operating Mode
L2 |Available = g 0812019 10:22:17 System /elcome to GeneXpert Infinity System
- pemm— - 082019102024 |system lUser [Detail User] login.

Figure 2-8. Menu Setup

Sur I’écran d’accueil du logiciel Xpertise, appuyer sur le bouton CONFIGURATION
(SETUP). Le menu Setup s’affiche. Voir la Figure 2-8.
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3.

ch,m Xpertise Software

Dans le menu Setup, appuyer sur le bouton GERER LES TESTS (MANAGE ASSAYS).
L’écran Gérer les tests (Manage Assays) s’affiche et présente la liste des tests
précédemment importés. Voir la Figure 2-9.

Detail User 0: : i Iﬂ

Module Status Manage Assays
[ Module Status Assay Version | Need Lot Specific Parameters IMPORT
Name Xpert Xpress_Strep A 2
E1 Available a I -
Xpert GBS LB 1 o]
E2 |Available —
Xpert C diff-Epi 2| C4)
E3 Available . e —
Xpert MTB-RIF Assay G4 5 |°4]
E4 Available " —
Xpert Xpress Flu-RSV 5 ) 23
F1 Available =
Xpert CT_NG 3 %] DELETE
IF2 Available Xpert MRSA G3 20 = —
F3 Available P
; LOT SPECIFIC |
F4 Available St |
e
" \Available
12 \Available
13 Available
S ——
14 Available
a1 Available ’I{
J2 Available CLOSE ‘
3 Available
4 Available
K1 Available
K2 \Available
K3 \Available
K4 Available
L1 \Available l08/20/19 10-22:17 System [Full Automation Operating Mode
L2 Available g 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available A 4 08/20/19 10:29:24 System User [Detail User] login.
[

Figure 2-9. Ecran Gérer les tests du logiciel Xpertise

Sur I’écran Gérer les tests (Manage Assays), cliquer sur IMPORTER (IMPORT). La
boite de dialogue Importer un test apparait. Voir la Figure 2-10.

Dans le menu déroulant Rechercher dans : (Look in:) sélectionner le lecteur DVD.
Dans le répertoire du CD, sélectionner le dossier Systémes Infinity (Infinity
Systems) pour visualiser la liste des fichiers de définition du test applicables au
logiciel Xpertise. Voir la Figure 2-10.

Sélectionner le fichier de définition du test (.gxa/.nxa), puis cliquer sur le bouton
OUVRIR (OPEN). Voir la Figure 2-10.

Les nom et numéro de version du nouveau test s’affichent dans la liste des tests sur
I’écran Gérer les tests (Manage Assays). Voir la Figure 2-9. Vérifier le nom et le
numéro de version du test afin de s’assurer que les définitions de test importées
sont correctes.
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Eopne. Xpettise Software

DED

Dossier Systemes Infinity (Infinity Systems)
Sélectionné sur le lecteur DVD

Detail User o: :- z lﬂ

Module Status Import Assay 0
‘ vy
h:‘?,:;e status Look In: |U Infinity Systems |v1 @] @ @ OPEN
E1 Available a [ XpertcT_sgxa) X
E2 Available [ [ Xpert CT_NG_3.9xa
E3 Available D xpertG_3.pxa SHe.
E4 Available
F1 Available
F2 Available
F3 |Available —
F4 Available
" Available
12 Available
13 Available
14 Available
J1 Available
2 Available
J3 Available
J4 Available
K1 Available
K2 Available File Name: | ]
K3 Available Files of Type: [Assay Files (.gxa) ‘ hA ‘
K4 Available
L ‘Available 108/20/19 10:22:17 System [Full Automation Operating Mode
L2 Available |- 08/20/19 10:22:17 System elcome to GeneXpert Infinity System
s Available v 08/20/19 10:29:24 System User [Detail User] login
Figure 2-10. Boite de dialogue Importer un test
7. Pour importer d’autres fichiers de définition du test depuis le méme CD, répéter la

procédure de 1’Etape 1 a I’Etape 6.

Note

Pour des tests combinés qui comportent plusieurs fichiers .gxa/.nxa, importer uniquement les

fichiers de définition du test pour les tests qui seront effectués au laboratoire.

8.

10.

Retirer le CD du lecteur DVD et conserver le CD en lieu sir dans le cas ou il serait
nécessaire ultérieurement. Débrancher le lecteur DVD des connecteurs de port USB
et conserver le lecteur DVD pour une utilisation ultérieure.

(Facultatif) Une fois qu’un test a ét€¢ importé, s’il faut configurer 1’automatisation
pour conserver les cartouches pour ce test dans des conditions spécifiques, voir
chapitre 2 dans le Manuel d utilisation du systeme GeneXpert Infinity.

(Facultatif) Une fois qu’un test a ét¢ importé, si le systéme est connecté a un réseau
SIL ou SIH, le code de test de 1I’h6te doit étre mis a jour de manicre a télécharger les
tests vers le systéme Infinity et/ou télécharger les résultats de test depuis le systéme
Infinity vers le réseau SIL ou SIH. Pour obtenir des instructions sur la mise a jour
des codes de test de 1’hote, voir chapitre 5 du Manuel d utilisation du systéme
GeneXpert Infinity.
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Cepheid recommande de vérifier que les résultats téléchargés vers le SIL ou le SIH correspondent
au résultat GeneXpert apres toute modification du GeneXpert ou du systéme de I'héte, notamment,
mais sans s’y limiter, les modifications concernant :

* La version du logiciel GeneXpert

Note * Les fichiers de définition du test GeneXpert et leur version
* Les parameétres de communication entre le systéeme GeneXpert et 'hbte
* L'interlogiciel ou la configuration de I'héte
* Le logiciel ou la configuration du SIL
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3 Import von Assay-Definitionen — Deutsch

In diesem Dokument wird erldutert, wie Assay-Definitionen in die GeneXpert® Dx
Systeme und GeneXpert Infinity Systeme importiert werden. Verwenden Sie fiir diesen
Vorgang die CD mit Assay-Definitionen, die dem Cepheid GeneXpert Assay-Kit
beiliegt.

Dieses Kapitel ist in zwei Hauptabschnitte unterteilt. Wahlen Sie den zum jeweils
verwendeten Systemmodell passenden Abschnitt.

. Abschnitt 3.2, Import von Assay-Definitionsdateien auf GeneXpert Dx Systemen

. Abschnitt 3.3, Import von Assay-Definitionsdateien auf den Systemen GeneXpert
Infinity-48s und Infinity-80

3.1 Inhalt der CD

Die im Kit enthaltene CD enthélt Folgendes:
. Dokument ,,Import von Assay-Definitionen (das vorliegende Dokument)
. Packungsbeilage fiir den Assay (normalerweise mehrsprachig)

. Assay-Definitionsdateien fiir GeneXpert Dx und Infinity Systeme

3.2 Import von Assay-Definitionsdateien auf GeneXpert
Dx Systemen

Auf GeneXpert Dx Systemen miissen Sie die Assay-Definitionsdateien importieren. Je
nach Thren Einstellungen miissen Sie eventuell auch Thre LIS-Testcodes aktualisieren,
sofern das System an ein LIS (Laboratory Information System) bzw. HIS (Hospital
Information System) angeschlossen ist.

Die in diesem Abschnitt abgebildeten Bildschirmfotos stammen von Windows® 7. Unter

Note Windows XP und Windows 10 sehen die Bildschirme ganz ahnlich aus.

Sie kénnen Assay-Definitionen zwar importieren, die GeneXpert Dx Software Iasst aber keine

Note Modifikationen der Assay-Definitionen zu.

Importieren von Assay-Definitionsdateien:
1. Legen Sie die Assay-Definitions-CD in das DVD-Laufwerk des Computers ein.

2. Klicken Sie im GeneXpert Dx Systemfenster auf Assays definieren. Siche
Abbildung 3-1. Das Fenster ,,Assays definieren* wird angezeigt. Siche
Abbildung 3-2.

Importing Assay Definitions 3-1
300-8722, Rev. D January 2020



Import von Assay-Definitionen — Deutsch

3. Klicken Sie im Fenster ,,Assays definieren” auf Importieren. Das Dialogfeld ,,Assay
importieren wird angezeigt. Siehe Abbildung 3-3.

Benutzer Datenverwaltung Berichte Setup Wartung Info Benutzer Detail User
= - = = I
N v | @ W W
(A e "
A LSy -, & i
Test erstellen Status prufen Test stoppen Ergebnisse anzeigen Assays definieren agramr T Wartung
Module g Tests seit Start
Modul- - Verbleibende Modul- . Fehler- Start- <
5 Assay | Proben-D | Fortschritt I Status Testzeit Proben-ID | 5 ‘ Benutzer I Ergebnis ‘ Assay | Status ‘ S I it
Al Verfigbar|
A2 Verfugbar|
A3 Verfugbar|
Ad Verfiugbar|
g
Meldungen:
GeneXpert® hat Dx System gestartet am 07/02/19 10:50:01 -
Version 6.1
Modul A1: Selbsttest wird durchgefiihrt am 07/02/19 10:50:03
Modul A2: Selbsttest wird durchgefiihrt am 07/02/19 10:50:04
Modul A3: Selbsttest wird durchgefiihrt am 07/02/19 10:50:04
Modul A4: Selbsttest wird durchgefiihrt am 07/02/19 10:50:05
-

Abbildung 3-1. GeneXpert Dx System Fenster

Benutzer Datenverwaltung Berichte Setup Wartung Assays definieren Info Benutzer Detail Uset

Test erstellen Status prufen Test stoppen Ergebnisse anzeigen Assays definieren gramr f T Wartung
Assay Assay-Name  MTB-RIF Assay G4
Naite G Version 5
;z 22 ﬁégisgg . 23 Assay-Typ Nur fiir Forschungszwecke
Xpert CT 3 For Research Use Only
Xpert CT_NG 3 Assay
Xpert EV 23 Haftungsausschluss
Xpert Fll & FV Combo 1
Xpert Fil 1
Xpert FV 1|
Xpert MTB-RIF Assay ... 5|
e w7eE Yoerisa 62 || | LetrtesAnderungsdatum  10/17/11 11:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21, Kartuschentyp Kammern
Xpert CDIFFICILE 3
IMTB-RIF Assay G4 5 Name
Xpert MRSA-SA SSTI G 24 Reagent 1
Xpert SA Nasal ComplMTE-RIF Assay G4 Sample
Xpert SA Nasal Compl... 5 Reagent 2
Xpert C.diff-Epi 2|
Loschen Nach oben Charge Importieren

Abbildung 3-2. Fenster ,,Assays definieren“ in GeneXpert
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Im DVD-Laufwerk ausgewahlter
Ordner fiir GeneXpert Dx Systeme
/

n Assay importieren / @

Suchen in: ’IjGeneXpert Systems 'l @ @ @ e

[ Xpert Assay.gxa

Dateiname: |Xpert Assay.gxal _ |

Dateityp: | Assay-Dateien (.gxa)

/ ]
| lmporﬂeren![ Abbrechen |

Abbildung 3-3. Dialogfeld ,,Assay importieren*

4.  Wibhlen Sie in der Dropdown-Liste Suchen in: das DVD-Laufwerk. Siehe
Abbildung 3-3. Wihlen Sie im CD-Verzeichnis den Ordner fiir GeneXpert Systeme,
um eine Liste der fiir die GeneXpert Dx Software bestimmten
Assay-Definitionsdateien anzeigen zu lassen.

5. Wibhlen Sie die Assay-Definitionsdatei (.gxa/.nxa-Datei) im Ordner fiir GeneXpert
Systeme und klicken Sie anschlieBend die Schaltflache Importieren im Dialogfeld
,»~Assay importieren®. Siehe Abbildung 3-3.

Name und Versionsnummer des neuen Assays erscheinen in der Assayliste (auf der

linken Seite des Fensters ,,Assays definieren®). Details zu dem Assay sind rechts
neben der Liste zu finden. Siehe Abbildung Abbildung 3-2.

6.  Uberpriifen Sie den Namen und die Versionsnummer des Assays, um sicherzugehen,
dass Sie die richtigen Assay-Definitionen importiert haben.

7.  Falls Sie weitere Assay-Definitionsdateien von der gleichen CD importieren
mochten, wiederholen Sie Schritt 4 bis einschliefSlich Schritt 6.

Bei Kombinationsassays, fiir die mehrere .gxa/.nxa-Dateien vorhanden sind, sollten Sie nur die

Note Assay-Definitionsdateien fiir die in lhrem Labor durchgefiihrten Assays importieren.
8. Nehmen Sie die CD aus dem DVD-Laufwerk und bewahren Sie die CD zum
spateren Gebrauch sicher auf.
Importing Assay Definitions 3-3
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Note

3.3

3.3.1

9. (Optional) Nach dem Import eines Assays muss bei Systemen, die mit einem
LIS oder HIS verbunden sind, der Host-Testcode aktualisiert werden, damit
Anforderungen an das GeneXpert Dx System heruntergeladen und/oder
Testergebnisse vom GeneXpert Dx System an das LIS bzw. HIS hochgeladen
werden konnen. Anweisungen zur Aktualisierung von Host-Testcodes finden Sie
in Kapitel 5 des GeneXpert Dx System Operator Manual (GeneXpert Dx System
Benutzerhandbuch).

Cepheid empfiehlt, die Ubereinstimmung der an das LIS bzw. HIS hochgeladenen Ergebnisse mit
den GeneXpert-Testergebnissen nach jeder Anderung am GeneXpert oder am Host-System immer
zu (iberpriifen, insbesondere nach den folgenden Anderungen:

« Softwareversion des GeneXpert

+ Assay-Definitionsdateien und Version von GeneXpert

» Kommunikationseinstellungen des GeneXpert Hosts

« Software- oder Konfigurationsénderungen der Host-Middleware

» Software- oder Konfigurationsédnderungen des LIS

Import von Assay-Definitionsdateien auf den Syste-
men GeneXpert Infinity-48s und Infinity-80

Auf den Systemen GeneXpert Infinity-48s und Infinity-80 miissen Sie die Assay-
Definitionsdateien importieren. Je nach Ihren Einstellungen miissen Sie eventuell auch
die Einstellungen fiir das Zuriickhalten von Kartuschen festlegen und Thre LIS-Testcodes
aktualisieren, sofern das System an ein LIS bzw. HIS angeschlossen ist.

Anschluss des DVD-Laufwerks

Um Assay-Definitionen zu importieren, wird im Allgemeinen das zusammen mit dem
System gelieferte DVD-Laufwerk verwendet. Damit werden die Assay-Definitionen von
der CD importiert. Das DVD-Laufwerk muss an die USB-Buchsen an der Seite des
Monitors angeschlossen werden.

Gehen Sie wie folgt vor, um das DVD-Laufwerk anzuschlieen und die CD mit Assay-
Definitionsdateien zu laden:

1. Machen Sie das DVD-Laufwerk ausfindig. Das Laufwerk gehdrt zum Lieferumfang
des Systems, wird aber vom Kunden in eigener Verantwortung autbewahrt.
Eventuell befindet es sich auf dem Regalboden iiber dem Abfallbehélter. Wenden
Sie sich an den Laborleiter, wenn Sie das DVD-Laufwerk nicht finden konnen.

Das mitgelieferte DVD-Laufwerk ist in Abbildung 3-4 abgebildet.

2. Stellen Sie das DVD-Laufwerk auf die Kiosk-Arbeitsplatte.

Importing Assay Definitions
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Abbildung 3-4. DVD-Laufwerk im Lieferumfang des Infinity

| L.
|

Abbildung 3-5. AnschlieRen des DVD-Laufwerks

3. Machen Sie die beiden USB-Buchsen seitlich am Monitor ausfindig und stecken
Sie beide Stecker des DVD-Laufwerks in diese beiden USB-Buchsen. Siehe
Abbildung 3-5.

4. Driicken Sie die Auswurftaste vorne am DVD-Laufwerk, um die Schublade zu
offnen.

Importing Assay Definitions 3.5
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5. Legen Sie die CD mit den Assay-Definitionen in das DVD-Laufwerk ein und
schlieffen Sie die Schublade. Siche Abbildung 3-6. An der Vorderseite des
DVD-Laufwerks blinkt eine griine Leuchte, wéihrend die CD gelesen wird.

Abbildung 3-6. Einlegen der CD mit Assay-Definitionen in das DVD-Laufwerk

Damit ist die Installation des DVD-Laufwerks und der CD mit Assay-Definitionen
abgeschlossen. Importieren Sie die Assay-Definitionen wie in Abschnitt 3.3.2 erldutert.

3.3.2 Importieren von Assay-Definitionsdateien

Sie kénnen Assay-Definitionen zwar importieren, die Xpertise Software lasst aber keine

Note Modifikationen der Assay-Definitionen zu.

Importieren von Assay-Definitionsdateien:

1. Driicken Sie in der Xpertise Software das Symbol Start. Daraufthin wird der Start-
Arbeitsbereich der Xpertise Software angezeigt. Siehe Abbildung 3-7.

3-6 Importing Assay Definitions
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Eopnes. Xpertise Software

#

Detail User o’. zo ’. Iﬂ

g
ORDERS

72

RESULTS

DATA
MANAGEMENT

.
i

g

thm Xpertise Software

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I
E3 Available
E4 Available
F1 Available
F2 Available
F3 |Available P
Fa \Available
" \Available
12 \Available
13 Available
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— - 082019102024 |system lUser [Detail User] login

Abbildung 3-7. Start-Arbeitsbereich der Xpertise Software

Detail User Qz zt i Iﬂ

MAINTENANCE

Driicken Sie im Start-Arbeitsbereich der Xpertise Software die Schaltfliche SETUP.
Das Menii ,,Setup® erscheint. Sieche Abbildung 3-8.

Tests Since Launch

Mod User
Name

Test
Type

Result Assay

Start
Date

Estimated
Minutes
To Result

Status

-
INSTALLATION
QUALIFICATION

CHANGE
OPERATION

Module Status
Module Status Sample
Name ID
E1 |Available -
E2 |Available B
E3 |Available
E4 \Available
F1 ‘Available
F2 |Available
F3 lAvailable b
F4 |Available
" |Available
12 \Available
13 |Available
14 \Available
y1 |Available
N2 |Available
J3 \Available
J4 |Available
K1 |Available
K2 |Available
K3 |Available
K4 |Available
L1 |Available ‘
L2 |Available L) g
L3 Available N —J

108/20/19 10:22:17 Sys(em [Full Automation Operanng Mode
108/20/19 10:22:17 Sys(em lelcome to Genexpen Inﬂmty SyS(Em
08/20/19 10:29:24 System User [Detail User] login

Abbildung 3-8. Menii ,,Setup“
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ch,m Xpertise Software

L)

3.

Klicken Sie im Menii ,,Setup* auf ASSAYS VERWALTEN (MANAGE ASSAYS).
Der Arbeitsbereich ,,Assays verwalten (Manage Assays)“ mit einer Liste der
zuvor importierten Assays wird angezeigt. Siche Abbildung 3-9.

Detail User 0: : i Iﬂ

Available

Module Status Manage Assays
[ Module Status Assay Version | Need Lot Specific Parameters IMPORT
Name Xpert Xpress_Strep A 2
E1 Available a | -
Xpert GBS LB 1 |C4]
E2 |Available —
Xpert C diff-Epi 2| C4)
E3 Available . e —
Xpert MTB-RIF Assay G4 5 |°4]
E4 Available " —
Xpert Xpress FIu-RSV 5 “ 23
F1 Available =
Xpert CT_NG 3 w DELETE |
F2 Available pert MRSA G5 2 P —
F3 Available P
. LOT SPECIFIC |
F4 Available PARAMETERS ‘
e SRS
" |Available
2 |Available
13 Available
—
14 Available
a1 Available ’I{
J2 Available CLOSE ‘
J3 Available
J4 Available
K1 Available
K2 |Available
K3 |Available

\Available

Available

Available

v

108/20/19 10:22:17 Sys‘em [Full Automation Operating Mode
g 108/20/19 10:22:17 Sys(em ‘elcome to GeneXpert Infinity System
08/20/19 10:29:24 System User [Detail User] login

Abbildung 3-9. Arbeitsbereich ,,Assays verwalten“ der Xpertise Software

4.

Klicken Sie im Arbeitsbereich ,,Assays verwalten (Manage Assays)“ auf
IMPORTIEREN (IMPORT). Das Dialogfeld ,,Assay importieren” wird angezeigt.
Siehe Abbildung 3-10.

Wihlen Sie in der Dropdown-Liste Suchen in: (Look in:) das DVD-Laufwerk.
Wihlen Sie im CD-Verzeichnis den Ordner ,,Infinity-Systeme (Infinity Systems)*,
um eine Liste der fiir die Xpertise Software bestimmten Assay-Definitionsdateien
anzeigen zu lassen. Siehe Abbildung 3-10.

Wihlen Sie die Assay-Definitionsdatei (.gxa/.nxa-Datei) und klicken Sie
anschlieBend die Schaltfliche OFFNEN (OPEN). Siehe Abbildung 3-10.

Name und Versionsnummer des neuen Assays erscheinen in der Assayliste im
Arbeitsbereich ,,Assays verwalten (Manage Assays)®. Siehe Abbildung 3-9.
Uberpriifen Sie den Namen und die Versionsnummer des Assays, um sicherzugehen,
dass Sie die richtigen Assay-Definitionen importiert haben.
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Ordner ,Infinity-Systeme (Infinity Systems)*,
ausgewahlt im Laufwerk ,,DVD“

fm,,m Xpertise Software Detail User »z zo z l‘]
Module Status Import Assay ﬁD
B sas Lookin: [ iy Systems” ElEEREER cea
E1 \Available - ) xpertcT_s.gxa) x
E2 |Available I [) Xpert CT_NG_3.gxa
E3 Available D Xpert o3 0x SAtEE
E4 Available
YF1 |Available
F2 |Available
F3 |Available |
F4 |Available
" |Available
2 |Available
13 |Available
14 |Available
J1 |Available
2 |Available
]3 |Available
:|4 |Available
K1 |Available
K2 \Available File Name: | 1
K3 \Available Files of Type: [Assay Files (gxa) [~]
K4 |Available
L1 \Available 08/20/19 10:22:17 System Full Automation Operating Mode
L2 Available L 08/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available A 4 08/20/19 10:29:24 ‘Syslem User [Detail User] login.

Abbildung 3-10. Dialogfeld ,,Assay importieren*

7.  Falls Sie weitere Assay-Definitionsdateien von der gleichen CD importieren
mochten, wiederholen Sie Schritt 1 bis einschlieBlich Schritt 6.

Bei Kombinationsassays, fiir die mehrere .gxa/.nxa-Dateien vorhanden sind, sollten Sie nur die

Note Assay-Definitionsdateien fiir die in Ihrem Labor durchgefiihrten Assays importieren.

8. Nehmen Sie die CD aus dem DVD-Laufwerk und bewahren Sie die CD zum
spateren Gebrauch sicher auf. Ziechen Sie die Stecker des DVD-Laufwerks aus den
USB-Buchsen und bewahren Sie das DVD-Laufwerk fiir den spéteren Gebrauch auf.

9. (Optional) Falls Sie nach dem Import eines Assays die Automatik dafiir
konfigurieren mdchten, dass Kartuschen fiir diesen Assay unter bestimmten
Bedingungen zuriickgehalten werden, richten Sie sich nach Kapitel 2 in [hrem
GeneXpert Infinity System Operator Manual (GeneXpert Infinity System
Benutzerhandbuch).

10.  (Optional) Nach dem Import eines Assays muss bei Systemen, die mit einem LIS
oder HIS verbunden sind, der Host-Testcode aktualisiert werden, damit Tests an das
Infinity System heruntergeladen und/oder Testergebnisse vom Infinity System an
das LIS bzw. HIS hochgeladen werden kdnnen. Anweisungen zur Aktualisierung
von Host-Testcodes finden Sie in Kapitel 5 des GeneXpert Infinity System Operator
Manual (GeneXpert Infinity System Benutzerhandbuch).
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Cepheid empfiehlt, die Ubereinstimmung der an das LIS bzw. HIS hochgeladenen Ergebnisse mit
den GeneXpert-Testergebnissen nach jeder Anderung am GeneXpert oder am Host-System immer
zu Uberpriifen, insbesondere nach folgenden Anderungen:

* Softwareversion des GeneXpert

* Assay-Definitionsdateien und Version von GeneXpert

» Kommunikationseinstellungen des GeneXpert Hosts

« Software- oder Konfigurationsanderungen der Host-Middleware

« Software- oder Konfigurationséanderungen des LIS

Note

3-10 Importing Assay Definitions
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4 Importazione delle definizioni dei saggi —
Italiano

Questo documento spiega come importare le definizioni dei saggi nei sistemi
GeneXpert® Dx e GeneXpert Infinity. Per svolgere questa procedura, utilizzare il CD
di definizione del saggio fornito all’interno del kit del saggio Cepheid GeneXpert.

Questo capitolo ¢ suddiviso in due sezioni principali. Scegliere la sezione appropriata
in base al modello del sistema che si sta utilizzando:

. Sezione 4.2, Importazione dei file di definizione del saggio nei sistemi
GeneXpert Dx
. Sezione 4.3, Importazione dei file di definizione del saggio nei sistemi

GeneXpert Infinity-48s e Infinity-80

4.1 Contenuto del CD

Il CD fornito all’interno del kit contiene i seguenti documenti:

. documento per I’importazione delle definizioni dei saggi (il presente documento)

. foglietto illustrativo del saggio (solitamente in piu lingue);

. file di definizione del saggio sia per il sistema GeneXpert Dx che per il sistema
GeneXpert Infinity.

4.2 Importazione dei file di definizione del saggio nei
sistemi GeneXpert Dx

Nei sistemi GeneXpert Dx ¢ necessario importare i file di definizione del saggio.
A seconda delle preferenze, se il sistema ¢ collegato a un sistema LIS (Laboratory
Information System, sistema informatico di laboratorio) o a un sistema HIS (Hospital

b

Information System, sistema informatico ospedaliero), pud essere necessario aggiornare

anche i codici dei test per il LIS.

Note
e Windows 10 sono molto simili.

Le schermate riportate in questa sezione sono relative a Windows® 7. Le schermate di Windows XP

Le definizioni dei saggi possono essere importate, ma il software GeneXpert Dx non consente

Note di modificarle.

Per importare i file di definizione del saggio, procedere nel modo seguente.

1. Introdurre il CD delle definizioni dei saggi nell’unita DVD del computer.

Importing Assay Definitions
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2. Nella finestra del sistema GeneXpert Dx, fare clic su Definisci saggi. Vedere
la Figura 4-1. Verra visualizzata la finestra Definisci saggi. Vedere la Figura 4-2.

3. Nella finestra Definisci saggi, fare clic su Importa. Verra visualizzata la finestra di
dialogo Importa saggio. Vedere la Figura 4-3.

Utente Gestione deidati Rapporti Configurazione Manutenzione Informazioni su Utente Detail User
Wi w = 3 2 |
o Gl 9 Ql 2 51
91. LS4 = =A< A 3 \J
Crea analisi Verifica stato Arresta analisi Visualizza risultati Definisci saggi gr Manutenzione
Moduli : Analisi dal momento dell'avvio
Tempo di D | Nome ‘ | : Stato Data
Nome o D Avanza- i 2 Utente Risultato Saggio Stato P
modulo Saggio campione mento Stato i analisi modulo errore iniziale
Al Disponibile’
A2 Disponibile
A3 Disponibile
Ad Disponibile
v
Messaggi:
Awiato GeneXpert® Dx System alle 07/02/19 10:56:51 =
Versione 6.1
Modulo A1: Esecuzione autotest alle 07/02/19 10:56:53
Modulo A2: Esecuzione autotest alle 07/02/19 10:56:54
Modulo A3: Esecuzione autotest alle 07/02/19 10:56:55
Modulo A4: Esecuzione autotest alle 07/02/19 10:56:55
-

Figura 4-1. Finestra del sistema GeneXpert Dx

Utente Gestione deidati Rapporti Configurazione Manutenzione Definiscisaggi Informazioni su Utente Detail User

Crea analisi Verifica stato Arresta analisi Visualizza risultati Definisci saggi gra Manutenzione
Saggio Nome saggio  Xpert MTB-RIF Assay G4
Versione 5
Nome v.
Xpert Xpress Flu 3 Tipo di saggio - R——
Xpert MRSA G3 20 ipo g0 Diagnostico in vitro
P 2 For In Vitro Diagnostic Use Only.
Xpert CT_NG 3 . :
Xpert EV 23 Etichetta saggio
Xpert Fll & FV Combo 1|
Xpert Fll 1
Xpert FV 1|
|Xpert MTB-RIF Assay .| 5
 Xpert NG 3 = g
HCV v75B Xpertise 6.2 7 Data ultima mod. 10/17/11 11:11:50
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 Tipo cartuccia Camere
Xpert CDIFFICILE 3| -
MTB-RIF Assay G4 5 Nome
Xpert MRSA-SA SSTIG3| 24| Reagent 1
Xpert SA Nasal Compl... 2 Sample
Xpert SA Nasal Compl... 5| Reagent 2
Xpert C.diff-Epi 2|
Elimina Sposta in alto Lotto Importa

Figura 4-2. Finestra GeneXpert di definizione dei saggi
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Cartella GeneXpert Systems
selezionata nell’'unita DVD
/

n Importa saggio / @

Cercain: IIjGeneXpert Systems 'l @ @ @ @

[ Xpert Assay.gxa

Nome file: [Xpen Assay.gxa| |

/]
| Impoﬁa!l Annulla |

Figura 4-3. Finestra di dialogo Importa saggio

Tipo file: | File dei saggi (.gxa)

4. Nella casella a discesa Cerca in: selezionare I’unita DVD. Vedere la Figura 4-3.
Nella directory del CD, selezionare la cartella GeneXpert Systems per visualizzare
I’elenco dei file di definizione del saggio applicabili al software GeneXpert Dx.

5. Selezionare il file di definizione del saggio (.gxa/.nxa) all’interno della cartella
GeneXpert Systems, quindi fare clic sul pulsante Importa nella finestra di dialogo
Importa saggio. Vedere la Figura 4-3.

Il nome e il numero di versione del nuovo saggio verranno visualizzati nell’elenco
dei saggi, sul lato sinistro della finestra Definisci saggi, mentre i dettagli relativi al
saggio verranno visualizzati a destra dell’elenco, come riportato nella Figura 4-2.

6. Controllare il nome e il numero di versione del saggio per assicurarsi di aver
importato le corrette definizioni dei saggi.

7. Se occorre importare altri file di definizione del saggio dallo stesso CD, ripetere la
procedura dal passaggio Passaggio 4 al passaggio Passaggio 6.

Note Per i saggi combinati che presentano piu file .gxa/.nxa, importare solo i file di definizione relativi ai
saggi che verranno eseguiti nel proprio laboratorio.

8. Rimuovere il CD dall’unita DVD e conservarlo in un luogo protetto per un eventuale
successivo utilizzo.

9. (Opzione facoltativa) Dopo aver importato un saggio, se il sistema ¢ collegato a un
LIS o a un HIS, per scaricare gli ordini sul sistema GeneXpert Dx e/o per caricare
i risultati dei test dal sistema GeneXpert Dx al LIS o all’HIS sara necessario
aggiornare il codice dei test per I’host. Per le istruzioni sull’aggiornamento dei
codici dei test per I’host, consultare il Capitolo 5 del Manuale dell operatore del
sistema GeneXpert Dx.
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Note

4.3

431

Cepheid consiglia di confermare sempre che i risultati caricati al LIS o all’HIS corrispondano ai
risultati di GeneXpert dopo qualunque modifica apportata a GeneXpert o al sistema dell’host
incluse, tra le altre, le seguenti modifiche:

« versione del software GeneXpert;

« file di definizione e versione del saggio GeneXpert;

« impostazioni per la comunicazione con I'host di GeneXpert;

» modifiche al software middleware o alla configurazione dell’host;

» modifiche al software o alla configurazione del LIS.

Importazione dei file di definizione del saggio nei
sistemi GeneXpert Infinity-48s e Infinity-80

Nei sistemi GeneXpert Infinity-48s e Infinity-80 ¢ necessario importare i file di
definizione del saggio. A seconda delle preferenze, se il sistema ¢ collegato a una rete
LIS o HIS, si puo anche decidere di regolare le impostazioni per il trattenimento delle
cartucce e aggiornare i codici dei test per il LIS.

Come collegare I'unita DVD

Generalmente, per importare le definizioni dei saggi dal CD si usa I'unita DVD fornita
con il sistema. L’unita DVD va collegata ai connettori USB posti sul lato del monitor.

Per collegare 1’unitda DVD e caricare il CD dei file di definizione del saggio, procedere
nel modo seguente:

1. Individuare Iunita DVD. L’unita viene fornita con il sistema, ma sono i clienti a
decidere dove tenerla. Puo essere tenuta sullo scaffale sopra il contenitore dei rifiuti.
Se non si riesce a trovare 1’unita DVD, contattare il responsabile del laboratorio. La
Figura 4-4 mostra I’'unita DVD fornita con il sistema.

2. Appoggiare I’unita DVD sul chiosco multimediale.

Importing Assay Definitions
300-8722, Rev. D January 2020



Importazione delle definizioni dei saggi — Italiano

_’ o - ‘
LITEM]

Figura 4-4. Unita DVD fornita con il sistema Infinity

Figura 4-5. Collegamento dell’unita DVD

3. Individuare i due connettori USB posti sul lato del monitor e inserirvi entrambi i
connettori dell’unita DVD. Vedere la Figura 4-5.

4. Premere il pulsante di espulsione posto davanti all’unita DVD per aprire lo sportello.

5. Inserire il CD delle definizioni dei saggi nell’unita DVD e chiudere lo sportello
dell’unita. Vedere la Figura 4-6. La spia verde posta davanti all’unita DVD
lampeggera mentre 1’unita legge il DVD.
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Figura 4-6. Inserimento del CD delle definizioni dei saggi nell’unita DVD

In questo modo viene completata la procedura di installazione dell’unita DVD e la
lettura del CD delle definizioni dei saggi. Importare le definizioni dei saggi seguendo
la procedura descritta nella Sezione 4.3.2.

4.3.2 Importazione dei file di definizione del saggio

Le definizioni dei saggi possono essere importate, ma il software Xpertise non consente di

Note modificarle.

Per importare i file di definizione del saggio, procedere nel modo seguente.

1.  Nel software Xpertise, premere I’icona Pagina iniziale per visualizzare I’area di
lavoro della pagina iniziale software Xpertise (Xpertise Software). Vedere la
Figura 4-7.
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Eopnes. Xpertise Software

# -

=

Detail User o’. zo ’. Iﬂ

ORDERS
g
RESULTS

DATA
MANAGEMENT

e
=
=
5=

SETUP

MAINTENANCE

oo, Xpettise Software

L)

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I
E3 Available
E4 Available
F1 Available
F2 Available
F3 |Available P
Fa \Available
" \Available
12 \Available
13 Available
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— w| L | eoono02024  system lUser [Detail User] login

Figura 4-7. Area di lavoro della pagina iniziale Xpertise Software

Detail User 0& 2 a I"]

Tests Since Launch

Mod User
Name

Test
Type

Result Assay Start Estimated Status
Date Minutes
- To Result N

Nell’area di lavoro della pagina iniziale Xpertise Software, premere il pulsante
CONFIGURAZIONE (SETUP). Viene visualizzato il menu Configurazione. Vedere la
Figura 4-8.

INSTALLATION
QUALIFICATION

|

OPERATION
MODE

&

BACK

Module Status
Module Status Sample
Name D
E1 \Available a
E2 lAvailable |
E3 \Available
E4 \Available
F1 \Available
F2 \Available
F3 \Available —
Fa \Available
1" \Available
12 \Available
13 \Available
14 \Available
] \Available
92 \Available
43 \Available
a \Available
K1 lavailable
K2 \Available
K3 \Available
Ka \Available
L1 |Available [
L2 \Available | Ell ‘
L3 Available N

08/20/19 10:22:17 System [Full Automation Operating Mode
08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
08/20/19 10:29:24 System User [Detail User] login.

Figura 4-8. Menu Configurazione
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3. Nel menu Configurazione, premere il pulsante GESTISCI SAGGI (MANAGE ASSAYS).
Viene visualizzata I’area di lavoro Gestisci saggi (Manage Assays), in cui € riportato
un elenco dei saggi precedentemente importati. Vedere la Figura 4-9.

Eupreis. Xpertise Software oeuituser +@  @r @ Iﬂ
Module Status Manage Assays
[ Module Status Assay Version | Need Lot Specific Parameters IMPORT
Name Xpert Xpress_Strep A 2
E1 Available a 1 -
Xpert GBS LB 1 o]
E2 |Available —
Xpert C diff-Epi 2| C4)
E3 Available . e —
Xpert MTB-RIF Assay G4 5 |°4]
E4 Available " —
Xpert Xpress FIu-RSV 5 “ 23
F1 Available =
Xpert CT_NG 3 %] DELETE
IF2 Available Xpert MRSA G3 20 = —
F3 Available P
; LOT SPECIFIC
F4 Available St |
e
" \Available
12 |Available
13 Available
S ——
14 Available
a1 Available ’I{
J2 Available CLOSE ‘
3 Available
4 Available
K1 Available
K2 |Available
K3 |Available
K4 Available
L1 \Available [08/20/10 102217 System [Full Automation Operating Mode
L2 Available g 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available A 4 08/20/19 10:29:24 System User [Detail User] login.
[

Figura 4-9. Area di lavoro di gestione dei saggi Xpertise

4. Nell’area di lavoro Gestisci saggi (Manage Assays), fare clic su IMPORTA (IMPORT).
Verra visualizzata la finestra di dialogo Importa saggio. Vedere la Figura 4-10.

5. Nella casella a discesa Cerca in: (Look in:) selezionare ’unita DVD. Nella directory
del CD, selezionare la cartella Sistemi Infinity (Infinity Systems) per visualizzare
I’elenco dei file di definizione del saggio applicabili al software Xpertise. Vedere
la Figura 4-10.

6. Selezionare il file di definizione del saggio (.gxa/.nxa), quindi fare clic sul pulsante
APRI (OPEN). Vedere la Figura 4-10.
Il nome e il numero di versione del nuovo saggio verranno visualizzati nell’elenco
dei saggi nell’area di lavoro Gestisci saggi (Manage Assays). Vedere la Figura 4-9.
Controllare il nome e il numero di versione del saggio per assicurarsi di aver
importato le corrette definizioni del saggio.
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Cartella Sistemi Infinity (Infinity Systems)
selezionata nell’'unita DVD

Zm,,,,m Xpertise Software Detail User »’. ’: z Iﬂ
A% Db s
Module Status Import Assay 6D
h:'o;::: R Look In: ‘D Infinity Systems ‘v] @ @ @ iz
E1 Available - D Xpert CT_3.gxa x
E2 \Available B ) Xpert CT_NG_3.gxa
E3 lAvailable D xperte_3.0x SAACE
E4 IAvailable
F1 \Available
F2 \Available
F3 IAvailable P
F4 \Available
(] Available
12 Available
13 Available
14 Available
1 \Available
N2 Available
3 \Available
Ja AAvailable
K1 Available
K2 IAvailable file Name: | ]
K3 Available Files of Type: LAssay Files (.gxa) Jv]
K4 Available
L1 \Available 08/20/19 10:22:17 [system [Full Automation Operating Mode
L2 \Available | 08/20/19 10:22:17 |system /elcome to GeneXpert Infinity System
L3 \Available v 08/20/19 10:29:24 |system User [Detail User] login

Figura 4-10. Finestra di dialogo di importazione dei saggi

7. Se occorre importare altri file di definizione del saggio dallo stesso CD, ripetere la
procedura dal passaggio Passaggio 1 al passaggio Passaggio 6.

Per i saggi combinati che presentano piu file .gxa/.nxa, importare solo i file di definizione relativi ai

Note : " . i
saggi che verranno eseguiti nel proprio laboratorio.

8. Rimuovere il CD dall’unita DVD e conservarlo in un luogo protetto per un eventuale
successivo utilizzo. Scollegare 1'unita DVD dai connettori delle porte USB e
conservarla per un successivo utilizzo.

9. (Opzione facoltativa) Dopo aver importato il saggio, se per questo saggio si
desidera configurare la modalita di automazione per il trattenimento delle cartucce
in condizioni specifiche, consultare il Capitolo 2 nel Manuale dell operatore del
sistema GeneXpert Infinity.

10.  (Opzione facoltativa) Dopo aver importato il saggio, se il sistema ¢ collegato a una
rete LIS o HIS, per scaricare i test nel sistema Infinity e/o per caricare i risultati dei
test dal sistema Infinity alla rete LIS o HIS, sara necessario aggiornare il codice dei
test per I’host. Per le istruzioni sull’aggiornamento dei codici dei test per 1’host,
consultare il Capitolo 5 del Manuale dell’operatore del sistema GeneXpert Infinity.
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Cepheid consiglia di confermare che i risultati caricati al LIS o all’HIS corrispondano ai risultati di
GeneXpert dopo qualunque modifica apportata a GeneXpert o al sistema dell’host incluse, tra le
altre, le seguenti modifiche:

« versione del software GeneXpert;

« file di definizione e versione del saggio GeneXpert;

* impostazioni per la comunicazione con I'host di GeneXpert;

» modifiche al software middleware o alla configurazione dell’host;

» modifiche al software o alla configurazione del LIS.

Note
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5 Importacion de definiciones de ensayo —
Espanol

Este documento explica como importar definiciones de ensayo en el sistema
GeneXpert® Dx y en el sistema GeneXpert Infinity. Para llevar a cabo el procedimiento,
utilice el CD de definiciones de ensayo suministrado dentro del kit del ensayo Cepheid
GeneXpert.

Este capitulo se divide en dos apartados principales. Seleccione el apartado adecuado
dependiendo del modelo del sistema que esté utilizando:

. Apartado 5.2, Importacion de archivos de definicion de ensayo en el sistema
GeneXpert Dx

. Apartado 5.3, Importacion de archivos de definicion de ensayo en el sistema
GeneXpert Infinity-48s y en el sistema GeneXpert Infinity-80

5.1 Contenido del CD

El CD suministrado dentro del kit contiene:
. Documento «Importacion de definiciones de ensayo» (este documento)
. Prospecto del ensayo (por lo general en varios idiomas)

. Archivos de definicion de ensayo para el sistema GeneXpert Dx y el sistema
GeneXpert Infinity

5.2 Importacion de archivos de definicién de ensayo en
el sistema GeneXpert Dx

En el sistema GeneXpert Dx debera importar los archivos de definicion de ensayo.
Dependiendo de sus preferencias, también es posible que tenga que actualizar sus
codigos de prueba LIS si el sistema estd conectado a un LIS (sistema de informacion
de laboratorio) o a un HIS (sistema de informacion de hospital).

Note Las capturas de pantalla que se muestran en este apartado son de Windows® 7. Las pantallas de
Windows XP y Windows 10 seran muy similares.

Si bien es posible importar definiciones de ensayo, el software del GeneXpert Dx no le permite

Note modificar las definiciones de ensayo.
Para importar archivos de definicion de ensayo:
1. Inserte el CD de definiciones de ensayo en la unidad de DVD del ordenador.
Importing Assay Definitions 5-1
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Usuario Administracion de datos Informes Configurar

2. Enla ventana del sistema GeneXpert Dx, haga clic en Definir ensayos. Consulte la
Figura 5-1. Aparece la ventana Definir ensayos. Consulte la Figura 5-2.

3. Enlaventana Definir ensayos, haga clic en Importar. Aparece el cuadro de didlogo
Importar ensayo. Consulte la Figura 5-3.

Mantenimiento Acerca de

ls

Usuario Detail Usel

—

| ol

Crear prueba Comprobar estado Detener la prueba Ver resultados Definir ensayos Mantenimiento
Médulos 1 Pruebas desde el inicio
Tiempo Estado
Nombre Id. Id. Nombre = Fecha
de médulo Ensayo muestra Progreso Estado restante de muestra ‘ de méd. ’ Usuario ‘ Resultado Ensayo ‘ Estado ’ de ‘ de inicio
la prueba error
A1 Disponible
A2 Disponible
A3 Disponible:
Ad Disponible
Mensajes:
Iniciado GeneXpert® Dx System a las 07/02/19 11:03:09 -
Version 6.1
Mddulo A1: Realizando prueba automatica en 07/02/19 11:03:11
Médulo A2: Realizando prueba automatica en 07/02/19 11:03:12
Mddulo A3: Realizando prueba automatica en 07/02/19 11:03:12
Médulo Ad: Realizando prueba automatica en 07/02/19 11:03:13
-

Usuario Administracion de datos Informes Configurar Mantenimiento Definir ensayos Acerca de

Figura 5-1. Ventana del sistema GeneXpert Dx

Usuario Detail Usel

il i1

IS

Crear prueba Comprobar estado Detener la prueba Ver resultados Definir ensayos Mantenimiento
Ensayo Nombre de ensayo  M7B-RIF Assay G4
Version
Nombre vers. 2
Xpert Xpress Flu 3 Tipo de ensayo - = = z
Xpert MRSA G3 20 po y Para uso exclusivo en investigacion
Xpert CT 3
For Research Use Onl

Xpert CT_NG 3 Descargo de &
Xpert EV 23 responsabilidad del
Xpert Fil & FV Combo 1 ensayo
Xpert Fil 1
Xpert FV 1|
Xpert MTB-RIF Assay ... 5|
Xpert NG 3| - R N
HCV v75B Xpertise 6.2 1 Fecha dltima modificacién 10/17/11 11:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21, Tipo de cartucho Chmaras
Xpert CDIFFICILE 3
IMTB-RIF Assay G4 5 Nombre
Xpert MRSA-SA SSTIG3| 24 Reagent 1
Xpert SA Nasal Compl... 2| Sample
 Xpert SA Nasal Compl... 5 Reagent 2
Xpert C.diff-Epi 2|

]W @ Importar

Figura 5-2. Ventana de definiciéon de ensayos del GeneXpert
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Carpeta de los sistemas GeneXpert
seleccionada en la unidad de DVD

/
n Importar ensayo / &

Buscar en: |DGenexDert Systems ’ 'I @ @ @ @

[} xpert Assay.gx

Nombre de Archivo: [Xpert Assay.gxa| |

/-]
| Imporlar’| Cancelar |

Figura 5-3. Cuadro de didlogo de importacién de ensayo

Archivos de Tipo: I Archivos de ensayo (.gxa)

En la lista desplegable Buscar en: seleccione la unidad DVD. Consulte la Figura 5-3.
En el directorio del CD, seleccione la carpeta Sistemas GeneXpert para ver la

lista de los archivos de definicion de ensayo correspondientes al software del
GeneXpert Dx.

Seleccione el archivo de definicion de ensayo (.gxa/.nxa) de la carpeta Sistemas
GeneXpert y, a continuacion, haga clic en el boton Importar del cuadro de dialogo
Importar ensayo. Consulte la Figura 5-3.

El nombre y el nimero de version del nuevo ensayo apareceran en la lista de ensayos

(en la parte izquierda de la ventana Definir ensayos) y los detalles sobre el ensayo
apareceran a la derecha de la lista, como se muestra en la Figura 5-2.

Compruebe el nombre y el nimero de version del ensayo para asegurarse de que ha
importado las definiciones de ensayo correctas.

Si tiene que importar mas archivos de definicion de ensayo del mismo CD, repita el
proceso del Paso 4 al Paso 6.

Note

En los casos de ensayos combinados que tengan varios archivos .gxa/.nxa, importe solamente los
archivos de definicion de ensayo de los ensayos que se vayan a realizar en su laboratorio.

8.

Retire el CD de la unidad de DVD y guarde el CD en un lugar seguro, por si es
necesario utilizarlo en el futuro.

(Opcional) Tras la importacion de un ensayo, si su sistema esta conectado a un LIS
0 aun HIS, debera actualizar su c6digo de prueba de host para descargar 6érdenes

al sistema GeneXpert Dx o para cargar resultados de pruebas desde el sistema
GeneXpert Dx al LIS o al HIS. Para obtener instrucciones sobre como actualizar
codigos de prueba de host, consulte el capitulo 5 del Manual del operador del
sistema GeneXpert Dx.
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Note

5.3

5.3.1

Cepheid recomienda confirmar siempre que los resultados cargados al LIS o al HIS coincidan con
los resultados del GeneXpert después de realizar cambios al GeneXpert o al host, incluidos (entre
otros) los cambios a lo siguiente:

* Version del software GeneXpert

* Archivos de definicion y version del ensayo GeneXpert

» Configuracién de la comunicacion entre el host y GeneXpert

» Cambios en la configuracion o el software middleware del host

» Cambios en la configuracion o el software del LIS

Importacién de archivos de definicion de ensayo en
el sistema GeneXpert Infinity-48s y en el sistema
GeneXpert Infinity-80

En el sistema GeneXpert Infinity-48s y en el sistema GeneXpert Infinity-80 debera
importar los archivos de definicion de ensayo. Dependiendo de sus preferencias, también
es posible que desee configurar los ajustes de retencion del cartucho y actualizar los
codigos de prueba de su LIS si el sistema esta conectado a una red LIS o HIS.

Conexion de la unidad de DVD

La importacion de definiciones de ensayo se suele realizar utilizando la unidad de DVD
suministrada con el sistema para importar las definiciones de ensayo del CD. La unidad
de DVD debe conectarse en los conectores USB que hay en el lateral del monitor.

Para conectar la unidad de DVD y cargar el CD de archivos de definiciones de ensayo:

1.  Localice la unidad de DVD. La unidad de DVD se suministra con el sistema, pero
los clientes deciden donde guardarla. Puede encontrarse en el estante que hay
encima del recipiente de residuos. Pongase en contacto con el director de su
laboratorio si no puede encontrar la unidad de DVD. La unidad de DVD
suministrada se muestra en la Figura 5-4.

2. Coloque la unidad de DVD en la parte superior de la cabina.
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Figura 5-4. Unidad de DVD suministrada con el Infinity

| L.
|

Figura 5-5. Conexién de la unidad de DVD

3. Encel lateral del monitor, localice los dos conectores USB y conecte ambos
conectores de la unidad de DVD en los dos conectores USB del lateral del monitor.
Consulte la Figura 5-5.

4. Pulse el boton de expulsion que hay en la parte frontal de la unidad de DVD para
abrir la puerta.
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5. Inserte el CD de definiciones de ensayo en la unidad de DVD y cierre la puerta de
esta. Consulte la Figura 5-6. La luz verde de la parte frontal de la unidad de DVD
parpadeara mientras la unidad lee el DVD.

Figura 5-6. Insercion del CD de definiciones de ensayo en la unidad de DVD

Esto finaliza la instalacion de la unidad de DVD y del CD de definiciones de ensayo.
Importe las definiciones de ensayo siguiendo el procedimiento descrito en el
Apartado 5.3.2.

5.3.2 Importacién de archivos de definiciéon de ensayo

Si bien es posible importar definiciones de ensayo, el software Xpertise no le permite modificar las

Note definiciones de ensayo.

Para importar archivos de definicion de ensayo:

1.  En el software Xpertise, pulse el icono de Inicio para mostrar el espacio de trabajo
inicial del software Xpertise (Xpertise Software). Consulte la Figura 5-7.
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Eopnes. Xpertise Software

Detail User »’. zo ’. Iﬂ

Module Status Tests Since Launch =
Module Status Sample Mod User Test Result Assay Start Estimated Status ORD_ERS
Name D Name Type Date Minutes _/
E1 Available N IO/RESUIY |
E2 |Available I RSUUS
E3 Available |
E4 Available
F1 Available DATA
MANAGEMENT
F2 Available |
F3 |Available P ’g’E
Fa \Available :ET_up
" \Available I
12 \Available i
13 Available MAINTENANCE
14 Available
J1 Available
J2 Available
3 \Available
4 \Available )
K1 Available
K2 \Available
K3 |Available
K4 |Available
L1 \Available 108/20/19 10:22:17 System Full Automation Operating Mode
L2 Available | Q 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— w| L | eoono02024  system lUser [Detail User] login.

2.

thm Xpertise Software

Figura 5-7. Espacio de trabajo inicial del software Xpertise

En el espacio de trabajo inicial del software Xpertise, pulse el boton CONFIGURAR
(SETUP). Se muestra el menu de configuracion. Consulte la Figura 5-8.

Detail User »’. : g I"]

Module Status Tests Since Launch .

Module Status Sample Mod User Test Result Assay Start Estimated |  Status ':‘;"s:ﬁg

Name D Name Type Date Minutes
E1 |Available a ToResult C
E2 |Available | INSTALLATION
E3 \Available QUALEICATION
E4 \Available {:}‘
F1 ‘Available CHANGE

OPERATION

F2 \Available MODE
F3 lAvailable b
F4 |Available <:
" |Available BACK
12 \Available
13 |Available
14 \Available
y1 \Available
N2 \Available
J3 \Available
J4 |Available
K1 |Available
K2 lAvailable
K3 /Available
K4 |Available
L1 Available | 108/20/19 10:22:17 System Full Automation Operating Mode
L2 |Available = Q ‘ 0812019 10:22:17 System /elcome to GeneXpert Infinity System
- pemm— w| L | lemoroi02024  [system lUser [Detail User] login.

Figura 5-8. Espacio de trabajo de administracion de ensayos de Xpertise
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3. Enel menu de configuracion, pulse el boton ADMINISTRAR ENSAYOS (MANAGE
ASSAYS). El espacio de trabajo Administrar ensayos (Manage Assays) aparece
mostrando la lista de los ensayos importados previamente. Consulte la Figura 5-9.

ertise Software oeailuser #@) @ @ E
Module Status Manage Assays
Module Status Assay Version Need Lot Specific Parameters IMPORT
Name Xpert Xpress_Strep A 2 v
E1 Available a p-
| Xpert GBS LB 1 2]
[E2 Available
| Xpert C diff-Epi 2 vl
E3 Avsiable — e —
! Xpert MTB-RIF Assay G4 5 |C4]
E4 Available + =
| Xpert Xpress Flu-RSV 5 o) 23
F1 Available
Xpert CT_NG 3 = DELETE
|F2 Available pert MRSA G3 = - —
F3 Available 3
; LOT SPECIFIC
F4 Available St |
—
1" |Available
12 Available
13 Available
14 Available
‘.u Available ’I‘
J2 Available CLOSE ‘
i3 Available
o Available
I
k1 Available
k2 |Available
k3 |Available
K4 Available
L1 |Available 08120119 10:22:17 System [Full Automation Operating Mode
L2 Available g 08/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available v _| [08/20/19 10:29:24 System User [Detail User] login

Figura 5-9. Cuadro de dialogo de importacion del ensayo

4. En el espacio de trabajo Administrar ensayos (Manage Assays), haga clic en
IMPORTAR (IMPORT). Aparece el cuadro de dialogo de importacion del ensayo.
Consulte la Figura 5-10.

5. Enlalista desplegable Buscar en: (Look in:) seleccione la unidad DVD. En el
directorio del CD, seleccione la carpeta Sistemas Infinity (Infinity Systems) para
ver la lista de los archivos de definicion de ensayo correspondientes al Xpertise
software. Consulte la Figura 5-10.

6. Seleccione el archivo de definicion de ensayo (.gxa/.nxa) y, a continuacion, haga
clic en el boton ABRIR (OPEN) del cuadro de didlogo de importacion del ensayo.
Consulte la Figura 5-10.

El nombre y el nimero de version del nuevo ensayo apareceran en la lista de
ensayos del espacio de trabajo Administrar ensayos (Manage Assays). Consulte
la Figura 5-9. Compruebe el nombre y el nimero de version del ensayo para
asegurarse de que ha importado las definiciones de ensayo correctas.
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oo, Xpettise Software

Carpeta Sistemas Infinity (Infinity Systems)
seleccionada en la unidad de DVD

Detail User »& 2» z l‘ﬂ

Module Status

Module
Name

Status

Available

Import Assay
Lookin: [ infinty Systems [] = &= BEle= Rt

\Available

|Available

|Available

Available

|Available

|Available

Available

Available

Available

Available

\Available

\Available

Available

Available

Available

Available

\Available

Available

\Available

\Available

|Available

|Available

v

|3 xpertcT_3.0xa x
) Xpert CT_NG_3.9xa
) Xpert NG_3.gxa CANCEL

File Name: | ]

Files of Type: [Assay Files (gxa) -]

08/20/19 10:22:17 System [Full Automation Operating Mode

08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
08/20/19 102924 System User [Detail User] login

Note

10.

Figura 5-10. Cuadro de dialogo de importaciéon del ensayo

Si tiene que importar mas archivos de definicion de ensayo del mismo CD, repita el
proceso del Paso 1 al Paso 6.

En los casos de ensayos combinados que tengan varios archivos .gxa/.nxa, importe solamente los
archivos de definicion de ensayo de los ensayos que se vayan a realizar en su laboratorio.

Retire el CD de la unidad de DVD y guarde el CD en un lugar seguro, por si es
necesario utilizarlo en el futuro. Desconecte la unidad de DVD de los conectores
USB y guarde la unidad de DVD para su uso futuro.

(Opcional) Tras la importacion de un ensayo, si desea configurar la automatizacion
para que los cartuchos correspondientes a dicho ensayo se retengan en el caso de que
se den unas condiciones especificas, consulte el capitulo 2 del Manual del operador
del sistema GeneXpert Infinity.

(Opcional) Tras la importacion de un ensayo, si su sistema esta conectado a una red
LIS o HIS, debera actualizar su coédigo de prueba de host para descargar pruebas al
sistema Infinity o para cargar resultados de pruebas desde el sistema Infinity a la red
LIS o HIS. Para obtener instrucciones sobre como actualizar codigos de prueba de
host, consulte el capitulo 5 del Manual del operador del sistema GeneXpert Infinity.
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Cepheid recomienda confirmar siempre que los resultados cargados al LIS o al HIS coincidan con
los resultados del GeneXpert después de realizar cambios al sistema GeneXpert o al host, incluidos
(entre otros) los cambios a lo siguiente:

* Version del software GeneXpert

* Archivos de definicion y version del ensayo GeneXpert

» Configuracién de la comunicacion entre el host y GeneXpert

» Cambios en la configuracion o el software middleware del host

» Cambios en la configuracion o el software del LIS

Note
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6 Importacao das definicoes de ensaios —
Portugués

Este documento explica como importar as definigdes dos ensaios para os sistemas
GeneXpert® Dx e os sistemas GeneXpert Infinity. Para efetuar este procedimento, utilize
0 CD das defini¢des dos ensaios fornecido dentro do kit do ensaio Cepheid GeneXpert.

Este capitulo estd dividido em duas grandes secc¢des. Selecione a seccdao adequada
consoante 0 modelo de sistema que estiver a utilizar:

. Seccao 6.2, Importagao dos ficheiros de defini¢do do ensaio nos sistemas
GeneXpert Dx
. Seccao 6.3, Importagao dos ficheiros de defini¢do do ensaio nos sistemas

GeneXpert Infinity-48s e Infinity-80

6.1 Conteudo do CD

O CD fornecido no interior do kit contém:
. Documento «Importagdo das definicdes de ensaios» (este documento)
. Folheto informativo para o ensaio (habitualmente, em diversos idiomas)

. Ficheiros de defini¢dao do ensaio para os sistemas GeneXpert Dx e para os
sistemas Infinity

6.2 Importacao dos ficheiros de definicao do ensaio
nos sistemas GeneXpert Dx

Nos sistemas GeneXpert Dx, ¢ necessario importar os ficheiros de defini¢cdo do ensaio.
Consoante as suas preferéncias, pode ainda necessitar de atualizar os codigos de teste
no LIS se o sistema estiver ligado a um sistema deste tipo (Laboratory Information
System — Sistema de informag¢des do laboratério) ou a um HIS (Hospital Information
System — Sistema de informagdes do hospital).

As capturas de ecra apresentadas nesta secgao sdo capturas de ecra do Windows® 7. As capturas

Note de ecra do Windows XP e Windows 10 serao muito semelhantes.
Note Embora seja possivel importar definicdes dos ensaios, o software do sistema GeneXpert Dx ndo
permite modifica-las.
Para importar ficheiros de defini¢do do ensaio:
1. Introduza o CD das defini¢des dos ensaios na unidade de DVD do computador.
Importing Assay Definitions 6-1
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2. Najanela do sistema GeneXpert Dx, clique em Definir ensaios. Ver Figura 6-1.
E apresentada a janela Definir ensaios. Ver Figura 6-2.

3. Najanela Definir ensaios, clique em Importar. E apresentada a caixa de dialogo
Importar ensaio. Ver Figura 6-3.

Utilizador Gestdo de dados orios C a d0 Acercade Utilizador Detail Usel
= — ~— —
w P N ;
].. « |
i &/ iy
(] S v, e ‘ ~
L5 - L AN
Criar teste Estado da verificagao Parar teste Ver resultados Definir ensaios nir gr Manutengao
Médulos : Testes desde o langamento
Tempo de Estado
Nome - ID da Nome = - Data de =
o o Ensaio P Progresso | Estado re‘sét;‘:te P ’ = ’ Utilizador ‘ Resultado Ensaio ‘ Estado ’ edneo ‘ inicio
Al Disponivel
A2 Disponivel
A3 Disponivel
A4 Disponivel
Mensagens:
Lancou GeneXpert® Dx System em 07/02/19 10:59:31 a
Versdo 6.1
Mddulo A1: a executar o auto-teste em 07/02/19 10:59:33
Mddulo A2: a executar o auto-teste em 07/02/19 10:59:33
Mddulo A3: a executar o auto-teste em 07/02/19 10:59:34
Mddulo A4: a executar o auto-teste em 07/02/19 10:59:35
Figura 6-1. Janela do sistema GeneXpert Dx System
Utilizador Gestéo de dados érios C Definir ensaios Acerca de Utilizador Detail Usel
< LY -, < | _ \J
Criar teste Estado da verificagdo Parar teste Ver resultados Definir ensaios f af Manutengao
Ensaio Nome doensaio  MTB-RIF Assay G4
Versdo 5
Nome v
 Xpert Xpress Flu 3| Tipo de ensaio - = " =
Xpert MRSA G3 20 ipo Apenas para utilizar na investigagao
XpOrtiGT, 3 4 For Research Use Only
Xpert CT_NG 3 Exfi!"s“ de !
Xpert EV 23] responsabilidade do
Xpert Fil & FV Combo 1 ensEo
Xpert Fll 1|
Xpert FV 1|
Xpert MTB-RIF Assay ... 5
Xpert NG 3 = . =
HCV v75B Xpertise 6.2 7 Data da ditima modif. 10/17/11 11:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 Tipo de cartucho Céamaras
Xpert CDIFFICILE 3
MTB-RIF Assay G4 5 Nome
Xpert MRSA-SA SSTIG3| 24| Reagent 1
Xpert SA Nasal Compl... 2 Sample
Xpert SA Nasal Compl... 5| Reagent 2
Xpert C.diff-Epi 2|
Eliminar Mover plo inicio Lote Importar

Figura 6-2. Janela Definir ensaios do sistema GeneXpert Dx
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Pasta Sistemas GeneXpert
selecionada na unidade de DVD
/

r
B Importar ensaio

Procurar em: |[] GeneXpert Systems / 'l @ @ @ @

D Xpert Assay.gxa

File Name:  |Xpert Assay.oxal |

/]
| Imponar’l cancel |

Figura 6-3. Caixa de didlogo Importar ensaio

Files of Type: | Ficheiros de ensaios (.gxa)

4. Na lista pendente Procurar em:, selecione a unidade de DVD. Ver Figura 6-3. No
diretoério do CD, selecione a pasta Sistemas GeneXpert para visualizar a lista dos
ficheiros de defini¢do do ensaio aplicaveis ao software do sistema GeneXpert Dx.

5. Dentro da pasta Sistemas GeneXpert, selecione o ficheiro de defini¢cao do ensaio

(.gxa/.nxa) e clique no botdo Importar da caixa de dialogo Importar ensaio. Ver
Figura 6-3.

O nome ¢ o numero da versdo do ensaio novos sdo apresentados na lista de ensaios
(a esquerda na janela Definir ensaios) e os dados detalhados do ensaio surgem a
direita da lista, como mostra a Figura 6-2.

6. Verifique o nome e o numero da versdo do ensaio para confirmar se importou as
defini¢des do ensaio corretas.

7. Caso necessite de importar mais ficheiros de defini¢cdo do ensaio do mesmo CD,
repita o Passo 4 até ao Passo 6.

No caso de ensaios combinados que possuam diversos ficheiros .gxa/.nxa, importe apenas os
Note ficheiros de definicdo do ensaio correspondentes aos ensaios que serao realizados no seu
laboratorio.

8. Retire 0 CD da unidade de DVD e conserve-o num local seguro para a eventualidade
de necessitar dele no futuro.

9. (Opcional) Depois de importado um ensaio ¢ se o sistema estiver ligado a um LIS
ou a um HIS, € necessario atualizar o codigo de teste de anfitrido para transferir
pedidos para o sistema GeneXpert Dx e/ou carregar resultados de testes do sistema
GeneXpert Dx para o LIS ou o HIS. Para obter instrugdes quanto a atualizacao de
codigos de teste de anfitrido, consulte o Capitulo 5 do Manual do utilizador do
sistema GeneXpert Dx.
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Note

6.3

6.3.1

A Cepheid recomenda confirmar sempre se os resultados carregados para o LIS ou pelo HIS
correspondem aos resultados do GeneXpert apds qualquer alteragéo ao sistema do GeneXpert
ou do anfitrido, incluindo, entre outras, alteragbes ao que se segue:

* Versdo do software GeneXpert

* Ficheiros de definigdo do ensaio e versdo do GeneXpert

* Definigbes de comunicagéo do anfitrido do GeneXpert

« Alteragdes ao software middleware do anfitrido ou de configuragéo

* Alteragdes ao software do LIS ou de configuragéo

Importacao dos ficheiros de definicao do ensaio
nos sistemas GeneXpert Infinity-48s e Infinity-80

Nos sistemas GeneXpert Infinity-48s e Infinity-80, € necessario importar os ficheiros de
defini¢do do ensaio. Consoante as suas preferéncias, pode ainda pretender configurar as
defini¢des de retengdo do cartucho e atualizar os codigos de teste no LIS se o sistema
estiver ligado a uma rede de LIS ou HIS.

Ligacao da unidade de DVD

A forma habitual de importar definicdes de ensaios ¢ utilizar a unidade de DVD
fornecida com o sistema para importar as defini¢des dos ensaios do CD. A unidade
de DVD tem de estar introduzida nos conectores de USB situados na parte lateral
do monitor.

Para ligar a unidade de DVD e carregar o CD dos ficheiros de defini¢do do ensaio:

1. Localize a unidade de DVD. A unidade é fornecida com o sistema, mas os clientes €
que decidem onde guardar a unidade de DVD. Esta pode ser colocada na prateleira
acima do recipiente de residuos. Contacte o gestor do laboratério se ndo conseguir
localizar a unidade de DVD. A unidade de DVD fornecida ¢ apresentada na
Figura 6-4.

2. Coloque a unidade de DVD em cima do quiosque.
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_’ o - ‘
LITEM]

Figura 6-4. Unidade de DVD fornecida com o Infinity

| L.
|

Figura 6-5. Ligacado da unidade de DVD

3. Na parte lateral do monitor, localize os dois conectores de USB e ligue ambos os
conectores da unidade de DVD aos dois conectores de USB. Ver Figura 6-5.

4.  Para abrir a porta, prima o botdo de ejecdo situado na parte frontal da unidade
de DVD.
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5. Introduza o CD das defini¢des dos ensaios na unidade de DVD e feche a porta da
respetiva unidade. Ver Figura 6-6. A luz verde na parte frontal da unidade de DVD
pisca enquanto a unidade 1€ o DVD.

Figura 6-6. Insergdo do CD das definigoes dos ensaios na unidade de DVD

Isto conclui a instalagdo da unidade de DVD e do CD das defini¢bes dos ensaios.
Importe as definigdes dos ensaios de acordo com o procedimento descrito na
Seccdo 6.3.2.

6.3.2 Importacao dos ficheiros de definicao do ensaio

Note Embora seja possivel importar definicdes dos ensaios, o software Xpertise ndo permite

modifica-las.
Para importar ficheiros de defini¢do do ensaio:
1. No software Xpertise, prima o icone Inicio para exibir a area de trabalho inicial do
software Xpertise (Xpertise Software). Ver Figura 6-7.
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Eopnes. Xpertise Software

Detail User o’. zo ’. Iﬂ

ORDERS

g2

RESULTS

DATA
MANAGEMENT

.
<l

thm Xpertise Software

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I
E3 Available
E4 Available
F1 Available
F2 Available
F3 |Available P
Fa \Available
" \Available
12 \Available
13 Available
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— - 082019102024 |system lUser [Detail User] login

Figura 6-7. Area de trabalho inicial do software Xpertise

Detail User w’. zt : I"]

MAINTENANCE

Na érea de trabalho inicial do software Xpertise, prima o botio CONFIGURAGAO
(SETUP). E apresentado o menu Configuragdo. Ver Figura 6-8.

Tests Since Launch

Mod User
Name

Test
Type

Result Assay Start Estimated Status
Date Minutes
To Result

:
INSTALLATION
QUALIFICATION

CHANGE
OPERATION

Module Status
Module Status Sample
Name ID
E1 |Available -
E2 |Available B
E3 |Available
E4 \Available
F1 ‘Available
F2 |Available
F3 lAvailable b
F4 |Available
" |Available
12 \Available
13 |Available
14 \Available
y1 |Available
N2 |Available
J3 \Available
J4 |Available
K1 |Available
K2 |Available
K3 |Available
K4 |Available
L1 |Available ‘
L2 |Available L) g
L3 Available N —J

108/20/19 10:22:17 Sys(em [Full Automation Operanng Mode
108/20/19 10:22:17 Sys(em lelcome to Genexpen Inﬂmty SyS(Em
08/20/19 10:29:24 System User [Detail User] login

Figura 6-8. Menu Configuracao
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ch,m Xpertise Software

No menu Configuragio, prima o botio GERIR ENSAIOS (MANAGE ASSAYS). £
apresentada a area de trabalho Gerir ensaios (Manage Assays), exibindo a lista de
ensaios anteriormente importados. Ver Figura 6-9.

Detail User 0: : i Iﬂ

Module Status Manage Assays
[ Module Status Assay Version | Need Lot Specific Parameters IMPORT
Name Xpert Xpress_Strep A 2
E1 Available a | -
Xpert GBS LB 1 |C4]
E2 |Available =
Xpert C diff-Epi 2| C4)
E3 Available — T ———
Xpert MTB-RIF Assay G4 5 |C4]
E4 Available + —
Xpert Xpress Flu-RSV 5 o) 23
F1 Available
Xpert CT_NG 3 ] DELETE |
F2 Available pert MRSA G3 2 - —
F3 Available P
- LOT SPECIFIC
F4 Available PARAMETERS ‘
—
" ‘Available
12 |Available
13 Available
S
14 Available
a1 Available ’I{
J2 Available CLOSE ‘
J3 Available
J4 Available
K1 Available
K2 ‘Available
K3 Available

Available

\Available

Available

<]

Available

108/20/19 10:22:17 [Full Automation Operating Mode
08/20/19 10:22:17

08/20/19 10:29:24

System

System lelcome to GeneXpert Infinity System

L5

System User [Detail User] login.

Figura 6-9. Area de trabalho Gerir ensaios do Xpertise

Na area de trabalho Gerir ensaios (Manage Assays), clique em IMPORTAR (IMPORT).
E apresentada a caixa de didlogo Importar ensaio. Ver Figura 6-10.

Na lista pendente Procurar em: (Look in:), selecione a unidade de DVD. No diretério
do CD, selecione a pasta Sistemas Infinity (Infinity Systems) para visualizar a

lista dos ficheiros de defini¢do do ensaio aplicaveis ao software Xpertise. Ver
Figura 6-10.

Selecione o ficheiro de defini¢do do ensaio (.gxa/.nxa) e depois clique no botao
ABRIR (OPEN). Ver Figura 6-10.

O nome e o numero da versdo novos do ensaio sdo apresentados na lista de ensaios
da area de trabalho Gerir ensaios (Manage Assays). Ver Figura 6-9. Verifique o
nome e o niimero da versdo do ensaio para confirmar se importou as defini¢des do
ensaio corretas.
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Eopneis. Xpettise Software

E)

Module Status

m}

R =

| Module
Name

Status

Available

[»

Pasta Sistemas Infinity (Infinity Systems)
selecionada na unidade de DVD

Detail User o’. zo g m

Available

Available

Available

Available

Available

|Available

|Available

\Available

Available

Available

Available

Available

Available

|Available

Available

Available

|Available

\Available

Available

Available

Available

Available

I

Import Assay

PR
Look In: |G Infinity Systems |v‘ @ @ @ ]
) xpert CT_3.gxa | x

[ Xpert CT_NG_3.gxa
) Xpert NG_3.g;

File Name: | ]

Files of Type: LAssay Files (.gxa) J'J

08/20/19 10:22:17 System [Full Automation Operating Mode
08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
08/20/19 10:29:24 System User [Detail User] login

Note

7.

Figura 6-10. Caixa de dialogo Importar ensaio

Caso necessite de importar mais ficheiros de defini¢do do ensaio do mesmo CD,
repita o Passo | até ao Passo 6.

No caso de ensaios combinados que possuam diversos ficheiros .gxa/.nxa, importe apenas os
ficheiros de definicdo do ensaio correspondentes aos ensaios que serao realizados no seu
laboratorio.

8.

10.

Retire o CD da unidade de DVD e conserve-o num local seguro para a eventualidade
de necessitar dele no futuro. Desligue a unidade de DVD do conector da porta USB
e guarde esta unidade para utilizacdo futura.

(Opcional) Depois de importado um ensaio, se pretender configurar a
automatizagao de retengdo dos cartuchos para este ensaio em condicdes especificas,
consulte o Capitulo 2 do Manual do utilizador do sistema GeneXpert Infinity.

(Opcional) Depois de importado um ensaio e se o sistema estiver ligado a uma rede
de LIS ou HIS, ¢é necessario atualizar o codigo de teste de anfitrido para transferir
testes para o sistema Infinity e/ou carregar resultados de testes do sistema Infinity
para a rede do LIS ou o HIS. Para obter instrugdes quanto a atualizagio de codigos
de teste de anfitrido, consulte o Capitulo 5 do Manual do utilizador do sistema
GeneXpert Infinity.

Importing Assay Definitions
300-8722, Rev. D January 2020



Importacao das definigées de ensaios — Portugués

A Cepheid recomenda confirmar se os resultados carregados para o LIS ou pelo HIS correspondem
aos resultados do GeneXpert apos qualquer alteragdo ao sistema do GeneXpert ou do anfitrido,
incluindo, entre outras, alteragdes ao que se segue:
Note * Versdo do software GeneXpert
* Ficheiros de definigdo do ensaio e versdo do GeneXpert
* Definigbes de comunicagéo do anfitrido do GeneXpert
* Alteragdes ao software ou middleware do anfitrido ou de configuragédo
* Alteragdes ao software do LIS ou de configuragéo
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7 Wmnopt channoB ¢ onucaHmem tecta —
Pycckun

B nHacrosiimem 1oKyMeHTe pa3bsACHIETCS MOPSIIOK UMITOpTa (aiiioB ¢ OMHCaHHEM
TECTa B CUCTEMBI GeneXpert® Dx u GeneXpert Infinity. J[ns BeImonHeHUsT yKa3aHHON
IPOLIEAYPHI CIEyeT UCIOIb30BaTh KOMIIAKT-IHUCK, cogepkaliuil (ailsl ¢ onucaHueM
TecTta, KoTophlid BxoauT B Habop tecta Cepheid GeneXpert.

JlanHas r1aBa COCTOMT M3 JBYX OCHOBHBIX pa3ziesnioB. Bribepute pasnern,
COOTBETCTBYIOIINH UCTIOIB3YEMOU MOJIEIH CHCTEMBI:

. Paznen 7.2, Umnopt ¢aiinos ¢ onucanuem tecta B cuctemy GeneXpert Dx
. Paznen 7.3, Ummopt daitiios ¢ onucanueM Tecta B cucteMbl GeneXpert Infinity-48s
u Infinity-80

7.1 CopepxaHue KOMNaKT-gUCKa

Komrmakr-iuck, BXoasiuii B Ha0op, COACPIKHUT:

. JoxymenT « mMmopT ¢aiiinoB ¢ onmucanueM TecTay (HaCTOSAIIHI TOKYMEHT)
. WHCTpYKIUIO IO TPUMEHEHHIO TeCTa (OOBIYHO Ha HECKOJIBKUX A3BIKAX)
. ®aiinel ¢ onmcanneM tecta (ADF) g cucrem GeneXpert Dx u Infinity

7.2 WUmnopTt ¢pannoB ¢ onncaHuem tecta B CUCTEMY
GeneXpert Dx

st paboTsr Ha cucteme GeneXpert DX He0OX0MUMO UMITOPTHPOBATEH (aiiIbl ¢
onucanueM Tecta. MoxeT moTpeboBaThes Takxke 0OHOBHUTH kofpl TectoB JIMC, ecnu
cuctema nionkimroueHa k JIMC (maboparoproit mHGopMarmonHoi cucreme) wiu bUC
(6onpHUYHON MH()OPMALMOHHON CHCTEME).

CHUMKM 9KpaHOoB, npeacTaBrieHHble B pa3aene, ABnATCA CHUMKaMn 3KpaHOoB Windows® 7.

Note ; . N
OkpaHbl Windows XP 1 Windows 10 nmetoT cxoxuii Bug,.
Note HecMoTpsi Ha BO3MOXXHOCTb MMMopTa halisioB ¢ onMcaHMeM TecTa nporpammHoe obecrievyeHve
GeneXpert Dx He N03BONSET NOMNb30BATENO U3MEHSITb ONUCAHNSI TECTOB.
[Ipsimox ummopra (aitioB ¢ ONMUCaHUEM TecTa:
1. YcranoBuTe KOMHOAKT-AUCK ¢ onucaHueM Tecta B DVD-npusog.
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2. B oxkne GeneXpert Dx System mienkaute Onpeaenutsb TecTbl. Cm. Pucynok 7-1.
[osiBuTCs 0KHO «Onpenenuts TecTh». CM. Pucynok 7-2.

3. B oxne «Onpenenuts TecTbD» menkuure UMNopT-Tb. ITosiBUTCS 11aoroBoe OKHO
«mnopt tectay. CMm. Pucynok 7-3.

! Oryerst 0O6cnyxusanne O nporpamme Monk3oearens Detail User
- 3 | he
O o) W=
® !
o3n posep O 0B po oTp pe Onpepne e 06
Mopaynu : AHanNW30B C MOMEHTa 3anycka
e D Xopa 0“:::"?“ D HasBanwe Monk3o- Pesynb- Tecr Cratyc C,:::::- Dara -
woyns Tecr 5 - s'::::- Craryc obpasua moa. Barens Tar e 3anycka
axanusa
Al LoctynHo
A2 AocrynHo
A3 HoctynHo
Ad [LoctynHo
CoobueHns:
3anyweHo GeneXpert® Dx System g 07/02/19 11:01:06 -
BepcuA 6.1
Mogyne A1: BeinonHexue camonpoeepku g 07/02/19 11:01:08
Mogyneb A2: BeinonHeHue camonpoeepku & 07/02/19 11:01:09
Mogyne A3: BeinonHeHue camonpoeepku & 07/02/19 11:01:09
Moayne A4: BeinonHexne camonpoeepku 8 07/02/19 11:01:10
-

Co3parb aHanus

Tecr

Haasanne

<

Xpert Xpress Flu

Xpert MRSA G3

Xpert CT

Xpert CT_NG

Xpert EV

Xpert Fll & FV Combo
Xpert Fll

[Xpert MTB-RIF Assay - |
Xpert NG

HCV v75B Xpertise 6.2
HIV -1Quant SW Val 20...
Xpert MRSA-SA BC
Xpert CDIFFICILE
[MTB-RIF Assay G4
Xpert MRSA-SA SSTIG3
Xpert SA Nasal Compl...
Xpert SA Nasal Compl...
Xpert C.diff-Epi

N

N

Oryersl i
l i
MNposepuTs craryc
Ha3BsaHwe TecTa
Bepcua

Tun recta

Orkas ot
OTBETCTBEHHOCTH 32
NpHMEHeHHe TecTa

Nara nocnef. HameH.

PucyHok 7-1. OkHo GeneXpert Dx System

O6Cnyxueanue OnpeaenuTs TecTbi O Nporpamme

OCTaHOBHTL aHANMU3
Xpert MTB-RIF Assay G4

5

HuazHocmuka in vitro

MNpocmotp pes. OnpenenuTs TecTbl

For In Vitro Diagnostic Use Only.

10/17/11 11:11:50

Nonk3osarens Detail User

o

0O6cnyxusanune

N

N
nlaln RlafwlRalslwlals sl |SloiwSlw

Ypanute

Tun KapTpHaXa

Kamepb!

HaasaHue

Reagent 1
Sample
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UmnopT c¢pannoB ¢ onucaHmem tecta — Pycckum

Manka GeneXpert Systems,

BbiOpaHHas B DVD-npuBoae
/

rﬂ Wmnopr Tecta / e S
Look In: |ﬁGeneXpertSyshems’ v| @@@@E

[} Xpert Assay.gxa

File Name:  |Xpert Assay.gxal |

r

/ -]
| Hunopt-rbﬁ Cancel |

PucyHok 7-3. lInanoroBoe okHO «MMNopT Tecta»

Files of Type: | Mainkl TECTOB {.nxa, .gxa)

B mone Hantu B: HaskMHTE Ha 3HAYOK BBINAAAIOIIETO CIUCKa U BbIOepuTe DVD-
mpuBon. CM. Pucynok 7-3. B mamkax KoMIakT-AaucKa BeiOepuTe manky GeneXpert
Systems, 4ToOBI IPOCMOTPETH MEPEUCHB (PaiijIOB C OMUCAHUEM TecTa (assay
definition file, ADF), mpuMeHUMBIX K IporpaMMHOMY oOecnieueHnto GeneXpert Dx.

BribepuTe ¢aiin ¢ onucanuem tecta (.gxa/.nxa) B manke GeneXpert Systems,
3aTeM HIEIKHUTE KHOMKY IMNOPT-Tb B tnanoroBoM okHe «MIMIopT Tectay.
CwM. Pucynoxk 7-3.

B criucke TectoB (B 11eBo yacTi okHa « OMPEICIIUTh TECThI) MOSBUTCSI HOBOE
Ha3BaHWE M HOMEP BEPCHH TECTa, a B IPaBOil 4acTH OyIyT MpeACcTaBICHBI
monpoOHbIE CBEIEHUS O TeCTe, KaK MoKa3aHo Ha PucyHok 7-2.

[IpoBeprTe Ha3BaHME U HOMEP BEPCHUU T€CTA, YTOOBI yOSAUTHCS B TOM, UTO
MMIIOPTUPOBAHO MIPABMIBHOE OMHICAHHUE TECTA.

[Ipu HEOOXOANMOCTH UMIIOPTHPOBATH JIOTIOTHUTENHBIE (hailIbI C OMTUCAHIEM TeCTa
(assay definition file, ADF) ¢ Toro ’ke KOMIaKT TUCKa, IOBTOPUTE NESHCTBHS OT
HeticrBue 4 no Jlelictue 6.

[nst KOMGUHMPOBAHHBIX TECTOB, MMEILLMX HECKOMNbKO hannos .gxa/.nxa, MMNopTupynTe cainsl ¢
Note onucaHuneM Tecta (assay definition file, ADF) Tonbko Ans Tex TecToB, KOTopble OyayT BbIMOMNHATLCA
B BalLel nabopartopuu.

8.

N3Bnekute xoMmnakT-auck u3 DVD-npuBoja u nepeMecTuTe €ro Ha XpaHeHue B
0e30IacHOe MECTO JIJIS MCIIONIE30BaHMS B OyIyIem.

(Heo0s13aTenbno) Eciu cucrema nmoaxmrodera k JIMC unu BUC, To mocne ummopTa
TecTa HeoOX0MMMO OOHOBHUTH KOJ] aHAJIH3a C XOCTa, YTOOBI 00ECTIEUHTh 3arpy3Ky
koMaHA B cuctemy GeneXpert DX u (Mn) BBITpY3Ky pe3y/IbTaTOB U3 CHCTEMBI
GeneXpert Dx B JIMC nnu BUC. Ykazanus mo 0OHOBJICHHIO KOJIOB aHAJIM3A C XOCTa
MIPUBOJISATCSA B TIaBe 5 pykosodcmea onepamopa cucmemsl GeneXpert Dx.

Importing Assay Definitions
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UmnopT ¢pannoB ¢ onucaHuem tecta — Pycckum

Note

7.3

7.3.1

KomnaHusa Cepheid pekomeHayeT Bcerga noaTeepxaaTb COOTBETCTBUE PE3YrbTaTOB,
oTtnpaeneHHbix B JINC unn BUC, pesynstatam Ha cucteme GeneXpert nocne BHECEHWs1 Kakux-nnbo
nameHeHun B cuctemy GeneXpert unu rasHbIN KOMMNbIOTEP, BKNOYas (B YACHE NPOUNX)
crneayloLme 3sMeHeHus:

* Bepcumn nporpammHoro obecneveHuss GeneXpert

* cbannos ¢ onucannem Tecta GeneXpert n Bepcum

* HacTpoek cBA3n cuctembl GeneXpert C rmaBHbIM KOMMLIOTEPOM

* CBA3YHOLLEro NporpamMmmHOro obecneyeHnsi rmaBHOrO KOMMNbIOTEPa UNu ero KoHUrypauum

* nporpamMmmHoro obecneveHns nunu koHdpurypauum NIMC

UmnopT channoB ¢ onncaHnem tecta B CUCTEMbI
GeneXpert Infinity-48s u Infinity-80

st pabotsl Ha cuctemax GeneXpert Infinity-48s u Infinity-80 HeoOxommmo
MMIIOPTHPOBATH (Daliiibl ¢ ONMUCAaHUEM TecTa. B 3aBUCUMOCTH OT NPEANOYTESHUN TaKXKe
MOJKHO 3a/1aTh IMapaMeTphl yIep KaHus KapTpHIDKeH 1 00HOBUTH Koasl TecToB JIVMC,
ecnu cuctema noakiroueHa kK cetu JIMC unu BUC.

MoaknioyeHue DVD-npuBopa

CrangapTHbIA crtocod uMIopTa GaiiioB ¢ OMMCAHUEM TECTa — HCIOIB30BaHHE
DVD-npuBoza, BXOAAIIEr0 B KOMIUIEKT IIOCTaBKH CHCTEMBI, UII UMITOpTa (aiiinoB
C OMHCAHMUEM TECTa ¢ KOMMAaKT-AucKa. DVD-mpuBoa momxeH OBITh MOAKIIOUCH K
pasbemam USB, koTopbsie HaxonsaTcst Ha OOKOBOI 4acTH MOHMTODA.

[Nopsinok noaxmouenns DVD-nipuBona 1 3arpy3ku KOMIakT-JUCKa, COAEpIKaIiero (ain
C ONMCAHHEM TeCTa!

1. Haiigure DVD-npuBoa. DVD-npuBoj moctaBisieTcs ¢ CHCTEMON, OJHAKO MECTO
xpanenust DVD-npuBona onpeznensercs nonb3osareneM. OH MOXKET HAXOAUTHCS HA
MIOJIKE HaJl KOHTeHHEpOM 7151 0TX00B. OOpaTuTeCch K pyKOBOAMUTENIO TaOOpaTOpHH,
ecnu He MoxkeTe Haitu DVD-npusoa. Bxopsiuuii B KOMILIEKT moctaBku DVD-
MpHUBOJ NoKa3zaH Ha PucyHok 7-4.

2. Pacnonoxurte DVD-npuBon Ha KphIIIKe CTONIA TEpMHUHATA.

7-4
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UmnopT c¢pannoB ¢ onucaHmem tecta — Pycckum

_’ o - ‘
LITEM]

PucyHok 7-4. DVD-npuBoa, Bxoasilwmuim B KOMMNMEKT nocTaBku cuctemsl Infinity

| L.

PucyHok 7-5. NoagknioueHne DVD-npusoaa

3. Haiigure nBa pazpema USB B 60KOBOI yacTi MOHHTOpA U BBEIUTE 00a
coequautenst DVD-nipuBona B atu pazsemsl. Cm. Prucynoxk 7-5.

4. HaxmuTe Ha KHONIKY M3BJIeUeHUS Ha nepeaneii yactu DVD-npusona, 4ro0s!
OTKPBITH €r0 JIBEpILY.

Importing Assay Definitions 7-5
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UmnopT ¢pannoB ¢ onucaHuem tecta — Pycckum

5. BcraBbTe KOMIAKT-AUCK ¢ onucanueM Tecta B DVD-npuBog u 3akpoiite 1Bepily
npuBoga. CM. Pucynok 7-6. Bo Bpems cuuThIBaHMsI UCKA HA IEpeIHEN aHeIn
DVD-npuBozaa OyneT MUTaTh 3eTICHBIH UHIUKATOP.

PucyHok 7-6. YcTaHOBKa KOMNakT-AuUcka ¢ onucaHuem tecta B DVD-npuBog

VYcranoBka DVD-npuBojia 1 KoMIakT-AuCKa ¢ ONMCAHUEM TECTa 3aBepliieHa. BoimonHuTe
UMIIOPT (haiiyia ¢ ONMUCAHUEM TECTa, BBITIOIHUB MPOIEAYPY, KOTOpas pacCMaTpyuBacTCs B
Pa3znene 7.3.2.

7.3.2 WmnopTt cpannos c onnucaHmem tecra

HecMoTpsi Ha BO3MOXHOCTbL MMMOPTa (PalnoBs ¢ onncaHuem TecTa nporpaMmmHoe obecneyeHmne

Note :
Xpertlse He No3BOoNdeT nonb3oBaTtentd UBMEHATb ONMUCaHNA TECTOB.

[Ipsnok uMmnopra (aiinoB ¢ onucaHueM TecTa:

1. B nporpammHOM obecrieueHnn Xpertise HaKMuTe 3Ha40K Ha rnaBHy,
4yT0oOBI IEPEHTH K MaBHOM paboueli obmactu Xpertise (Xpertise Software).
Cwm. Pucynok 7-7.

7-6 Importing Assay Definitions
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UmnopTt charinos ¢ onucaHuem Tecta — Pycckum

Eopnes. Xpertise Software

A=

1]

Detail User o’. zo ’. Iﬂ

thm Xpertise Software

L)

PucyHok 7-7. TmaBHas paboyas obnactb Xpertise

Detail User w’. zt : I"]

Module Status Tests Since Launch =
Module Status Sample Mod User Test Result Assay Start Estimated Status ORD_ERS
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I RSUUS
E3 Available
E4 Available g
F1 Available DATA
MANAGEMENT
F2 Available
F3 |Available P ’g’E
Fa4 Available :ET_UF'
" \Available
12 \Available
13 Available MAINTENANCE
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— - 082019102024 |system lUser [Detail User] login

Module Status Tests Since Launch .
Module Status Sample Mod User Test Result Assay Start Estimated |  Status ':‘;"s:ﬁ:
Name D Name Type Date Minutes
E1 |Available a ToResult
E2 |Available | INSTALLATION
E3 \Available QUALEICATION
E4 \Available {:}A
F1 ‘Available CHANGE
OPERATION
F2 \Available MODE
F3 lAvailable b
F4 |Available
" |Available
12 \Available
13 |Available
14 \Available
y1 \Available
N2 \Available
J3 \Available
J4 |Available
K1 |Available
K2 lAvailable
K3 /Available
K4 |Available
L1 Available | 08/20/19 10:22:17 System Full Automation Operating Mode
L2 |Available = g 0812019 10:22:17 System /elcome to GeneXpert Infinity System
- pemm— - 082019102024 |system lUser [Detail User] login.

PucyHok 7-8. MeH0 HacTpoek

B raBHoit paGoueit o6nactu Xpertise naxmure Ha kaornky HACTPOUKM (SETUP).
Ha nucruiee oroOpasurcst MeHio HacTpoek. CM. PucyHoxk 7-8.

Importing Assay Definitions
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UmnopT ¢pannoB ¢ onucaHuem tecta — Pycckum

3. B menro Hactpoek Haxxmute kHonky YIPABJIEHUE TECTAMU (MANAGE ASSAYS).
Ha nucninee otobpasurcs padouast o61acTh «YpasiaeHue TectamMu» (Manage
Assays) ¢ mepeyHeM paHee UMIIOPTUPOBAHHBIX TecToB. CM. Prucynox 7-9.

Eopnes. Xpertise Software Detail User 0’. 2 : Iﬂ
Module Status Manage Assays
[ Module Status Assay Version | Need Lot Specific Parameters &
Name) [Xpert Xpress_Strep A 2
E1 Available - | —
Xpert GBS LB 1 4]
E2 |Available —
Xpert C diff-Epi 2| C4)
E3 Available . e —
Xpert MTB-RIF Assay G4 5 |C4]
E4 Available " —
Xpert Xpress Flu-RSV 5 © 23
F1 Availabl
vatabie Xpert CT_NG 3 g DELETE |
IF2 Available Xpert MRSA G3 20 = —
F3 Available P
. LOT SPECIFIC
F4 Available PARAMETERS ‘
L
" |Available
2 |Available
13 Available
—
14 Available
a1 Available ’I{
J2 Available CLOSE ‘
J3 Available
J4 Available
K1 Available
K2 |Available
K3 |Available

Ka Available
L1 |Available [08/20119 10:22.17 system [Full Automation Operating Mode

L2 vailable L g 0822019102217 |system elcome to GeneXpert Infinity System
B Pe— - 0820119 10:20:24 system User [Detail User] login

PucyHok 7-9. Pa6o4yas obnacTtb Xpertise «YnpaBneHue Tectammu»

4. B paOoueii obnactu Yipasienue tectamu (Manage Assays) IIEIKHUTE KHOTIKY
UMMNOPTUPOBATD (IMPORT). [TosiBuTCst 1aioroBoe OKHO « IMITOPT TecTay.
CwM. Pucynoxk 7-10.

5. B momne Haittu B (Look in): HaxkmMuTe Ha 3HAYOK BBITIAIAIOIIETO CIIMCKA M BHIOEpHUTE
DVD-npuBoa. B nankax kommnakr-nucka Beioepure nanky «Cucremsl Infinity»
(Infinity Systems), 4ToObI TPOCMOTPETH TMepeueHb (HAIOB ¢ OMHUCAHUEM TECTA
(assay definition file, ADF), npuMeHUMBIX K IPOTPAMMHOMY 00€CIEYEHHUIO
Xpertise. Cm. Pucynox 7-10.

6. BriGepute ¢aiin c onucanuem tecta (.gxa/.nxa), 3aTeM LMIETKHUTE KHOIKY
OTKPbITb (OPEN). Cm. Pucynok 7-10.
Ha3zBanue HOBOTO TecTa ¥ HOMEP BEPCHU MOSIBATCS B IIEPEUHE TECTOB pabouei
obnactu «Ynpasienue Tectamu» (Manage Assays). Cm. Pucynok 7-9. IIpoBepbte
Ha3BaHME M HOMEP BEPCHH TECTa, YTOObI yOSIUTHCSA B TOM, YTO UMIIOPTHPOBAHO
HpaBUIBHOE OMHCAaHKUE TECTa.

7-8 Importing Assay Definitions
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UmnopTt charinos ¢ onucaHuem Tecta — Pycckum

oo, Xpettise Software

Manka «Cucrtemsl Infinity» (Infinity Systems)
BblOpaHHas Ha DVD-npuBoge

Detail User »& 2» z ﬂ

Import Assay

- @EcEE

Module Status
Module Status 7
N&ite Lookn: | nfinity Systems
E1 IAvailable a D xpencisom
E2 \Available [ [ Xpert CT_NG_3.gxa
E3 lAvailable D) xperthG_3o2
E4 IAvailable
F1 /Available
F2 |Available
F3 lAvailable §
F4 |Available
" |Available
12 |Available
13 |Available
14 |Available
1 |Available
2 lAvailable
J3 |Available
J4 |Available
K1 |Available
K2 |Available
K3 |Available
K4 |Available
L1 |Available
L2 |Available =
L3 IAvailable v

File Name: | ]

Files of Type: [Assay Files (.gxa) P ‘

08/20/19 10:22:17 System [Full Automation Operating Mode

08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
08/20/19 10:29:24 System User [Detail User] login.

7.

PucyHok 7-10. lnanoroBoe okHo «MMnopT Tecta»

[Tpu HEOOXOAUMOCTH UMIIOPTUPOBATH JIOTIOJIHUTEIILHBIC (hailJIbl C OMTUCAHUEM TeCTa
(assay definition file, ADF) ¢ Toro ’ke KOMIaKT IUCKa, IOBTOPUTE EHCTBHS OT
Heticteue 1 mo [etictBue 6.

[ns koMBUHMPOBAHHBIX TECTOB, MMEIOLLIMX HECKOMBbKO halnnoBs .gxa/.nxa, MMnopTupyiTe caiinsl ¢
Note onucaHueMm Tecta (assay definition files, ADF) Tonbko 4ns Tex TecToB, KoTopble ByAyT BbINONHATLCS
B BaLLew nabopartopuu.

8.

10.

Wzenexute kommakT-auck u3 DVD-npuBosia 1 mepeMecTuTe ero Ha XpaHeHHUe B
0e30macHOe MECTO IS UCIIOIB30BaHus B OymymeM. Otcoennante DVD-mipuBox
ot USB-nopToB U MOMeCTHTE €ro Ha XpaHEeHUE JIJIS HCIIONB30BaHUS B OYIyIIeM.

(Heo0s13aTeibHO) Eciii mocite mMmopra Tecta Heo0XoauMo KOHDUTYPUPOBATh
CUCTEMY aBTOMATH3AIINH JUIS yACPKAHUS KapTPUIKEH JaHHOTO TeCTa MpH
HACTYIUIEHUH OIPEENIEHHBIX YCIOBUH, CM. TIIABY 2 pYKOBOOCMEA onepamopa
cucmemol GeneXpert Infinity.

(Heo0s13aTenibHo) Eciu cucrema nonkirroueHa k cetu JIMC wm BUC, To mocite
HUMIIOpTa TeCTa He0OXOAMMO OOHOBHTE KOJI aHANIN3a C XOCTa, YTOOBI 00eCeYnTh
3arpy3Ky KomaH[ B cuctemy Infinity u (Mm) BEITPY3Ky pe3yNbTaToOB U3 CHCTEMBI
Infinity B JIMC unu BUC. Yka3anus no 0OHOBICHHIO KOOB aHAIN3a C XOCTa
MIPUBOAATCA B TNaBe 5 pykogoocmea onepamopa cucmemsi GeneXpert Infinity.

Importing Assay Definitions
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UmnopT ¢pannoB ¢ onucaHuem tecta — Pycckum

Komnanusa Cepheid pekomeHayeT nogTeepxaaTtb COOTBETCTBME pe3ynsTaToB, OTMNPaBiieHHbIX B
JINC nnn BUC, pesynsratam Ha cucteme GeneXpert nocne BHeCEHUsT Kaknx-Nnbo namMeHeHun B
GeneXpert nnv rmasHbIV KOMMNBIOTEP, BKIOYAs (B YMCIe NPOYMX) crieqytolime U3MeHeHus:

* Bepcumn nporpammHoro obecneveHuss GeneXpert

* channos c onucaHnem Tecta u Bepcum GeneXpert

* HacTpoek cBA3n cuctembl GeneXpert ¢ rMaBHbIM KOMMLIOTEPOM

* CBA3YHOLLEro NporpamMmmHOro obecneyeHnsi rmaBHOrO KOMMNbIOTEPa UNu ero KOHUrypauum

* NporpamMmHoro obecneyeHns unu koHdurypauum JINC

Note

Importing Assay Definitions
300-8722, Rev. D January 2020
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8 FARIMEEYN - EFHL

ARG T WA IS E 3N GeneXpert” Dx ZZiA1 GeneXpert
Infinity R%t. EHATHILFRE, #EMH Cepheid GeneXpert iyt & b
B Fe ARG Y 5 S CD.

Ay NP B S o AR s AE ) R G AL S5 1 A B 40
3 8.2 77, fE GeneXpert Dx R b 'F ARMNEE

. ¥ 8.3 W, {F GeneXpert Infinity-48s 1 Infinity-80 Z&%: b S AL
& XA

8.1 CDE
WA S A BER CD AE
o RARRINEE OO RS
s RINERERE T GEWUZMIES
. GeneXpert Dx fl Infinity FRGHIK M E X CAF

8.2 TE GeneXpert Dx Z 4t E & AN&illiETE X XX ¥

fE GeneXpert Dx ARGt L, BAISANKIMEE . RIBEMRET, 0ER
GERET LIS (LIME(EB RS 5 HIS (EREEARS), EBAfedEEE G
LIS JjialARhY

iE APHRETHEEEER Windows® 7 REEE. Windows XP 1 Windows 10 FEEIEE M.
;I @%ﬁﬂl—%)\#‘-ﬁ;ﬂﬂiﬁﬁx, GeneXpert Dx 5k1¢$ﬁi¢ﬂ%ﬁ1ﬁiﬂ”i§ﬁi)‘(o
SR e XA

1. BRI E S CD 4EANTHEAHL DVD BRBh 8.

2. fE GeneXpert Dx RAH I, MABGENEIME. iES A 8-1. HIlE X
AR . S LA 8-2,

3. FEEMARIEE Od, BEEFN HISARMEXNEHE. 12 WK 8-3.
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M BigER BE BE ¥ RT

FiP Detail Usel

(YRl
R iod ! B EZERRTFIIE

3o - ¥ a0 Tl ¥ i - a5 IR i3] =

&% Rk ‘ 0 ‘ SHRE ‘ RE ‘ SRR 0 ‘ 2% ’ AR ‘ #HR ’ A ‘ RE privn ‘ an

Al ELi]

A2 TR

A3 TR

A4 TR
AR
£ 07/02/19 10:44:57 E2) GeneXpert® Dx System Al
hRA& 6.1
1M A1 1E 07/02/19 10:44:50 BUTEH#
M A2+ 7F 07/02/19 10:45:00 ITEIR
i A3 : 72 07/02/19 10:45:00 ATEHR
4B A4 ¢ 7E 07/02/19 10:45:01 ITEH

8-1. GeneXpert Dx Z&%EO

Are BiEEIE RS

BE SF EXRIE RT

FAPt Detail User
T ~~<] S
L J = T
% < @ )
4 Y - S -
< A
QBEMGL QTR {2 1kihK BEAR
RE BERFF  MTB-RIF Assay G4

2% bk LRSS
Xpert Xpress Flu 3 s 2ve:
Xpert MRSA G3 20| BRSPS
){zggg; e g For Research Use Only
Xpert EV 23 ERTES
\Xpert Fll & FV Combo 1|
Xpert Fll 1|
Xpert FV 1 1
Xpert MTB-RIF Assay ... 5
\Xpert NG 3| - S
HCV v758 Xpertise 6.2 1 Exgs A 10/17/11 11:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 o R
Xpert CDIFFICILE T 3] LR i
M G4 | 5 &4
Xpert MRSA-SA SSTIG3|_ 24 Reagent 1
Xpert SA Nasal Comp{ MTB-RIF Assay (;4] Sample
Xpert SA Nasal Compl... 5| Reagent 2
Xpert C.diff-Epi 2|

il B || ®as || we || nEes | fx || A || sm

[&] Tl
8-2. GeneXpert SAMMEE]
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SNEMEEX - EFRI

7 DVD IRzhEE Li%E
/GeneXpert %ﬁiﬁ:;é

e / )
R () ’EGemXpenSystMs } 'J @ @ @ @@

D Xpert Assay.gxa \

| xtEgm: [Xpert Assay.oxd |
| HBEEID: | #RMEESTH (nxa, 9xa)

N

= |

EXMET

8-3. S ARMEITIEIE

4. (EBEK (): TR, %&F DVD zhds. iEZ WK 8-3. f£ CD HaEF
77, %P GeneXpert RGCHFIUIEFEH T GeneXpert Dx FAFRIFS L
E N2 B .

5. 1EFE GeneXpert RGCMHIeAFIKGIEE X (. gxa/. nxa) A, ARJGHdE
SNALIEXTEHE ESNIZEH. ES LK 8-3.
ARSI A AR AR A 5 HBUERS LS R A (FE 58 SRV T 220 A
BRI EAE BB R 8-2 FrasiIgI =AM .

6. &ﬁ&?ﬂﬂ?ﬁ%%ﬁ%ﬂﬁ&ﬂi%W‘Z;&‘C%EE%)\IEE%B‘J%EJUM%?EXO

7. WRFTFEMMFER CD SANGSMIRIEE O, BRI 4 BIUE

i MFHZA .gxalnxa XHHAGRAZE, NEASEEHIEEHITHRNERQEE X H.

8. WRRARAFE, M DVD IKFhEHE CD FfHF CD ﬁﬁiﬁﬁéﬂ‘]&ﬁo

9. (A[iE) SA—MRIEE, WRERRGIEES— BEEERFHE
Bifs B RS, LA HiiE E@I*ﬂ#%ﬁﬂﬂ@%]ﬂ”ﬁﬁ?%@ GeneXpert
Dx RGAl / B 6 45 M GeneXpert Dx R4t MRS EE R A4takE
REISS ﬁ?@%%ﬁiﬂﬂﬂhﬁﬁmﬁ’]ﬁ%, 12 GeneXpert Dx RZ1E
TEFHER b5 &

Cepheid BN FEXT GeneXpert B EH REHATIEM EGHREMHNKLR EGRRGHERF SRS
FHBHERE Genexpert MK RELE, XLEHEE (ERRTF) MUAT/LTHER:
* GeneXpert E 4R 7K
i * GeneXpert #&2ill7E E S SCAFFARR AR
* GeneXpert FNBREEE
« WL EHR A E E X
s TR EFEERSRGHEE EX
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8.3 ff GeneXpert Infinity-48s # Infinity-80 Z 4 S N &illli%
E XX
7E GeneXpert Infinity-48s Fl Infinity-80 R I, HFGNKIMEE XL

o RIEERIWLE, R ARGUER DL EE B ARG BERE S ARG, ErhE
i T L BRI & Or v B B EORT SR g0 AR D AR GRS

8.3.1 i%¥E pvp IEz)]

SRR s SGE A 5k 2 il RS DVD ZREIE LA CD SN
K E Lo DVD BREN 2% F 96 Sk 0 Zdd N S 28 34 ) USB 4288 .

FHAN DVD BB & 13 Sk R A IE E SO CD:

L 3RE] DVD Kaheas. WahasbE RGP, EliE e 2o DVD Bl
FEURE . EF BT IRMA & LIS T b WRIETEEIKE] DVD BKEh S,
WAL EEE . MM DVD IXEhas il 8-4 fras.

2. R DVD BRBhESTAAE B B S L ¥

_' e - -
LITEM]

& 8-4. Infinity BEFfEY DVD IR ZHEE

84
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8-5. #i._E DVD IRZ)ER4HL

3. fERoRARAIMIL, KB USB #kIFEHAF DVD GXEhES KPSk i i
eI USB #23k. 1S WA 8-5,

4. % DVD BRBNES T A5 AL A0 AT T IR T .

5. ReALIliEE SC CD 4l DVD BKZhE:IF5CH] DVD BKEh4s 1. iEZ WK 8-6.
IXBN &% IR 2R KT 23 7E DVD BRB#5 5 DVD B (AR

8-6. {FHiM;EE N cp A DVD IREhEE

X258 DVD BRENEA AlvEe L CD (2ede. G 25 8.3.2 17 TS
AL FE o

Importing Assay Definitions 8-5
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-

L,

/mnm Xpertise Software
A0
R

Module Status

8.3.2

‘E)

SFAEMEEX

RETAUENRMEE L, Xpertise AR AIFEENEE Lo

SFAKLINEE LA

fE Xpertise B+, ZETIERLUER Xpertise ¥4 (Xpertise

Software) £ 71 TEIX

1o
o WHZ

y_ll_l 8770

Detail User »’. 2 g E

Tests Since Launch

8-7. Xpertise FIFETT TIER
7F Xpertise BAFFETR T/EXH, #%i&EB (SETUP) ##%4l. E/RBIE LR,

HZ WA 8-8,

Module Status Sample Mod User Test Result Assay Start Estimated Status ORDERS
Name D Name Type Date Minutes
E1 Available - To Result
E2 ‘Available g
RESULTS
E3 Available '
E4 Available g
F1 Available DATA
MANAGEMENT

F2 |Available |

— v—
F3 \Available =

=

F4 Available SETUP
" |Available |
2 |Available i
13 Available MAINTENANCE
14 Available
1 Available
92 Available
J3 |Available
J4 Available
K1 Available
K2 Available
K3 |Available
Kd Available
L1 \Available l08/20/19 10-2217 System [Full Automation Operating Mode
L2 Available \__Ej 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available A 4 108/20/19 10:29:24 System User [Detail User] login.

8-6
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SAEMEEYX - EiEp3g

Zm,,m Xpertise Software

L)

Detail User ¢’. zo : I"]

Tests Since Launch

Mod
Name

User

Test
Type

Result Assay Start Estimated Status
Date Minutes
To Result

ASSAYS

INSTALLATION
QUALIFICATION

CHANGE
OPERATION

Module Status
Module Status Sample
Name ID
E1 |Available -
E2 |Available B
E3 |Available
E4 \Available
F1 ‘Available
F2 |Available
F3 lAvailable b
F4 |Available
" |Available
12 \Available
13 |Available
14 \Available
y1 |Available
N2 |Available
J3 \Available
4 |Available
K1 |Available
K2 |Available
K3 |Available
K4 |Available
L1 |Available ‘
L2 |Available L) g
L3 Available N 4J

8-9,

08/20/19 10:22:17 System Full Automation Operating Mode
108/20/19 10:22:17 Sys(em lelcome to GeneXpert Infinity System
08/20/19 10:29:24 System User [Detail User] login.

8-8. iZERHE

ik B, ETBRME (MANAGE ASSAYS) H%4H. & Ay
(Manage Assays) LAEXZHIIFERIGHT FANRENEYR. 1530

Detail User o’. zo ’. Iﬂ

8-9. Xpertise B IEtRMZTIERX

Module Status Manage Assays & ‘

Module Status Assay Version | Need Lot Specific Parameters IMPORT
e Xpert Xpress_Strep A 2

E1 Available _: Xpert GBS LB 1 =

e [oramatte Xpert C diff-Epi 2 o]

=0 rskte Xpert MTB-RIF Assay G4 5 ¥ ———

4 fvallable Xpert Xpress Flu-RSV 5 o] 23

F1 Available Xpert CT_NG 3 2 DELETE

2 fvaliable — | | [xpertMRsA G3 20 v |

F3 |Available 3

Fa \Available ";mg"""cs

" |Available

2 |Available

13 Available

14 Available _‘

ul Available ’I‘ |

2 Available RS

J3 |Available

J4 |Available

K1 Available

K2 |Available

K3 |Available

K4 |Available

L \Available 108/20/19 10:22:17 iSyslem [Full Automation Operating Mode

L2 Available [ | ‘Er 08/20/19 10:22:17 |system elcome to GeneXpert Infinity System

= — - 082019102024 |system User [Detail User] login

Importing Assay Definitions
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4. FEEHKME (Manage Assays) TAEXH, HEHESAN (IMPORT) . HILS
KMERHEHE . 52 L 8-10,

5. TEEE (1): (Look in:) FHIZEHLT, #HF DVD IRZN#:. /£ CD Hx FJ7, E#E
Infinity &4 (Infinity Systems) XAFFKUIEFIEH T Xpertise A
RrEE k2 A3 . EZ K 8-10,

6. EFLIGE L (ogxa/.nxa) UM, AREHREITH (OPEN) %4, S
K 8-10,
SET A I A2 R AT R AS 5 45 L FAE B BRAG YL (Manage Assays) TAEX T
yEsE. ES K 8-9. MAERNVELFRFEAS UZRERETEEAN
TR ARSI 2 S

Infinity 245 (Infinity Systems) Nk 7
pVvD IRZhE% LikF

Detail User wg ’: g Eﬂ

Module Status Import Assay ﬁD
h:g::: R ‘ Lookn: [ nfinity Systems B=E=) QFEN
E1 Available - 1 D Xpert CT_3.gxa x
E2 lAvailable 1 D) Xpert CT_NG_3.9xa
E3 Available D xpertie 3.0 Sl
E4 Available
F1 Available
F2 AAvailable
F3 IAvailable F
F4 Available
(] Available
12 Available
13 Available
14 Available
1 AAvailable
N2 Available
u3 AAvailable
Ja AAvailable
K1 Available
K2 \Available file Name: | ]
K3 Available Files of Type: ‘Assay Files (.gxa) [ vJ
K4 Available
L1 Available 08/20/19 10:22:17 System Full Automation Operating Mode
L2 Available || 08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
L3 \Available v 08/20/19 10:29:24 System User [Detail User] login

8-10. S AIEMEIHEHE
7. WMARFEMMFER CD SABMIRNEE SO, EELE 1 2P 6.

ix HFEZA oxalnxa XHEMAERIE, RFASEERIIERITHRMEAR N EE L
8. WERARRWHETZ, A DVD SKBhasHUt: CD HK CD fF/R{E L MM E . K
DVD 4Xzds N USB 3 Mk BT EE SR 47780 DVD S5l & LA R SR AT

9. (W) ARMESNG, WREAEEERE H3, NERE SRR
BRNE, WS W GeneXpert Infinity FAHAFRAFHE 2 &,

8-8 Importing Assay Definitions
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10.

(i) SIS, MRENRGEES LR EEERGE
Bifs B RG4S, 180 B 1 EHUAG IS AR DUE KA T4 A Infinity
REH ) BB LRI Infinity RA MEE S S(EH ARRERE R
RGN . A REFENINRARISFIBE, 16550 GeneXpert Infinity #
ZHAE A FHE 5 Fo

Cepheid BN FEXT GeneXpert B EH REHITIEMENEWMINLR EFEREDERFE R LE
HIZERE GeneXpert MK RELE, XLEFREE (ERRF) HUATLBIER:
* GeneXpert ZRHFRRZR
;’E * GeneXpert H 3% E ST FORR A
* GeneXpert FHAEGFRE
« FHHEHFRGRELEE
s IR EFERRSRGHEEE

Importing Assay Definitions
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9 7YELDERDAVKR—F - BFE

AXETIE, 7 vtADEFHE GeneXpert® Dx & A7 L F & U GeneXpert
Infinity A7 LA Y R— b 275525 L X9, TOFHZHMET 5113,
Cepheid GeneXpert 7t A Fv hNICEENE T vt A DEFHECD ZFHL T
STEEW,

AREF 2DOFE L7 a N T0EST, FHLTWA VAT LOET
JVITIH U T, @Yat 7o g UaER L TL7EE 0,

« U392, GeneXpert Dx Y AT LTDT VXA DEET 7 A IVDA
VR—F

o & r T3> 93, GeneXpert Infinity-48s 35 & T Infinity-80 > A7 L TD
7w ADERT 7 AIVDAVR— b

9.1 CD DARZA
Fv FHNIZEENS CD DNA -
e [T ADERDAVR—b] XE (KE)
e Tl AHOIMINE CEFIZEESETRID

«  GeneXpert Dx ¥ A7 LB KU Infinity ¥ A7 LOW DT v A DESH
T7AN

9.2 GeneXpertDx Y AT LTHDT7 v ELDEZRT 7AILD
12K—F
GeneXpert Dx Y AT Lid, 7 v EADERT 7 M)A 2V KR— T 50ENH
DET, VAT LA LIS BREEEMS AT L) £7E HIS GRBEEmRs A7 L)
ICHERENTVRHAE. BRFHIOST T, MESERIATLTAMI—F
ZHHT B T ENREICRBGEENH D XT,

a TOEY Y avIiTRENERAYZ )= 3y bd Windows 7 DAY 1)—>< 3w R TY,

x Windows XP & & T Windows 10 X7 1) — VI FEEICLEE>TWE T,

syEm TYEADERIGAVR-ITBHIEDNTEEIH. GeneXpertDx V7 F U IT7 TldE, D7 v
8 CADEBRDEBIETEL A,

TwbADEERT 7 AINEAVR—FT B
1. aAY¥a—%ZDODVD RIATICT7 v A DEHECD ZHALET,

Importing Assay Definitions 9-1
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7yEADERDA VK- - BAFE

2. GeneXpert Dx System T4 Y RUTT A ZERZ IV v I LEKT,
9-1 2B, TvRARELEY 4V FUNKRENE T, K92 22,
3. TVRAZERTI VYT, AVR—b2IVYILET, TvlAZ
A YVR—MEATOTRY IV AMERENE T, 93 73’:’345110

3 FRER LAt B AUTFIA S—Tavki L AR | Sts b oni s

AF-R2EF 9D FA r*lw}: BREFT T oA EER

ESa ) : BERERLBIOTR F
e ET T = Tt [ e . FALD) | B EFa - = " . . 5- Bits
s [ [T e | we | gase || TRP | T | 2w | e | veed | wm | G | M
=
GeneXperts gx SystemZF2#h (08/22/19 14:10:46) [a]
==
EVL-UHIREINERA.  BERA v FEOVEa —2/GeneXoertr — FILOBEE F x v 2 LTI ALY

9-1.GeneXpertDx Y AT LV 14V K

24 FRER LAt E ADTFVA FyRAEER NP aliki

K| Bl M

2—*% Adninistration User

AT-BAEFz 9D FA hESIE BRERT

Fotd Fwt{%  Xpert MTB-RIF Assay G4

2 J % IN=EE1) 5

Xpert Xpress Flu

IXpert MRSA G3

Xpert CT

\Xpert CT_NG

Xpert EV T
\Xpert Fil & FV Combo
\Xpert Fil

(Xpert FV |
|Xpert MTB-RIF Assay ...
(Xpert NG |
HCV v758B Xpertise 6.2_|

ToARAF In Vitro Diagnostic

N

Vo4 OER

&)

Fr In Yitro Disgnostic Use Only. ‘

vl Oy FEENSH—INEE

BREEHEF 10/17/11 11:11:50

HIV -1Quant SW Val 20...
Xpert MRSA-SA BC
Xpert CDIFFICILE
IMTB-RIF Assay G4
IXpert MRSA-SA SSTI 63 2
Xpert SA Nasal Compl.
IXpert SA Nasal Compl... |
Xpert C.diff-Epi

J i
sl RiajwRalslulolalalaSole S

N-bUyIRAT | Fo i
Eo)

Reagent 1
Sample
Reagent 2

[Cae |[ s | [ mwanE |[ mae || misanm |[ %895 |[Oob |[Aog=F |[ cozd-|
X 9-2. GeneXpert 7 v L EER V1V FV

9-2 Importing Assay Definitions
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Ty ADERDA VK- b - BFE

DVD RS54 7 T:EIRE I
/GeneXpert YATLT7 FIVE

(g 7ot rom— =5
I WOMPID: | ] GeneXpert Systems ~| | (] =] [BElla]

D Xpert Assay.gxa \

| 45N [Xpert Assay.gxdl , |

| IEAORAHD: [T ytd eIl (nxa, .exa) ( |
[ tow—t7| mma |

K9-3.7vtAM 24V R— b ELT7ATRY IR
4. Z7A4IVDETER (1) : Ry XY 2T, DVD RS TZ2ERL X T,
9-3 %M, CD 7« L7 bV T GeneXpert ¥ A7 L7+ )V R 73R L
T. GeneXpertDx V7 b¥ = 7ICHHATREZR T v A DEET 7 A )VDY
A ZFRLUEKT,

5. GeneXpert ¥ AT LT +IVANTT vEADEHE (gxa/nxa) 77 A%
BEIRL, 7oA ZA Y R=bEAT7OTRY JATAVR—=bRE V7%
U7 LET, X993 %,

M 9-2WTRENDZ KT, FHOT v A DHIEN—=T 9 VB SHT v
TAVAM(TVvEADERY « >~ RUDLEM) ICERREN, 7 v1D5
ME VY A rOGERCERENE T,

6. 7wl AHREN—Va BESEEND T, ELWWT v DERER AV
AR—hLTzC e ZHERLET,

7. FE—OCDMEEMDT vADELT 7 A)NeA Y R—FT 208 NH
BDHEE. ATy T AN ATy T 6 ETEEDIRLTLZE W,

a BEOD gxa/nxa 771 IVHHBEHEDET v A Tk, BEZETRETB7v /D7 v A
BRI 7AINDIEAVKR—FLTLEEL,

P

8. DVD R4 TN5 CDZMO L., FRICRERIEEICMA THRETT
i CDZRELE T,

Importing Assay Definitions 9-3
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7yEADERDA VK- - BAFE

g

9.3

9.3.1

9. (AFvay) 7vEABNAUR—FEN%, THHOY AT LVBHE=E
T AT LE T2 HIS I I N TV AEAIE. 4 —X—7% GeneXpert Dx
VAT LAY a— g 578, £7id GeneXpert Dx ¥ AT L HIREE
ZEHW AT LTI HIS I 7 A MERZT v 70— R B7Hic, KA
DT A A= RZ2HHd 24680H 0 £, FRA DT A a— FOBHT/;
HEICDWTIE. GeneXpert Dx = X 7L HRFTEDS 5 BB LTL 72
U,

Cepheid #tid. GeneXpert £fzldRA Y AT LITULTDRSBHERE (TNSITRESEWN) BINZ
feBa. BERBRVATLERIZHIS IZ7 v 70— FENTHERD GeneXpert DIER & —BT
BT EEHRT DL OWRLET !

- GeneXpert V7 b7 N—V 3

«GeneXpert 7 v A DEET 7 A IVEXU/IN—T 3>

- GeneXpert R R MBEEDHRE

RRAMDIRIVD TV T M7 EEREDEE

REEBRVATLV I MU T EEREDEE

GeneXpert Infinity-48s & & U Infinity-80 ¥ X7 LT
DTV EADERT 7AIVDAL VKR — b

GeneXpert Infinity-48s 35 X U Infinity-80 ¥ X7 L TiE, 7 v A DERET 71
WA VAo T B READ D ET, ¥ AT LAWY AT L E 72ld HIS
v P —=ZICHEHENTOWBER, BRHRHITSU T, — U w DIRERER
EERBEL, MEAEEMI AT LTANI—RZzHEHT52ETEET,

DVD F5 1 7 %¥EHT S

Tl ADEFEEAVR—FTERNELEX. VATLICEENS DVD R

FATEFERHLTCD DS vADEELRA VR— NI B H1ETT, TEZX—

OWIHEIC3H % USB a7 ZIZ DVD RS54 TR EHT 2R ENH O 9,

DVD RS A T=#fi LTT v A DEFKT 7 1)VD CD Z23HT 51 -

1. DVD RSATZHEDIET, RIA TR AT LICRENTOETH,
DVD RS A7 7% ETIHMET B2 BEMSENIE L F T, BEEYISS
D FFTOMICBEIMMN TVWEEEEHDET, DVD R4 72 REDIF 5Nk
WA, MAZEY A=V vy =3 T IV, AfEN/zDVD RI1
I Q-4 ITRENTVET,

2. DVD RIAT2FA A7 D EICEEEXT,

9-4
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Ty ADERDA VK- b - BFE

_’ o - ‘
LITEM]

B 9-4. Infinity ICEHETNf=DVD F5 17

B 9-5.DVD F3 1 J%#E#d S

3. EZAZ—0OMIEIC 2 DD USB a7 22 ADF T, EZZ—0Df|
ICHD 2 DD USB IR RIZDVD RS54 T a7 RO )T LE
9, X 9-5 BHE,

4. DVD FOATOHIHICH B AT 27 FARZV M LT R ZHEXT,

Importing Assay Definitions 9-5
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7yEADERDA VK- - BAFE

5. DVD FIATICT7 vEADEXKCD ZH#AL. DVD FSA4TDR77%ZEAL
X9, ¥ 9-6 22, FI7A4TH DVD Z&i > TWAMIEDVD K47
ORI H B %L T A DL £,

®9-6.DVD F3 17127y A DEEK (D ZHAT S
INTDVD R4 T LT vt A DiESE CD ORIENE T LET,
Y729 932IKHAEFIACLIEN>TT v A DERZA VR—FLET,

93.2 7YEADERI 7AIVDAVK—F

syEa TvEADEREAVR—ETBHIENTELIH. Xpertise VI b T IT7TIET v LA DESH
" DEBIITET A,

Ty ADERT 7 AINEAVR—FTBICIE

1. Xpertise VI b 27 TCHR—L7 AW LTI AT —XV T b
w7 =7 (Xpertise Software) FZ—LT—7 AXR—AZXRLET, X 9-7
mBi

EZNte

9-6 Importing Assay Definitions
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Ty EADEBRDA VK- b - BFE

chnem Xpertise Software Detail ser .’. 2 z Iﬂ

# -

Module Status Tests Since Launch =
Module Status Sample Mod User Test Result Assay Start Estimated Status ORD_ERS
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I e
E3 Available
E4 Available g
F1 Available DATA
1 MANAGEMENT
F2 Available
F3 |Available P ’g/_
Fa4 Available :ET_UF'
" \Available
12 \Available i
13 Available MAINTENANCE
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— - 082019102024 |system lUser [Detail User] login

[¥ 9-7. Xpertise Software K—LT—9J AN—R

2. Xpertise Software — LV —27 AX—ZATRE (SETUP) KA 7L F
T REAZ 2 —DERRENE T, ¥ 9-8 22K,

Z&m,& Xpertise Software el User .’. z g E
)

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 |Available a To Result
E2 |Available | INSTALLATION
E3 \Available SALCATCH
E4 \Available %
F1 \Available | CHANGE
OPERATION
F2 \Available MODE
3 Available F
Fa \Available
" |Available
12 \Available
13 |Available
14 |Available
1 \Available
J2 |Available
43 \Available
4 \Available
K1 |Available
K2 \Available
K3 \Available
K4 |Available
L1 ‘Available ‘ 108/20/19 10:22:17 System [Full Automation Operating Mode
L2 \Available || Er 08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
L3 |Available v 08/20/19 10:29:24 :System User [Detail User] login

F9-8.8EAXA=a2—

Importing Assay Definitions 9.7
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T7YvEADEBRDA VK-

k- B

REAZ2—TT7vEL%&2EE (MANAGE ASSAYS) KA Z#HL X9,
DIRHCWA Y R—= P LI 7 v A DY AN 2ERKRT S, 7oA 28
# (Manage Assays) U —27 AR—AMERENE T, X 9-9 22K,

Module Status Manage Assays
Module Status Assal Version ‘ Need Lot S ific Parameters IMT
Name - Xpert Xpress_Strep A ’ Zl _J
E Astatie _: Xpert GBS LB 1 7]
z :::::: Xpert C.diff-Epi 2 o
Xpert MTB-RIF Assay G4 5 “ re—
4 usioble Xpert Xpress Flu-RSV 5 w 23
= H——
- A!u"me — Xpert MRSA G3 20| Wl
T P4
e e B = P TR AR
L3 Available v 08/20/19 10:29:24 System User [Detail User] login.
& 9-9. Xpertise 7 v LA EEET— 7 AN—R
4. 7wt AZEM (Manage Assays) 7 —27 AX—ZXTAVKR—F (IMPORT)
ZOVw I LET, 7oA ZA Y R—= AT QT Ry 7 ANEREN
£9, X910 Z&4,
5. 774IVDEFR () : (Look in:) Frw 7 XY TDVD FJA 7 7%EEiR
LXI. DT« L7 FIUTA YT 4 =7 1 A7 L (Infinity Systems)
T H VAR T, Xpertise V7 b o 7 T ATRER 7 v £ A1 DER
T7AINVDV AN eRR LK, ¥ 9-10 22,
6. 7vEADEE (gxa/nxa) 77 A)NEFEILTHS, B (OPEN) KX

Y7V v T ULET, ¥9-10 22,

7w tA OER (Manage Assays) U — 27 AX—ZADT v AU X MIH

LW ABeN—23 VBRENERRENE T, K99 25, 7vtA
HEN=Va VREEHEND T, ELWT vy ADEEZA Y AR—FLTE

C MR LT,
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Ty EADEBRDA VK- b - BFE

Zeohei. Xpertise Software

DVD FZ 147 T&RRLT:
142714 =7 4 RXT L (Infinity Systems) 7+ V45

Detail User o: :’ z :'ﬂ

Module Status Import Assay ﬁD
h:f:,:ée status Lookin: [ nfinity Systems EEIEE QPEN
E1 Available - D XpertCT_3.gxa | x
E2 Available || () Xpert CT_NG_3.9xa
E3 Available D xpertne 3.0 S
E4 Available
F1 |Available
F2 |Available
F3 |Available
F4 |Available
" Available
12 Available
13 Available
14 Available
nl Available
92 Available
J3 Available
J4 Available
K1 Available
K2 Available File Name: | ]
s Available Files of Type: [Assay Fies (gxa) [+]
K4 Available
L ‘Available 108/20/19 10:22:17 System [Full Automation Operating Mode
L2 Available 108/20/19 10:22:17 System lelcome to GeneXpert Infinity System
L3 Available = 08/20/19 10:29:24 System User [Detail User] login
B9-10. 7 vt L&AV R— EA4T7ATRY IR
7. [A—0CDHBEMDT v XA DEHET 7 A VA v K— T H0ERH

BDEE. AT v T I DB ATy T 6 ETEBOIRLTLIIZEE N,

P

il
cu

BED gxa/nxa 771 IVHHBEHEDET v A Tk, BEZETRETB7v /D7 v A
EET7AIDIHEAVKR—FLTLIEEL,

8.

10.

DVD RS54 75 CD ZHD U, FERICRER i A TR
W CD ZRELET, USBAR—Fax7 X056 DVD R4 T 25U, FEk
DEADT=HICDVD RIA T2 IRELE T,

(XTay) 7vbANAVR— b ENZIC, TDOT7vEAHDH— b
oy VT B HENEZRRE LI2WIEEIE. GeneXpert Infinity System
RN 2 TaRBIRL T T,

(XTay) 7vANAVER— b EN%, THHDOY AT LDVKRESR
THHS AT LE I HIS IR SN TV A 5EAIE. 7 A b2 Infinity & A
TLCE T a— R 5728, £ Infinity ¥ X7 L S REZ GRS
AT LERIGHISICT A MMERZT v Tu—R§ 57D, FARDTA
FI—RZEFTL2LENDD I, RA DT A~ a— FOEHTIEIC
DWW, GeneXpert Infinity > X 7L HPHHIZFDH 5 BB L T
éb\o

Importing Assay Definitions
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Cepheid #1 Tlx. GeneXpert £/zldRRA P AT LICLLTFOESBERE (TNSITRSELY) &H0
AEBE. REZEBRVATLERIEHISICT Yy 7O— FENERD GeneXpert D7 R MER
E—HIBHTEZEHRIT DL OWRLET !

s35m -GeneXpert V7 Uz 7 /N\—=T 3>

=R - GeneXpert 7 v LA DERT 7 A IVEBEXUTN—=TV 3>
- GeneXpert R X MEEDRE
TRAMDIRIVTITY T MV T EREREREDEE
RBEERBRVATLV I M T ERIEREDEE
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10 IMnopTyBaHHA BU3HAYeHb aHani3y —
YKpalHCbKa

Leit HOKyMEHT MOSICHIOE, SIK IMITOPTYBAaTH BU3HAYCHHS aHAII3y B CHCTEMH
GeneXpert® Dx Ta cucremu GeneXpert Infinity. [l BuKoHaHHS Tiporierypu
BUKOPUCTOBYHTE KOMIAKT-IMCK 13 BUBHAYCHHSM aHalli3y, SKHH HAIAEThCsl BCEPEANHI
Habopy aHamiziB Cepheid GeneXpert.

I« raBa posmineHa Ha Ba OCHOBHI po3iiu. BuOepiTh BiANOBITHUI PO3IIT 3aJI€KHO B
MOJIEeTi CHCTEMH, Ky BH BUKOPHUCTOBYETE:

. Po3nin 10.2, ImnopryBannsa ¢aitniB Bu3HaueHHs aHami3y B cuctemu GeneXpert Dx

. Po3min 10.3, IMmopryBaHHS (aiiniB BU3HaYCHHs aHai3y B cuctemMu GeneXpert
Infinity-48s Ta Infinity-80

10.1 BwmicTt CD

Komrakr-uck, 1o HalaeTbcs BCEPEAMHI HA0OPY, MiCTUTh:

. JIOKyMEeHT 3 IMIIOPTYBaHHS BU3HAUEHb aHANI3y (I1Ief JOKYMEHT)
. AHoOTais 4715 aHamizy (3a3BU4aid Ha JEKITBKOX MOBax)
. ®daiinm BU3HAUCHHS aHaTI3y s cucteM GeneXpert Dx Ta Infinity

10.2 ImnopTtyBaHHA hanniB BU3HAYEHHSA aHani3y B
cuctemun GeneXpert Dx

Jst cuctem GeneXpert Dx HeoOXimHO iMITOpTyBaTH (haliiii BU3HAUCHHS aHAIi3Yy.
3anexxHo Bij Bamux HanamryBanb, Bam Moxe 3HamoOuTHCs OHOBUTH Barni TecToBi
komu LIS, sxmo cucrema migkmrouena no LIS (maboparopHa iHbopMaliiiiHa cucteMa)
a6o HIS (nmikapusHa indopmaniiina cuctema).

Note CKpiHWOTK, NoKa3aHi B LbOMY pO34ini, - Lie CKPIHLLIOTH Windows® 7. CkpiHwoTtu Windows XP Ta
Windows 10 OyayTb aye CXOXUMU.

HesBakatoum Ha MOXNUBICTb iIMMOPTYBaHHA hansiB 3 BUSHAYEHHSAMW aHanisis, nporpamHe

Note o .
3abe3neyeHHs GeneXpert Dx He nepenbavyae MOXITMBOCTI 3MiHIOBaTU BU3HAYEHHS aHani3y.

106 iMnopryBaru (aiiii BU3HAYCHHS aHAIIZY:
1. BcraBre KOMIakT-IUCK i3 BU3HaUYEHHAM aHamizy B DVD nuckoBon komm'toTepa.

2. ¥ BikHi cucremn GeneXpert Dx HatucHiTs BU3HauMTH aHanisu (Onpepenutb TeCTbl).
JuB. Maimonok 10-1. 3'sButscs BikHO BuzHauntu anamnizu (OnpenenuTs TECTHI).
Hus. Mamtonok 10-2.
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IMnopTyBaHHA BM3Ha4YeHb aHani3y — YKpaiHCbKa

3. V¥ BikHi cuctemu BusnaunTtu ananizu (OnpenenuTs TeCThl) HATUCHITH IMNOPTYBATH
(UmnopT-Tb). 3'sBUTHCS Hiamorose BikHO IMmopryBaru anaii3 (Mmmopt Tecra).
Jus. Masmonok 10-3.

n Oryerst O o Mons3osarens Detail Usel
==, ——
W T O \
Y| i ) Wz I
1) < @) N
[ N ) vy ~ q
Co3parb aHanu3 NpoeepuTs craryc Mpocwmorp pes. OnpeaenuTs TecTbl F HTb rpachuKm 06cnyxuBanne
Moaynu : AHanu308 C MOMEHTa 3anycka
Ocrasweecs Cocro-
Xoa D HasBanue Monb3o- Peaynb- Dara
Ha3sBsanwe D BpemMa Tecr Craryc fAHKE
Fmr Tecr Oy B"b:‘on:- Craryc obpasua ‘ mop. ’ Barens ‘ Tar Pesras 3anycka
axanua
Al AoctynHo
A2 AoctynHo
A3 [AoctynHo
Ad AocTynHo
av
Coobuienus:
3anyweHo GeneXpert® Dx System e 07/02/19 11:01:06 -
Bepcua 6.1
Moayns A1: BuinonHexne camonpoeepku 8 07/02/19 11:01:08
Mogyne A2: BeinonHeHne camonpoeepky & 07/02/19 11:01:09
Mogynb A3: BoinonHesue camonpoeepku 8 07/02/19 11:01:09
Moayne A4: BeinonHesue camonpoeepku 8 07/02/19 11:01:10
-
MantoHok 10-1. CuctemHe BikHO GeneXpert Dx
n Oryerst iikn O [ Tectel O Monk3osarens Detail Uset
T ~<| = " -
‘ [ = § :
I @/ @ 2) ‘ iy
A [ v e < \ S
05 AN ~ —
Co3pnarb aHanus MNposepuTs craryc OCTaHOBHTb aHaNu3 Mpocmorp pes. Onpenenuts TecTbl " TMTb rpachuku 06cnyxuBanne
Tecr Hassawwetecta  Xpert MTB-RIF Assay G4
uA
HasgaHue V. e 2
Xpert Xpress Flu 3 Tun Tecra A
Xpert MRSA G3 20 Auaznocmuka in vitro
i - For In Vitro Diagnostic Use Onl
Xpert CT_NG 3 Orkas or “ ’
Xpert EV 23 OTBETCTBEHHOCTH 32
Xpert Fil & FV Combo 1 e
Xpert Fll 1
Xpert FV 1
|Xpert MTB-RIF Assay...| 5
Xpert NG 3| s
HCV v758 Xpertise 6.2 1 [Lara nocnep. u3meH. 10/17/11 11:11:50
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 Tun kapTpumxa Kamepbi
Xpert CDIFFICILE 3 B
IMTB-RIF Assay G4 5| Ha3ganue
Xpert MRSA-SA SSTIG3| 24| Reagent 1
 Xpert SA Nasal Compl... 2| Sample
 Xpert SA Nasal Compl... = Reagent 2
Xpert C.diff-Epi 2|

Ypanuts Nepemec. HaBepx Napmua Wnnopr-Te
MantwoHok 10-2. BikHo Bu3Ha4eHb aHanisy GeneXpert
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IMnopTyBaHHA BU3HaYeHb aHani3y — YKpaiHCbKa

Mankn cuctem GeneXpert,
BUGpaHi Ha DVD guckoBogai

. /L
E WMmnopt Tecta l-th

Look In: |ﬁsenexmn Systems v| @ @ @ @E

[y Xpert Assay.gxa

File Name: |err1ﬁ.ssay_gxd |

g

/ M
| Hunopt-rbﬁ cancel |

MantoHok 10-3. [lianoroBe BikHO IMnopTyBaTu aHani3

Files of Type: | @annsl TECTOB (.nXa, .gxa)

V nomni Mepernap: (Hantu B:) ciague mexto, Bubepite DVD nuckoBon. us.
Mamonok 10-3. Y gupekTopii KoMIakT-aucKy BHOepiTh manky cucteM GeneXpert,
00 NeperiTHYTH CIIMCOK (aiiliB BU3HAUECHHS aHalli3y, 3aCTOCOBHHX JI0
nporpamHoro 3abesneueHus GeneXpert DX.

Bubepits daiin Bu3HaueHHs aHami3y (.gxa/.nxa) y namui cucteMm GeneXpert, a HOTiM
HaTHUCHITH KHOTIKY IMnopTyBaTn (MMNopT-Tb) v miamoroBomy BikHi IMmopTyBaTH
anaiiz (Mmnopr tecra). Jlue. Mantonok 10-3.

B nepeniky anani3iB 3'sBUTHCSI HOBA HAa3Ba aHAIII3y Ta HOMep Bepcii (JiBOpyY y BikHi
BU3HAUYECHHS aHAITI3IB), TOJII K TOAPOOHIII HIOIO IIbOTO aHATI3Y 3'ABJISATHCS MPaBOPYH
Bix mepeniky Mamronok 10-2.

[TepeBipTe Ha3By aHAIII3Y Ta HOMEp Bepcii, mob nmepekoHarucs, mo Bu iMmmopTyBamu
MPaBWILHE BU3HAYCHHS aHAI3Yy.

Sxmro Bam moTpiGHO IMITOPTYBaTH MOIATKOBI (Daiiiin BU3HAYEHD aHAITI3Y 3 TOTO K
KOMITAKT-TUCKY, TOBTOPiTH Kpok 4 no Kpok 6.

Note

[ns KoMNNekcHWX aHanisis, siki MalTb Aekinbka dannis .gxa/.nxa, iMnopTynTe nue dannm

BM3Ha4YeHb ANs TUX aHanisiB, ski OyayTb BUKOHYBaTUCS B BaLlii naboparopii.

8.

Bunanite kommakT-nuck 3 auckoBogy DVD Ta 36epiraiiTe iforo B 6e3neqHoMy Micii
y pa3i, K10 BiH 1me Oy/e BaM MOTpiOeH.

(Heo6oB’s13x0B0) Ilicist iMnopTyBaHHs aHauizy, Ko Bamra cucrema miakmoueHa
mo LIS a6o HIS, Bam HeoOXiTHO OHOBUTH CBili TECTOBUH KO XOCTY, 00
3aBaHTaXHUTU 3aMOBIICHHS B cucteMy GeneXpert Dx Ta/a00 3aBaHTaXUTH
pesynbeTartu aHamiiziB 3 cuctemu GeneXpert Dx go LIS a6o HIS. IncTpykii momo
OHOBJICHHS TECTOBUX KOJIB XOCTIB AuB. Y po3aiii 5 [locibnuka 3 excniyamayii
cucmemu GeneXpert Dx.

Importing Assay Definitions
300-8722, Rev. D January 2020

10-3



IMnopTyBaHHA BM3Ha4YeHb aHani3y — YKpaiHCbKa

Cepheid pekomenaye 3aBxau nigTeepoKyBaTty, WO pesynbraTy, 3aBaHTaxeHi Ao LIS abo HIS,
cnisnagatoTb 3 pesynsratamm GeneXpert nicns BHeCeHHst 3MiH Ao cuctem GeneXpert abo xocTy,
BKItOHAOYM, ane He 0OMEXYHUNCb BHECEHHSIM 3MiH 4O HACTYMHUX KaTeropii:

* Bepcisa nporpamHoro 3abe3neyeHHs GeneXpert

* dpainu Bu3HaveHHs aHanisy GeneXpert Ta Bepcis

* HamawTyBaHHA NiAKMIOYeHHA Ao xocTy GeneXpert

* MPOMiXHe nporpamHe 3abesneveHHs XocTy abo 3MiHM HanawTyBaHb

* 3MiHWM 0 nporpamHoro 3abe3snedeHHa abo koHgirypauii LIS

Note

10.3 IMnopTtyBaHHA hanniB BU3Ha4YeHHS aHani3sy B
cuctemm GeneXpert Infinity-48s Ta Infinity-80

Huns cucrem GeneXpert Infinity-48s Ta Infinity-80 HeoOxigHO iMmopTyBaTH Qaitnu
BU3HAUYCHHS aHalli3y. 3aJe)KHO BiJ Bammx HamamrtyBaHb, Bu Takox MOKeTe BCTaHOBUTH
napaMeTpH 30epiraHHs KapTpukKa Ta OHOBUTH CBOi TecToBi koau LIS, sxmo cucrema
migkrodeHa g0 mepexi LIS ado HIS.

10.3.1 MiaknroyeHHa DVD guckoBoay

3BUYAHIM MUISIXOM IMIIOPTYBaHHS BU3HAYCHB aHAJI3y € BUKOpUCTaHHSI DVD
JTMCKOBOJTY, PO3TAIIIOBAHOTO B CUCTEMI JIJIsl IMIOPTYBaHHS BU3HAUCHb aHAI3Y 3 KOMIIAKT-
mucky. DVD-auckoBon moBuHEH OyTH Tigkmodennii 10 USB-po3'emiB 300Ky MOHITOpA.

o6 minkmountd DVD nuckoBoj Ta 3aBaHTaXHUTHU KOMITAKT-AKCK i3 (aiiioMm
BH3HAUCHHS aHAII3Y:

1. 3muafigite DVD nuckoBon. JIMCKOBO TOCTAYa€THCS PA30M i3 CHCTEMOXO, alie KIIiEHTH
BHPIMIYIOTH, Jie 30epiratet DVD nuckoBon. Bin moxe OyTr po3TanioBaHdi Ha
MOJIUII HAJl KOHTEeHHepoM Jutst cMiTTs. Skio Bu He moxkete 3Hatitu DVD nmuckoson,
3BEPHITHCS 10 MeHemKepa Jadboparopii. DVD muckoBos, 1o mocraqaerhes,
mokasanuii Ha MairoHok 10-4.

2. Posmicrite DVD muckoBox Ha BepIIHHI KiOCKY.

10-4 Importing Assay Definitions
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IMnopTyBaHHA BU3HaYeHb aHani3y — YKpaiHCbKa

_’ o - ‘
LITEM]

MantoHok 10-4. DVD guckoBoa, Wo noctavyaeTbcsi pa3om 3 Infinity

MantoHok 10-5. MigknoyeHHs ao DVD guckosony

3. 300ky MoHiTOpa 3HaKITh 1Ba USB-po3'emMu Ta miakmowiTe 00uaBa po3'eMu
DVD nuckoBony 1o 18ox USB po3'emiB, po3raioBanux 300Ky MoHiTopa. J{uB.
Mamronok 10-5.

4. HarucHiTth kHONIKY Bigkputu Ha nepeanii naneni DVD nuckoBomy, 11100 BiIKPUTH
IIACKOBO/I.

Importing Assay Definitions 10-5
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IMnopTyBaHHA BM3Ha4YeHb aHani3y — YKpaiHCbKa

5. BcraBre auck 3 Bu3HaYeHHAMHU aHaizy B DVD auckoBoj Ta 3akpuiite qBepiisirta
DVD nuckoBony. us. Mantonok 10-6. 3ei1eHnil iHANKATOP HA TIEpEAHIN aHe]
DVD nuckoBony Oyne OnumMaTH, Koiu JUCKOBOJ Oyae untaru DVD -auck.

MantoHok 10-6. BctaBneHHA KOMNaKT-AUCKY 3 BU3Ha4YeHHAMU aHanisy B DVD auckosop

[Mum 3aBepiyerbest ycraHoBka DVD auckoBomy Ta KOMIAKT-AUMCKY 3 BU3HAUCHHSIMU
aHauizy. IMIopTy¥iTe BU3HAYCHHS aHATI3y BIATOBIAHO JI0 TPOILEIYPH, OMUCAHOI B
Po3min 10.3.2.

10.3.2 ImnopTtyBaHHA ¢hanniB BU3HAYEHHA aHani3y

HesBaxatoum Ha MOXIUBICTb iIMNOPTYBaHHs hannis aHanidy, nporpaMHe 3abeaneveHHs Xpertise He

Note L )
nepe,u,6aqae MOXINMBOCTI 3MIHIOBATU BU3HA4YE€HHA aHaniay.

o6 iMnopryBaTh Qaiinu BU3HAUCHHS aHANTI3Y:

1. YV nporpamHomy 3a0e3nedenHi Xpertise HATUCHITH mikTorpamy OMI0BHa CTOPiHKa,
06 BigoOpasutu pobody 001acTh MPOrpaMHOro 3abesneueHHs Xpertise
(ITporpammuoro obecrneuenust Xpertise). Jlus. Mamonok 10-7.
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IMnopTyBaHHA BU3Ha4YeHb aHani3y — YKpaiHCbKa

Zcﬂnmm Xpertise Software Detail tser .’. 2 z Iﬂ

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 Available a ToResuit
E2 |Available I
E3 Available
E4 Available
F1 Available
F2 Available
F3 |Available P
F4 |Available
" |Available
2 |Available
13 Available
14 Available
J1 Available
J2 Available
J3 |Available
J4 |Available
K1 Available
K2 |Available
K3 |Available
K4 |Available
L1 \Available 108/20/19 10:22:17 System Full Automation Operating Mode
L2 Available | Q 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— w| L | eoono02024  system lUser [Detail User] login.

MantoHok 10-7. Poboua ob6nactb nporpamHoro 3abesneuyeHHs Xpertise

2. Y pobouiit obmacTi mporpamMHOTro 3abe3neveHHs Xpertise HaTUCHITh KHOTIKY
HANALUTYBAHHSA (SETUP). BinoOpa3uTbest MeHIO HamamTyBaHHs. [{uB.
Mamronoxk 10-8.

Zcem,,, Xpertise Software el User .’. : z l"]
)

Module Status Tests Since Launch
Module Status Sample J Mod J User Test J Result J Assay J Start J EslimaledJ Status ':“s';:si
Name D Name Type Date Minutes

E1 \Available a - | TOResut| '

E2 lAvailable | e

E3 \Available |_QUALIFICATION __

E4 \Available (:z

F1 |Available CHANGE
OPERATION

F2 \Available MODE

F3 |Available —

F4 |Available <:

1 |Available BACK

12 |Available

13 |Available

14 \Available

] |Available

52 |Available

J3 |Available

J4 |Available

K1 |Available

K2 |Available

K3 |Available

Ka \Available

L1 \Available | [oer20110 10:22-17 System [Full Automation Operating Mode

L2 \Available = E’l ‘ 108/20/19 10:22:17 System /elcome to GeneXpert Infinity System

L3 \Available v 08/20/19 10:29:24 System User [Detail User] login

MantoHok 10-8. Poboya obnactb ynpaBniHHA aHanizamu Xpertise
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IMnopTyBaHHA BM3Ha4YeHb aHani3y — YKpaiHCbKa

Eopne. Xpettise Software

VY MeHIo HajamtyBanHs HaTucHITH kKHorky YIPABJIHHA AHANI3AMU (MANAGE
ASSAYS). Bino6pa3utbcs poboua o6iacTs YpasiiHHs aHamizamu (YpasieHue
TECTaMH), IO MOKa3ye MEePENiK PaHille IMIOPTOBAHUX aHATI3IB.

Ju. Mantonok 10-9.

Detail User og : ‘z Iﬂ

Module Status Manage Assays
| Module Status Assay Version | Need Lot Specific IMPORT
Name [Xpert Xpress_Strep A 2
E1 Available - | =
Xpert GBS LB 1 @
E2 Available T -
Xpert C diff-Epi 2| |04}
E3 Available —_—
Xpert MTB-RIF Assay G4 5 v
E4 Available T =
Xpert Xpress FIu-RSV 5 o]
F1 Available =
Xpert CT_NG 3 Ica} DELETE |
=2 Auhable ;perl MRSA G3 zo' v
F3 |Available -_—
LOT SPECIFIC
Availabl
F4 vallable PARAMETERS |
TR
" Available
12 Available
13 Available
-
14 Available
nl Available >|<
J2 Available CLosE ‘
J3 Available
J4 Available
K1 Available
K2 Available
K3 Available
Ka Available
L ‘Available 108/20/19 10:22:17 System [Full Automation Operating Mode
L2 Available |- g 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available v 08/20/19 10:29:24 System User [Detail User] login
I

MantoHok 10-9. [lianorose BikHO IMnopTyBaTK aHani3

VY po6ouiii obnacti YrpaeiinHs anaiizamu (YpaBieHUe TECTaMU) HATUCHIT
IMMNOPTYBATH (IMPORT). 3'ssButhCs fianoroBe BikHO IMmopTyBatH aHamis.
Jus. Mamronox 10-10.

V noni MNepernsa: (Hantu B:) cniague mewto, Bubepith DVD-auckoBoa. Y
JUPEKTOPii KOMITAKT-TUCKY BHOEpiTh manky cucreM Infinity (Cucrem Infinity),
1100 NeperITHYTH CIIUCOK (aiiIiB BU3HAUEHHS aHaJIi3Y, 3aCTOCOBHHX 10
nporpamHoro 3ade3nedeHns Xpertise. Jlus. Matonok 10-10.

Bubepits ¢aiin Bu3HaueHHS aHami3y (.gXxa/.nxa), a MOTiM HaTUCHITh KHOIIKY
BIOKPUTU (OTKPbITb). Tus. Mantonok 10-10.

Hoge im'st anani3y Ta HoMep Bepcii 3’ABIATHCS Y CIIUCKY aHali3iB y poOouiit obmacTi
VYnpasninuas aHanizamu (Yipasneaue tectamu). [Iue. Mantonok 10-9. [epeipte
Ha3BY aHaJIi3y Ta HOMEp Bepcii, o0 nepexoHarucs, mo Bu iMmopTyBanu npaBuiibHe
BU3HAYCHHS aHAJI3y.
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IMnopTyBaHHA BU3Ha4YeHb aHani3y — YKpaiHCbKa

Eopnes. Xpertise Software

Manka cucrtem Infinity (Cuctem Infinity)
Bu6paHo Ha DVD guckoBogi

Detail User »g :-» ’. E’]

Module Status

Import Assay

E1 |Available

Module Status
Name

Look In: ‘\j Infinity Systems Iv‘ @ ﬁ”ﬁ ao- il

E2 Available
E3 |available
E4 |Available
F1 TAvalIaMe
F2 |available
F3 |nvaitabie
F4 :Available

" |Available

12 |avaiabie
13 Available
14 |Available
n |Available
52 Available
- 1

3 Available
4 |Available
K1 Available
K2 Available

K3 |Available

Ka |Available

L1 |Available
L2 Available

L3 Available

v

) Xpert CT_3.gxa | x
[) Xpert CT_NG_3.9xa
[ Xpert NG_3.9x: CANCEL

File Name: |

Files of Type: |Assay Files (gxa) -]

08/20/19 10:22:17 Sys|em |Full Automation Operating Mode
08/20/19 10:22:17 Sys|e"| Welcome to GeneXpert Infinity System
08/20/19 10:29:24 System {User [Detail User] login

MantoHok 10-10. fianoroBe BikHO IMnopTyBaTh aHanis

7. Skmo Bam motpiOHO iMIIOpTYyBaTH 10AAaTKOBI (aiiiin BU3HAYCHHS aHANI3Y 3 TOTO XK
KOMITAKT-IMCKY, TOBTOPiTh Bix Kpoxk 1 mo Kpox 6.
Note [ns KoMnnekcHWx aHanisis, ki MalTb Aekinbka dannis .gxa/.nxa, iMnopTynTe nve dannm

BM3Ha4YeHb AN TUX aHanisis, aki byayTb BUKOHYBaTUCS B BaLli naboparopii.

8.

10.

Bunamite xommnakT-auck 3 quckoBogy DVD Ta 30epiraiite iforo B 6e3nedHoMy Micti
y pasi, SKIIo BiH 11e Oyae Bam notpideH. Binkmouite DVD nuckoBon Bif po3'eMis
USB-nopry Ta 36epexite DVD nuckoBom A ofaIbIioro BUKOPUCTAHHS.

(Heo0oB’s13x0B0) [licis iMmopTyBaHHS aHai3y, KO0 Bu xoueTe HalamTyBaTH
aBTOMAaTHU3AIi0 30epiraHAs KapTPUKiB IS I[LOTO aHAaJi3y JUIsl KOHKPETHUX YMOB,
nuB. Po3min 2 y Bammomy [Hocionuxy 3 excnayamayii cucmemu GeneXpert Infinity.

(Heo6oB’s13x0B0) Ilicist iMmnopTyBaHHs aHaui3y, Ko Bamra cucrema miakmoueHa
1o Mepesxki LIS a6o HIS, Bam HeoOXi1HO OHOBUTH CBIili TECTOBHUI KOJ XOCTY, 11100
3aBaHTAXHUTHU aHai3u 10 cucteMu Infinity Ta/ab0 3aBaHTaKUTH PEe3yabTAaTH aHATI3IB
3 cuctemu Infinity g0 mepexi LIS abo HIS. IncTpyKIIii 1110/10 OHOBJICHHS TECTOBUX
KOZIB XOCTIiB AMB. Y po3aini 5 [locibnuxa 3 excniyamayii cucmemu GeneXpert

Infinity.
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IMnopTyBaHHA BM3Ha4YeHb aHani3y — YKpaiHCbKa

Cepheid pekomenaye 3aBxau nigTeepoKyBaTty, WO pesynbraTy, 3aBaHTaxeHi Ao LIS abo HIS,
cnisnagatoTb 3 pesynsratamm GeneXpert nicns BHeCeHHst 3MiH Ao cuctem GeneXpert abo xocTy,
BKITH04al0UU, ane He 0OBMEeXYHUMCh BHECEHHSIM 3MiH [0 HACTYMHUX KaTeropin:

* Bepcis nporpamHoro 3abeaneyeHHs GeneXpert

Note » . .
* dhannu Bu3HadeHHs aHanisy GeneXpert Ta Bepcis
* HamawTyBaHHA NiAKMIOYeHHA Ao xocTy GeneXpert
* MPOMiXHe nporpamHe 3abesneveHHs XocTy abo 3MiHM HanawTyBaHb
* 3MiHWM 0 nporpamHoro 3abe3snedeHHa abo koHgirypauii LIS
10-10 Importing Assay Definitions
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11 Mengimpor Definisi Asai — Bahasa Indonesia

Dokumen ini menjelaskan cara mengimpor definisi asai ke dalam Sistem
GeneXpert® Dx dan Sistem GeneXpert Infinity. Untuk melakukan prosedurnya,
gunakan CD definisi asai yang disediakan di dalam kit asai Cepheid GeneXpert.

Bab ini terbagi dalam dua bagian utama. Pilih bagian yang sesuai bergantung pada
model sistem yang Anda gunakan:

. Bagianl1.2, Mengimpor Berkas Definisi Asai pada Sistem GeneXpert Dx

. Bagian11.3, Mengimpor Berkas Definisi Asai pada Sistem GeneXpert Infinity-48s
dan Infinity-80

111 IsiCD

CD yang disediakan di dalam kit berisi:
. Dokumen Mengimpor Definisi Asai (dokumen ini)
. Sisipan Paket untuk asai (biasanya dalam beberapa bahasa)

. Berkas Definisi Asai untuk Sistem GeneXpert Dx dan Infinity

11.2 Mengimpor Berkas Definisi Asai pada Sistem
GeneXpert Dx

Pada Sistem GeneXpert Dx, Anda harus mengimpor berkas definisi asai. Bergantung
pada preferensi Anda, Anda mungkin perlu juga memperbarui kode uji LIS jika sistem
terhubung ke LIS (Sistem Informasi Laboratorium) atau HIS (Sistem Informasi Rumah
Sakit).

Note Tangkapan layar yang ditampilkan pada bagian ini berasal dari Windows® 7. Layar Windows XP
dan Windows 10 akan tampak sangat mirip.

Walaupun Anda dapat mengimpor definisi asai, perangkat lunak GeneXpert Dx tidak mengizinkan

Note Anda mengubah definisi asai.

Untuk mengimpor berkas definisi asai:
1. Masukkan CD definisi asai ke dalam drive DVD komputer.

2. Dijendela Sistem GeneXpert Dx, klik Menentukan Asai (Define Assays).
Lihat Gambar 11-1. Jendela Menentukan Asai (Define Assays) muncul.
Lihat Gambar 11-2.
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3. Dijendela Menentukan Asai (Define Assays), klik Mengimpor (Import). Kotak dialog
Mengimpor Asai (Import Assay) muncul. Lihat Gambar 11-3.

User Data Management Reports Setup Maintenance About User Detail User
~—— ~<=| 1
T we = T g |
P2y <l @] Ql @ N4 o]
(5] INSR - o) ) : N
Create Test Check Status Stop Test View Results Define Assays f ray Maintenance
Modules : Tests Since Launch
Module Sample Remaining Sample Mod Error Start =
Name ’ Assey ‘ ) Progrees | SIat0S . | TestTime ) Name tser ot Assey Statns Status Date
Al Available
A2 Available
A3 Available
A4 Available
Messages:
Launched GeneXpert® Dx System at 07/02/19 10:27:21 -
Version 6.1
Module A1: Performing Self-Test at 07/02/19 10:27:23
Module A2: Performing Self-Test at 07/02/19 10:27:24
Module A3: Performing Self-Test at 07/02/19 10:27:24
Module A4: Performing Self-Test at 07/02/19 10:27:25
-

Gambar 11-1. Jendela Sistem GeneXpert Dx

User DataManagement Reports Setup Maintenance Define Assays About User Detail Uset

Create Test Check Status Stop Test View Results Define Assays Maintenance
Assay Assay Name MTB-RIF Assay G4
Version 5
Name V.
Xpert Xpress Flu 3| Assay Ty
Xpert MRSA G3 20 y Type Research Use Only
Xpert CT 3 For Research Use Only
Xpert CT_NG 3 )
Xpert EV 23 Assay Disclaimer
Xpert Fll & FV Combo 1
Xpert Fll 1|
Xpert FV 1|
Xpert MTB-RIF Assay ... 5
Xpert NG 3 - _—
HCV v75B Xpertise 6.2 1 Last Modified Date 10/17/11 11:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 Cartridge Type Chambers
Xpert CDIFFICILE 3|
MTB-RIF Assay G4 5 Name
Xpert MRSA-SA SSTIG3| 24| Reagent 1
Xpert SA Nasal Compl... 2) Sample
 Xpert SA Nasal Compl... 5| Reagent 2
Xpert C.diff-Epi 2|
Delete Move To Top Lot Import

Gambar 11-2. Jendela Menentukan Asai (Define Assays) GeneXpert
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Folder Sistem GeneXpert (GeneXpert
Systems) Dipilih pada Drive DVD
/
rn Import Assay /

Look In: | (] GeneXpert Systems # ~| =[] [=] [BEla]

[} xpert Assay.gxa \

File Name:  |Xpert Assay.oxal |

/ -
I Imponm Cancel |
Gambar 11-3. Kotak Dialog Mengimpor Asai (Import Assay)

4. Di bawah tarik turun Lihat di: (Look in:), pilih drive DVD. Lihat Gambar 11-3. Di
bawah direktori DVD, pilih folder Sistem GeneXpert (GeneXpert Systems) untuk
melihat daftar berkas definisi asai yang berlaku bagi perangkat lunak GeneXpert Dx.

Files of Type: | Assay Files (.gxa)

5.  Pilih berkas definisi asai (.gxa/.nxa) di dalam folder Sistem GeneXpert (GeneXpert
Systems) lalu klik tombol Mengimpor (Import) pada kotak dialog Mengimpor Asai
(Import Assay). Lihat Gambar 11-3.

Nama dan nomor versi asai baru akan muncul dalam daftar asai (di sisi kiri jendela
Menentukan Asai (Define Assays)) dan informasi mengenai asai muncul di sisi
kanan daftar seperti yang ditunjukkan dalam Gambar 11-2.

6. Periksa nama dan nomor versi asai untuk memastikan bahwa Anda telah mengimpor
definisi asai yang tepat.

7. Jika Anda perlu mengimpor berkas definisi asai tambahan dari CD yang sama,
ulangi Langkah 4 hingga Langkah 6.

Untuk kombinasi asai yang mempunyai beberapa berkas .gxa/.nxa, impor hanya berkas definisi

Note asai untuk asai yang akan dilakukan di lab Anda.

8. Keluarkan CD dari drive DVD dan simpan CD di tempat yang aman untuk
keperluan di masa depan.

9. (Opsional) Setelah asai diimpor, jika sistem Anda terhubung ke LIS atau HIS, Anda
harus memperbarui kode uji host untuk mengunduh order ke Sistem GeneXpert Dx
dan/atau mengunggah hasil uji dari Sistem GeneXpert Dx ke LIS atau HIS. Untuk
mendapatkan petunjuk tentang cara memperbarui kode uji host, lihat Bab 5 dari
Panduan Pengoperasian Sistem GeneXpert Dx.
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Note

11.3

11.3.1

Cepheid menyarankan untuk selalu mengonfirmasi bahwa hasil yang diunggah LIS atau HIS sama
dengan hasil GeneXpert setelah ada perubahan pada GeneXpert atau sistem host, termasuk, tetapi
tidak terbatas pada, perubahan berikut:

* Versi perangkat lunak GeneXpert

* Versi dan berkas definisi asai GeneXpert

» Pengaturan komunikasi host GeneXpert

» Perubahan konfigurasi atau perangkat lunak middleware host

+ Perubahan konfigurasi atau perangkat lunak LIS

Mengimpor Berkas Definisi Asai pada Sistem
GeneXpert Infinity-48s dan Infinity-80

Pada Sistem GeneXpert Infinity-48s dan Infinity-80, Anda harus mengimpor berkas
definisi asai. Bergantung pada preferensi Anda, Anda juga mungkin ingin menetapkan
pengaturan retensi kartrid dan memperbarui kode uji LIS jika sistem terhubung ke
jaringan LIS atau HIS.

Menghubungkan Drive DVD

Cara biasa untuk mengimpor definisi asai adalah dengan menggunakan drive DVD yang
disediakan bersama sistem, untuk mengimpor definisi asai dari CD. Drive DVD harus
dihubungkan ke konektor USB pada sisi monitor.

Untuk menghubungkan drive DVD dan memuat CD berkas definisi asai:

1.  Cari drive DVD. Drive disediakan bersama sistem namun pelanggan yang
memutuskan tempat penyimpanan drive DVD. Ini dapat disimpan di rak di atas
wadah limbah. Hubungi pengelola lab Anda jika Anda tidak dapat menemukan
drive DVD. Drive DVD yang disediakan diperlihatkan dalam Gambar 11-4.

2. Tempatkan drive DVD pada paling atas bilik.

11-4
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Gambar 11-4. Drive DVD yang Diberikan bersama Infinity

| L.
|

Gambar 11-5. Menghubungkan Drive DVD

3. Pada sisi monitor, cari dua konektor USB dan hubungkan kedua konektor drive
DVD ke dua konektor USB pada sisi monitor. Lihat Gambar 11-5.

4. Tekan tombol untuk mengeluarkan di bagian depan drive DVD untuk membuka
pintunya.
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5. Masukkan CD definisi asai ke dalam drive DVD dan tutup pintu drive DVD. Lihat
Gambar 11-6. Lampu hijau di bagian depan drive DVD akan berkedip ketika drive
membaca DVD.

Figure 11-6. Memasukkan CD Definisi Asai ke dalam Drive DVD

Tindakan ini menyelesaikan pemasangan drive DVD dan CD definisi asai. Impor definisi
asai sesuai prosedur di Bagian 11.3.2.

11.3.2 Mengimpor Berkas Definisi Asai

Walaupun Anda dapat mengimpor definisi asai, perangkat lunak Xpertise tidak mengizinkan

Note modifikasi definisi asai.

Untuk mengimpor berkas definisi asai:

1. Dalam perangkat lunak Xpertise, tekan ikon Beranda untuk menampilkan ruang
kerja Beranda Perangkat Lunak Xpertise (Xpertise Software). Lihat Gambar 11-7.
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fcmm Xpertise Software Detail User ”. 2 z I"]

i

Module Status Tests Since Launch =

Module Status ‘ Sample Mod User Test Result Assay Start Estimated Status ORD_ERS
Name D Name Type Date Minutes

E1 Available _J jLoiResUt g

E2 Available e

E3 Available

E4 Available

F1 Available

F2 Available

F3 Available 3

F4 Available

" Available

12 Available

13 Available

14 Available

1 Available

2 Available

3 Available

4 Available

K1 Available

K2 Available

K3 Available

lka Available

L1 Available = 08/20/19 102217 System ;Full Automation Operating Mode

L2 Available || E 08/20/19 10:22:17 System |Welcome to GeneXpert Infinity System

13 ‘Available v | 08/20/19 10:29:24 System [User [Detail User] login.

Gambar 11-7. Ruang Kerja Beranda Perangkat Lunak Xpertise

2. Dalam ruang kerja Beranda Perangkat Lunak Xpertise pilih tombol PENYIAPAN
(SETUP). Menu Penyiapan ditampilkan. Lihat Gambar 11-8.

Zcem,,, Xpertise Software el User .’. 2 a l"]
)

Module Status Tests Since Launch

Module Status Sample Mod User Test Result Assay Start Estimated Status ':“s';:sg

Name D Name Type Date Minutes
E1 Available a . To Result . o
E2 jAaatie | INSTALLATION
E3 |Available iQUALIRCATION =
E4 IAvailable tz
F1 |Available CHANGE

OPERATION
F2 |Available MODE
F3 |Available —
F4 |Available <:
1" \Available BACK
12 |Available
13 |Available
14 |Available
1 |Available
2 |Available
J3 |Available
4 |Available
K1 lavailable
K2 |Available
K3 |Available
K4 |Available
L1 lAvailable \— (08/20119 10.2217 System [Full Automation Operating Mode
L2 \Available Ell ‘ 108/20/19 10:22:17 System /elcome to GeneXpert Infinity System
L3 \Available = 08/20/19 10:29:24 System User [Detail User] login
Gambar 11-8. Menu Penyiapan
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3. Dalam menu Penyiapan, tekan tombol MENGELOLA ASAI (MANAGE ASSAYS).
Ruang kerja Mengelola Asai (Manage Assays) ditampilkan menunjukkan daftar
asai yang diimpor sebelumnya. Lihat Gambar 11-9.

Eupreis. Xpertise Software Dotail ser +@) 2 g Iﬂ
/m T & o
Module Status Manage Assays
Module Status Assay Version | Need Lot Specific Parameters IMPORT
Name Xpert Xpress_Strep A Zl
E1 Available PS | -
Xpert GBS LB 1 |C4]
E2 |Available | —
Xpert C diff-Epi 2| C4)
E3 Available . e —
Xpert MTB-RIF Assay G4 5 o]
E4 Available ‘ —
Xpert Xpress FIu-RSV 5 o)
F1 Availabl =
vatabie Xpert CT_NG 3 2] DELETE ‘
IF2 Available Xpert MRSA G3 20| I —
- — | v
F3 Altuilable )
. LOT SPECIFIC
F4 |Available PARAMETERS
" |Available
2 |Available
13 Available
S
14 Available
a1 Available ’I‘
2 Available RS
J3 Available
J4 Available
K1 Available
K2 |Available
K3 |Available
K4 Available
L1 \Available 108/20/19 10-22:17 System [Full Automation Operating Mode
L2 Available g 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
L3 Available v 08/20/19 10:29:24 System User [Detail User] login.

Gambar 11-9. Ruang Kerja Mengelola Asai Xpertise

4.  Dalam ruang kerja Mengelola Asai (Manage Assays), klik MENGIMPOR (IMPORT).
Kotak dialog Mengimpor Asai muncul. Lihat Gambar 11-10.

5. Di bawah tarik turun Lihat di: (Look in:), pilih drive DVD. Di bawah direktori CD,
pilih folder Sistem Infinity (Infinity Systems) untuk melihat daftar berkas definisi
asai yang berlaku bagi perangkat lunak Xpertise. Lihat Gambar 11-10.

6. Pilih berkas definisi asai (.gxa/.nxa), lalu klik tombol BUKA (OPEN). Lihat
Gambar 11-10.
Nama asai baru dan nomor versinya akan muncul dalam daftar asai di ruang kerja
Mengelola Asai (Manage Assays). Lihat Gambar 11-9. Periksa nama dan nomor
versi asai untuk memastikan bahwa Anda telah mengimpor definisi asai yang tepat.
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Folder Sistem Infinity (Infinity Systems)
Dipilih pada Drive DVD

Zm,,,,,d Xpertise Software Detail User .z g» z l-t]
Module Status Import Assay E’D
’:g::: sas Lookln: [T nfinity systems [ =& =l EE] QEEN
E1 |Available a T XpertCT_s.gxa) x
2 Available [ [) Xpert CT_NG_3.gxa
) |vaitable D xpertie_3.9x Sice
E4 |Available
F1 ‘}Avallame
F2 :Avallable
F3 :;\vallable w
Fa :Avallable
" |Available
12 |nvaitable
13 Available
14 available ||
g1 |Available
— +
2 ‘Avallable
3 ‘Avallahle
vJ4 ‘YAvaIIAMe
K1 |available
b 1
K2 Available FileName: |
K3 |availabie Files of Type: |Assay Files (.gxa) lv]
K4 |Available
L1 :A"ﬂ“ﬂble 08/20/19 10:22:17 System [Full Automation Operating Mode
L2 vAvaIIame 08/20/19 10:22:17 System |Welcome to GeneXpert Infinity System
L3 Available v 08/20/19 10:29-24 System \User [Detail User] login

Gambar 11-10. Kotak Dialog Mengimpor Asai

7. Jika Anda perlu mengimpor berkas definisi asai tambahan dari CD yang sama,
ulangi Langkah 1 hingga Langkah 6.

N Untuk kombinasi asai yang mempunyai beberapa berkas .gxa/.nxa, impor hanya berkas definisi
ote . . : .
asai untuk asai yang akan dilakukan di lab Anda.

8.  Keluarkan CD dari drive DVD dan simpan CD di tempat yang aman untuk
keperluan di masa depan. Putuskan hubungan drive DVD dari konektor port USB
dan simpan drive DVD untuk penggunaan di masa mendatang.

9.  (Opsional) Setelah suatu asai diimpor, jika Anda ingin mengonfigurasikan
otomatisasi untuk mempertahankan kartrid bagi asai ini untuk kondisi tertentu,
lihatCBab 2 pada Panduan Pengoperasian Sistem GeneXpert Infinity.

10.  (Opsional) Setelah asai diimpor, jika sistem Anda terhubung ke jaringan LIS atau
HIS, Anda harus memperbarui kode uji host untuk mengunduh uji ke Sistem Infinity
dan/atau mengunggah hasil uji dari Sistem Infinity ke jaringan LIS atau HIS. Untuk
mendapatkan petunjuk tentang cara memperbarui kode uji host, lihat Bab 5 dari
Panduan Pengoperasian Sistem GeneXpert Infinity.
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Cepheid menyarankan untuk mengonfirmasi bahwa hasil yang diunggah LIS atau HIS sama
dengan hasil GeneXpert setelah ada perubahan pada GeneXpert atau sistem host, termasuk, tetapi
tidak terbatas pada, perubahan berikut:

* Versi perangkat lunak GeneXpert

* Versi dan berkas definisi asai GeneXpert

» Pengaturan komunikasi host GeneXpert

» Perubahan konfigurasi atau perangkat lunak middleware host

+ Perubahan konfigurasi atau perangkat lunak LIS

Note
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Niniejszy dokument zawiera informacje na temat importowania definicji testow do
systemow GeneXpert® Dx i systemow GeneXpert Infinity. W celu wykonania tej
procedury nalezy uzy¢ dysku CD z definicjami testow dostarczonego razem z zestawem
testow GeneXpert firmy Cepheid.

Niniejszy rozdziat jest podzielony na dwie gtowne czgsci. Nalezy wybra¢ odpowiednia
czes¢ w zaleznosci od uzywanego modelu systemu:

. Czes¢ 12.2, Importowanie plikow definicji testow w systemach GeneXpert Dx

. Czesc¢ 12.3, Importowanie plikow definicji testow w systemach GeneXpert
Infinity-48s 1 Infinity-80

12.1 Zawartos¢ dysku CD

Dysk CD dostarczony razem z zestawem zawiera:
. Dokument ,,Importowanie definicji testow” (niniejszy dokument)
. Ulotke informacyjng testu (zazwyczaj w wielu jezykach)

. Pliki definicji testow dla systemow GeneXpert Dx i Infinity

12.2 Importowanie plikéw definicji testéow w systemach
GeneXpert Dx

W systemach GeneXpert Dx wymagane jest importowanie plikow definicji testow. W
zaleznosci od preferencji moze by¢ rowniez wymagane zaktualizowanie kodow testow
systemu LIS, jesli system jest potaczony z systemem LIS (laboratoryjny system
informatyczny) lub systemem HIS (szpitalny system informatyczny).

Zrzuty ekranu przedstawione w niniejszej czesci wykonano w systemie operacyjnym Windows® 7.
Note Zrzuty ekranu przedstawiajgce system operacyjny Windows XP i Windows 10 bedg bardzo
podobne.

Mimo ze mozna importowac definicje testéw, oprogramowanie systemu GeneXpert Dx nie

Note umozliwia modyfikowania definicji testow.

Aby zaimportowac pliki definicji testow, nalezy:
1.  Wiozy¢ dysk CD z definicjami testow do stacji dyskow DVD komputera.

2. W oknie systemu GeneXpert Dx klikna¢ ikong Zdefiniuj testy (Define Assays).
Patrz Ilustracja 12-1. Zostanie wyswietlone okno Zdefiniuj testy (Define Assays).
Patrz [lustracja 12-2.
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3. W oknie Zdefiniuj testy (Define Assays) klikna¢ przycisk Importuj (Import). Zostanie
wyswietlone okno dialogowe Importuj test (Import Assay). Patrz [lustracja 12-3.

User Data Management Reports Setup Maintenance About User Detail Usel
=7 —
N ] W ) G N
T rl |/
ol <l @) 5 L S
[ N : A N
Create Test Check Status View Results Define Assays fi ag Maintenance
Modules 3 Tests Since Launch
Module Sample Remaining Sample Mod Error Start
e Assay ‘ D Progress ‘ Status ‘ Test Time D ‘ s ’ User ‘ Result ’ Assay ‘ Status ’ Status ‘ Date
Al Available:
A2 Available!
A3 Available!
A4 Available
e
Messages:
Launched GeneXpert® Dx System at 07/02/19 10:27:21 -
Version 6.1
Module A1: Performing Self-Test at 07/02/19 10:27:23
Module A2: Performing Self-Test at 07/02/19 10:27:24
Module A3: Performing Self-Test at 07/02/19 10:27:24
Module Ad: Performing Self-Test at 07/02/19 10:27:25
-

llustracja 12-1. Okno systemu GeneXpert Dx

User Data Management Reports Setup Maintenance Define Assays About User Detail User

Create Test Check Status Stop Test View Results Define Assays Maintenance
Assay AssayName  MTB-RIF Assay G4

= = Version 5
Xpert Xpress Flu 3| Assay Ty
Xpert MRSA G3 20 y Type Research Use Only
Xpert CT 3 For Research Use Only
Xpert CT_NG 3 R
Xpert EV 23 Assay Disclaimer
Xpert Fll & FV Combo 1|
Xpert Fil 1
Xpert FV 1|
Xpert MTB-RIF Assay ... 5|
Xpert NG 3 = o
HCV v75B Xpertise 6.2 7 Last Modified Date 10/17/11 11:08:22
HIV -1Quant SW Val 20... 1
Xpert MRSA-SA BC 21 Cartridge Type Chambers
Xpert CDIFFICILE 3
MTB-RIF Assay G4 5 Name
Xpert MRSA-SA SSTIG3| 24| Reagent 1
Xpert SA Nasal Compl... 2 Sample
Xpert SA Nasal Compl... 5| Reagent 2
Xpert C.diff-Epi 2|

Delete Move To Top Lot Import

llustracja 12-2. Okno Zdefiniuj testy (Define Assays) systemu GeneXpert
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Folder Systemy GeneXpert (GeneXpert
Systems) wybrany w stacji dyskéw DVD
/
rn Import Assay /

¥

Look In: I (] GeneXpert Systems

[} xpert Assay.gxa \

File Name:  |Xpert Assay.oxal |

/]
[ Imponm cancel |

llustracja 12-3. Okno dialogowe Importuj test (Import Assay)

MEEIEE]-HE

Files of Type: | Assay Files (.gxa)

4. Na liscie rozwijanej Szukaj w: (Look in:) wybrac¢ stacj¢ dyskow DVD. Patrz
Ilustracja 12-3. W katalogu dysku CD wybra¢ folder Systemy GeneXpert
(GeneXpert Systems), aby wyswietli¢ liste plikow definicji testow dla
oprogramowania systemu GeneXpert Dx.

5. Wybra¢ plik definicji testu (.gxa/.nxa) w folderze Systemy GeneXpert (GeneXpert
Systems) i klikng¢ przycisk Importuj (Import) w oknie dialogowym Importu;j test
(Import Assay). Patrz Ilustracja 12-3.

Na liscie testow po lewej stronie okna Zdefiniuj testy (Define Assays) zostang
wyswietlone nazwa i numer wersji nowego testu, a po prawej stronie listy —
szczegoOly testu, jak przedstawia [lustracja 12-2.

6. Sprawdzi¢ nazwe i numer wersji testu, aby si¢ upewnic, ze zostala zaimportowana
wiasciwa definicja testu.

7.  Aby zaimportowa¢ dodatkowe pliki definicji testow z tego samego dysku CD,
nalezy wykona¢ Krok 4 do Krok 6.

W przypadku testow tgczonych z wieloma plikami .gxa/.nxa nalezy zaimportowa¢ pliki definicji

Note testow tylko tych testéw, ktére bedg wykonywane w laboratorium.

8. Wyjac¢ dysk CD ze stacji dyskow DVD i umiesci¢ go w bezpiecznym miejscu, aby
mozna go byto uzy¢ w przysztosci.

9. (Opcjonalnie) Jesli system jest potaczony z systemem LIS lub HIS, woéwczas po
zaimportowaniu testu nalezy zaktualizowac¢ kod testu hosta, aby mdc pobieraé
zlecenia do systemu GeneXpert Dx i/lub przesyta¢ wyniki testow z systemu
GeneXpert Dx do systemu LIS lub HIS. Instrukcje dotyczace aktualizowania kodow
testow hosta mozna znalez¢ w Rozdziale 5 Podrecznika operatora systemu
GeneXpert Dx.
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Note

12.3

12.3.1

Firma Cepheid zaleca sprawdzenie, czy wyniki przestane do systemu LIS lub HIS odpowiadajg
wynikom w systemie GeneXpert po kazdej zmianie w systemie GeneXpert lub systemie hosta,
w tym, miedzy innymi, po nastepujgcych zmianach:

* wersja oprogramowania systemu GeneXpert

» pliki i wersja definicji testu GeneXpert

« ustawienia komunikacji hosta GeneXpert

* zmiany oprogramowania posredniczgcego lub konfiguracji hosta

» zmiany oprogramowania lub konfiguracji systemu LIS

Importowanie plikow definicji testow w systemach
GeneXpert Infinity-48s i Infinity-80

W systemach GeneXpert Infinity-48s i Infinity-80 wymagane jest importowanie plikow
definicji testow. W zaleznosci od preferencji moze by¢ rowniez wymagane ustawienie
przechowywania kaset oraz zaktualizowanie kodow testow systemu LIS, jesli system jest
potaczony z siecig LIS lub HIS.

Podiaczanie stacji dyskow DVD

Standardowym sposobem importowania plikow definicji testow jest podlaczenie stacji
dyskow DVD dostarczonej wraz z systemem, ktora umozliwia importowanie definicji
testow z dysku CD. Stacje dyskow DVD nalezy podtaczy¢ do portéw USB znajdujgcych
si¢ z boku monitora.

Aby podtaczy¢ stacje dyskow DVD 1 odczyta¢ dysk CD z plikami definicji testow,
nalezy:

1.  Odszuka¢ stacj¢ dyskow DVD. Stacja dyskéw DVD jest dostarczana razem z
systemem, ale uzytkownik decyduje o miejscu jej przechowywania. Moze si¢
znajdowac¢ na potce nad pojemnikiem na odpady. Jesli nie mozna odszuka¢ stacji
dyskow DVD, nalezy si¢ skontaktowac¢ z kierownikiem laboratorium. Dostarczona
stacje dyskow DVD przedstawia Ilustracja 12-4.

2. Umiesci¢ stacje dyskow DVD na gorze kiosku.

12-4
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llustracja 12-4. Stacja dyskéw DVD dostarczona razem z systemem Infinity

llustracja 12-5. Podtaczanie stacji dyskéw DVD

3. Zlokalizowa¢ dwa porty USB znajdujace si¢ z boku monitora i podlaczy¢ oba ztacza
stacji dyskow DVD do dwoch portow USB znajdujacych si¢ z boku monitora. Patrz
[lustracja 12-5.

4. Nacisng¢ przycisk wysuwania znajdujacy si¢ z przodu stacji dyskow DVD, aby
wysunac tacke.
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5. Umiesci¢ dysk CD z definicjami testow w stacji dyskow DVD i wsung¢ tacke. Patrz
[lustracja 12-6. Zielona kontrolka znajdujaca si¢ z przodu stacji dyskow DVD
bedzie migac podczas odczytywania dysku CD.

llustracja 12-6. Umieszczanie dysku CD z definicjami testéw w stacji dyskow DVD

Instalacja stacji dyskow DVD i dysku CD z definicjami testow zostala zakonczona.
Procedur¢ importowania definicji testow zawiera Czes¢ 12.3.2.

12.3.2 Importowanie plikow definicji testéw

Mimo ze mozna importowaé definicje testéw, oprogramowanie Xpertise nie umozliwia

Note modyfikowania definicji testéw.

Aby zaimportowa¢ pliki definicji testow, nalezy:

1. W oprogramowaniu Xpertise nacisna¢ ikon¢ Strona gléwna, aby wyswietli¢ obszar
roboczy strony gtdéwnej oprogramowania Xpertise (Xpertise Software). Patrz
[ustracja 12-7.
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Eopnes. Xpertise Software

# -

1)

Detail User o’. zo ’. Iﬂ

ORDERS
g
RESULTS

DATA
MANAGEMENT

e
=
=
5=

SETUP

MAINTENANCE

oo, Xpettise Software

L)

Module Status Tests Since Launch
Module Status Sample Mod User Test Result Assay Start Estimated Status
Name D Name Type Date Minutes
E1 Available N IO/RESUIY
E2 |Available I
E3 Available
E4 Available
F1 Available
F2 Available
F3 |Available P
Fa \Available
" \Available
12 \Available
13 Available
14 Available
J1 Available
J2 Available
3 \Available
4 \Available
K1 Available
K2 \Available
K3 \Available
K4 |Available
L \Available 108/20/19 10:22:17 :Sys|em [Full Automation Operating Mode
L2 Available | ‘E}) 108/20/19 10:22:17 System elcome to GeneXpert Infinity System
= rm—— w| L | eoono02024  system lUser [Detail User] login

llustracja 12-7. Obszar roboczy strony giéwnej oprogramowania Xpertise

Detail User o& 2 z l‘]

Tests Since Launch

Mod User
Name

Test
Type

Result Assay Start Estimated Status
Date Minutes
- To Result N

INSTALLATION
QUALIFICATION

|

OPERATION
MODE

&

BACK

Module Status
Module Status Sample
Name D
E1 \Available a
E2 lAvailable |
E3 \Available
E4 \Available
F1 \Available
F2 \Available
F3 \Available —
Fa \Available
1" \Available
12 \Available
13 \Available
14 \Available
] \Available
92 \Available
43 \Available
a \Available
K1 lavailable
K2 \Available
K3 \Available
Ka \Available
L1 |Available [
L2 \Available | Ell ‘
L3 Available N

08/20/19 10:22:17 System [Full Automation Operating Mode
08/20/19 10:22:17 System ‘elcome to GeneXpert Infinity System
08/20/19 10:29:24 System User [Detail User] login.

llustracja 12-8. Menu Konfiguracja

W obszarze roboczym strony gtoéwnej oprogramowania Xpertise nacisnaé przycisk
KONFIGURACJA (SETUP). Zostanie wyswietlone menu Konfiguracja. Patrz
[lustracja 12-8.
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ch,m Xpertise Software

3.

A :

W menu Konfiguracja nacisna¢ przycisk ZARZADZAJ TESTAMI (MANAGE ASSAYS).
Zostanie wyswietlony obszar roboczy Zarzadzaj testami (Manage Assays)
zawierajacy list¢ uprzednio zaimportowanych testow. Patrz Ilustracja 12-9.

Detail User 0: : i Iﬂ

Module Status

Manage Assays

| Module

Status
Name

Available

\Available

Available

Available

Available

Available
|Available

Available

|Available

|Available

Available

Available

Available

Available
Available

Available

Available

|Available

|Available

Available

Assay Version | Need Lot Specific Parameters

2

[Xpert Xpress_Strep A

)

Xpert GBS LB

S

Xpert C diff-Epi

Xpert MTB-RIF Assay G4

[SERSRES]

al
2
5
Xpert Xpress Flu-RSV 3
3

Xpert CT_NG

| E

Xpert MRSA G3 20

LOT SPECIFIC |
PARAMETERS |
e

Pld

CLOSE ‘

\Available

Available

Available

v

108/20/19 10:22:17 [Full Automation Operating Mode
08/20/19 10:22:17

08/20/19 10:29:24

System

System lelcome to GeneXpert Infinity System

User [Detail User] login

L5

System

llustracja 12-9. Obszar roboczy zarzgdzania testami oprogramowania Xpertise

4.

W obszarze roboczym Zarzadzaj testami (Manage Assays) kliknaé przycisk
IMPORTUJ (IMPORT). Zostanie wyswietlone okno dialogowe Importuj test. Patrz
[lustracja 12-10.

Na liscie rozwijanej Szukaj w: (Look in:) wybra¢ stacje dyskoéw DVD. W katalogu
dysku CD wybra¢ folder Systemy Infinity (Infinity Systems), aby wyswietli¢ listg
plikow definicji testow dla oprogramowania Xpertise. Patrz [lustracja 12-10.

Wybraé plik definicji testu (.gxa/.nxa) i klikna¢ przycisk OTWORZ (OPEN). Patrz
[lustracja 12-10.

Nazwa i numer wersji nowego testu zostang wyswietlone na liscie testow w obszarze
roboczym Zarzadzaj testami (Manage Assays). Patrz Ilustracja 12-9. Sprawdzi¢
nazw¢ 1 numer wersji testu, aby si¢ upewnic, ze zostala zaimportowana wtasciwa
definicja testu.

12-8
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Folder Systemy Infinity (Infinity Systems)
wybrany w stacji dyskéw DVD

E . Xpettise Software Detail User .’. ’: z Eﬂ
/Iﬁ Iz . =
Module Status Import Assay 6D
h:'o;::: R Look In: ‘D Infinity Systems ‘v] @ @ @ iz
E1 Available - D Xpert CT_3.gxa x
E2 \Available B ) Xpert CT_NG_3.gxa
E3 lAvailable D xperte_3.0x SAACE
E4 IAvailable
F1 \Available
F2 \Available
F3 IAvailable P
F4 \Available
(] Available
12 Available
13 Available
14 Available
1 \Available
N2 Available
3 \Available
Ja AAvailable
K1 Available
K2 IAvailable file Name: | ]
K3 Available Files of Type: LAssay Files (.gxa) Jv]
K4 Available
L1 \Available 08/20/19 10:22:17 [system [Full Automation Operating Mode
L2 \Available | 08/20/19 10:22:17 |system /elcome to GeneXpert Infinity System
L3 \Available v 08/20/19 10:29:24 |system User [Detail User] login

llustracja 12-10. Okno dialogowe Importuj test

7. Aby zaimportowa¢ dodatkowe pliki definicji testow z tego samego dysku CD,
nalezy wykona¢ Krok 1 do Krok 6.

W przypadku testow tgczonych z wieloma plikami .gxa/.nxa nalezy zaimportowa¢ pliki definicji

Note testow tylko tych testéw, ktére bedg wykonywane w laboratorium.

8. Wyjac¢ dysk CD ze stacji dyskow DVD i umiesci¢ go w bezpiecznym miejscu, aby
mozna go byto uzy¢ w przysztosci. Odlaczy¢ stacje dyskow DVD od portow USB i
przechowac stacj¢ dyskow DVD do pdzniejszego wykorzystania.

9. (Opcjonalnie) Aby po zaimportowaniu testu skonfigurowac systemy automatyczne
pod katem przechowywania kaset dla tego testu i okreslonych warunkow, nalezy si¢
zapoznac z Rozdzialem 2 Podrecznika operatora systemu GeneXpert Infinity.

10. (Opcjonalnie) Jesli system jest potaczony z siecig LIS lub HIS, wowczas po
zaimportowaniu testu nalezy zaktualizowac kod testu hosta, aby mdc pobiera¢ testy
do systemu Infinity i/lub przesyta¢ wyniki testow z systemu Infinity do sieci LIS lub
HIS. Instrukcje dotyczace aktualizowania kodow testow hosta mozna znalez¢ w
Rozdziale 5 Podrecznika operatora systemu GeneXpert Infinity.
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Firma Cepheid zaleca sprawdzenie, czy wyniki przestane do systemu LIS lub HIS odpowiadajg
wynikom w systemie GeneXpert po kazdej zmianie w systemie GeneXpert lub systemie hosta,
w tym, miedzy innymi, po nastepujgcych zmianach:

* wersja oprogramowania systemu GeneXpert

» pliki i wersja definicji testu GeneXpert

« ustawienia komunikacji hosta GeneXpert

* zmiany oprogramowania posredniczgcego lub konfiguracji hosta

» zmiany oprogramowania lub konfiguracji systemu LIS

Note
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