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IVD. Dispositivo médico para diagnéstico in vitro. Podera nédo estar disponivel em todos os paises.
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Modulos de 6 e 10 cores

~ Modulo de 6 cores Mdédulo de 10 cores
O software Genexpeft® DX versao 62 Sem identificacdo Identificagdo azul
suporta instrumentos com Tirana porta Tiranaporta

modulos de 6 cores ou de 10 cores. . ‘ .
O modulo de 10 cores pode ser
identificado por uma tira azul

na extremidade superior da porta
do modulo.

O software GeneXpert Dx verséo 6.2 : /
é compativel com os sistemas

operativos Microsoft Windows 7

e Windows 10.

IVD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.
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Fluxo de trabalho de instalacao e configuracao

Instalar o sistema GeneXpert® Dx.

Ligar o computador.

Iniciar o software.

Atribuir letras ao instrumento. (Opcional)
Definir utilizadores e permissoes.
Configurar o sistema.

Gerir os ficheiros de definicao do ensaio.

© N o O bk wbhPE

Verificar a instalacao e configuracao corretas.

N\
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Iniciar o sistema operativo Windows (windows7/Windows 10)

Ligar o sistema GeneXpert® Dx: surgira uma pequena luz azul no painel frontal do sistema

Abrir a sessao:

1
2 Ligar o computador
3

Conta de utilizador: Cepheid-Admin Palavra-passe: cphd

Cepheid-Admin

Com o Windows 7 o Com o Windows 10 //C "
epheid.
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Preparar o sistema para utilizacao de rotina

Aguardar alguns minutos — o software GeneXpert® Dx ira iniciar-se automaticamente

O icone GeneXpert Dx no ambiente
de trabalho do Windows permite a
inicializacdo manual do software.

Test Archive Reminder M Database Management @

% Archive is overdue. Do you want to archive now? ?ﬁ Do you want to perform Database Management tasks?

Clicar em NAO (NO) se, Yes || No | Yes || o | Clicar em NAO (NO) se,
de momento, nao for de momento, ndo for
necessario arquivar a — necessario efetuar a
gestao da base de dados. gestdo da base de dados.

No ecra Verificar estado (Check Status), verificar se todos os moédulos estédo disponiveis
B GeneXpert® Dx System . E — ol =)

User Data Management Re User <None>

— 1 —— [— — @
%, % © A @ & o~
‘.". S gy
< L~ ) AL 7D
Create Test Sheck Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules ks Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Name fusay ‘ D Eouresy tatus | oSt Time I D l Name ] Srmer | AL l fenny) ‘ Siatas sums‘ Date ]
Al | Availadle
A2 | Available
A3 Available
A4 Available!

Se ndo houver modulos disponiveis, consultar a seccao Resolugdo de problemas do manual do utilizador e contactar a assisténcia técnica da Cepheid /
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Preparar o sistema para utilizacao de rotina

Para voltar a abrir o software manualmente, r\
fazer duplo clique no icone «GeneXpert Dx» r

no ambiente de trabalho &
GeneXpert Dx

O software GeneXpert® Gx Dx esta disponivel em:

Espaifiol Pycckuin

Para obter mais informacgdes, contactar: training@cepheid.com.

Fonte: http://www.free-country-flags.com/index.php /
Z Cepheid.
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mailto:training@cepheid.com

Definicao do idioma no Windows 7 e Windows 10

5+ Coml Panel »

Adjust your computer’s settings

Systern and Security
Q Kevem yous computer s statin

Hardware and Sound

sd geinten

Appearance and Personalization

h Narge the theme
tange desr o
Adyuat screen reschion
&’ S

Contui Paned Home

Grstem and Secrty

Peetmeieh ond letemet

Regior nd Language
o mers @ Resionand Linguag

Srograms :

User Acconnts

| Appemance and
l Fmenaicaten

ok, Lasage. arst Regron
Tave of Accem

Com o Windows 7
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g
1 Syem
= Aom

o Comara

UE Devices

0 Mcounts

a

& Prvacy

Windows Settings

[:J frore @ Networs A ieemet ,--{] Peesonah aticn
" donti st . -
P’ Tene & Linguage ,?'S Gamang ‘ 'tl,-' Lase of Accrms

¥ Update & Securty

Com o Windows 10
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Definicao da data e a hora locais

Date:

Time:
20239

(UTC-08:00) Pacific Time (US &

Daylight Saving Time ends on S{
AM. The dock is st 10 GO back

¥ Notify me when the clock chy

Gel more tme 2one infor

How do st the clock aod time

Thursday, Apeil 14, 2019

M

| Date and Time sett
Set the date and time:

Datec

<« April, 2019 »
Su Mo Tu We Th #r Sa
2128 29 3031 12
34567809
10 11 12 13[34)15 16
1718192021 22
242522128200

4 5 6

8

Lhange calenkiac se1sings

Com o Windows 7

© Cepheid

Time
FN4AS5 PM
& Change date and time...
Time zone
(UTC-08:00) Pacific Time (US & C R
&' Date and Time Settings
Set the date and time:
Dayfight Saving Time ends on $
The dock is set to go back 1 hot  D2te:
‘ April 2019 »
7] Notify me when the dock tht | 5, Mo Tu We Th Fr Sa
27 28 29 30 31 1 2
3.4 § & T80
10 11 12 13 14 15 16
17 18 19 20 21 22 23
24 25 26 27 28 29 30
1.2 3 4 567
Set the e zone:
Tine 2one: @ calendar sottin
((UTC-08:00) Pacific Time (US & Canada) -

Date and Time  Addtional Clocks Internet Time

Date

Thursday, Apnl 14, 2019

) Austomatically adjust clock for Daylight Saving Time

Current date and bmec  Thursday, April 14, 2019  2:05 PM

[Coc] [ comet

Com o Windows 10

IVD. Dispositivo médico para diagnéstico in vitro. Poderé ndo estar disponivel em todos os paises.

# Time Zone Settings

Set the time zone:

Time zone:

(UTC-08:00) Pacific Time (US & Canada) v
[ Automatically adjust dock for Daylight Saving Time

Current date and time:  Thursday, April 14, 2019 3:14:46 PM
o
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Atribuir letras ao instrumento

C|IC8.I‘ em #* GeneXpert® Dx System E][E|E|

User Inge Bolita Pradiasuri

1 Configuracgéo N =
A =N 8w B o

Create Tast View Results Define Assays Define Graphs Maintenance

2 Clicar em
Atribuir letra

?Algssltgrlrj] mento m i@ Iv@l

Create Test Check Status Stop Test View Results Define Assays Define Graphs
Instrument

’ Tests Since Launch

o)

T 7 . - |
letter) Bl . T AR
:; - Click [Close] to exit the screen after all instruments are assigned.
e [ Instrument | Instrument SN | MAC Address
— {a 707822 0.21.38.0.10.26
= c 707823 0213801027
c2
c3
ca

3 Clicar em S S | —

Alterar letra \U [ cone
(Change Letter)

17

MOGUIE AL Ferorming Selr-1est at Ub/13/16 12:U4.Us
Module A3: Performing Self-Test at 06/13/16 12:04:06
Module C3: Performing Self-Test at 06/13/16 12:04:06
Module C4: Performing Self-Test at 06/13/16 12-04:06
Module Ad: Performing Self-Test at 06/13/16 12:04:06

Host is disconnected at 06/13/16 12:07:32.

\
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User Data Management Reports Setup Maintenance About

Create Test Check Status Stop Test

Atribuir letras ao instrumento

View Results Define Assays Define Graphs Maintenance

Modules Tests Since Launch
n Assign Instrument Letter S - e - :. - — ‘mm’ sEtn":Jrs ;:: i ‘
Click [Close] to exit the screen after all instruments are assigned.
‘ \ | MAC Address
A 707822 0.21.38.0.10.26
c 707823 0213801027
Change Letter &
Quadra BloE
(G
[ changetetter | [ “wiose |
\ /I I l \\ v
- /. D

Messages:

MOGUIE AZ: PEMOrMING Sell-1e5tat Uo/1//1b 120405
Module A3: Performing Self-Test at 06/17/16 12:04:08
Module C3: Performing Self-Test at 06/17/16 12:04
Module C4: Performing Self-Test at 06/17/16 1204
Module A4: Performing Self-Test at 06/17/16 19/04:06
Hostis disconnected at 06/17/16 12:07:32

>

=

Quadre?

Alterar a letra (A, B, Clicar em OK
CouD, etc.) /
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Atribuir letras ao instrumento

User Data Management Reports Setup Maintenance About

i i ® — - — =
A janela do sistema GeneXpert® Dx N/i 1% I@l 3 ,
- . . = ~ &. LS ‘ AR
Val S u rg I r, m Ostran d O aS atrl b u I QO eS Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Modules Tests Since Launch

de letras atualizadas Mot | ey | 0% | e | sown | S || o | Mot [ | enn | dosy |suun] 1] S

Date

Available
Available
Available
Available
Available
Available
Available
Available

v
Messages:

MOQUIE AZ: FeMorming Sel-1 St atuzZzi1y 12.Ua.Ub
Module A3: Performing Self-Test at02/22/19 12:04:06
Module C3: Performing Self-Test at 02122/19 12:04:06
Module C4: Performing Self-Test at 02/22/19 12:04:06
Module A4: Performing Self-Test at 02/22/19 12:04:06
Hostis disconnected at 02/22/19 12:07:32

N\
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Verificar a instalacao
e configuracao corretas

IVD. Dispositivo médico para diagndstico in vitro. Podera ndo estar disponivel em to%{s os fglses.]f(
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GeneXpert PC 02/12/20 14:33:50

GeneXpert® Dx System
Installation Qualification Report

Relatorio de qualificacao da instalacao

stem Information

e Versi Stat
. ;. GeneXpert® Dx System 62 Pass
Java Runtime Environment 180131 Pass
Clicar em Relatérios (Reports) para mostrar o menu pendente it e :
GX_Utils.DLL 0840 Pass
SQL Database Microsoft SQL Server 11.00.6020 Pass
Database gx db3.090 Pass
Operating System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass
Specimen Report vﬂ < {0} } .
Patient Report O @ @ Instrument Information
» J Y
Control Trend Report ] S @ Instrument A
System Log Stop Test View Results Define Assays fine G Maintenance Instrument S/N Gateway Firmware
Assay Statistics Report 8 8
. st NI Tests Since Launch ) Bu348a 20.18
Module TSanpe T Rer Sampie Mod ‘ Error Start
Assay Progress Status User Result Assay Status
"""‘A‘ R b Ll e e S bt Module Name Module S/N Module Firmwarelnternal Temp Status
v
A2 Available °C
=) Availadle Al 628676 333 3156 Pass
At Booting A2 638430 333 308 Pass
A3 638964 333 300 Pass
Ad 641366 333 307 Fail*
Fail* = Ambient temper ature too high, incorrect model number or hardware error has been detected. Please
general System Log with the list of errors for further troubleshooting.
Shaded Modules = Reporter is out of calibration.
GeneXpert PC 02/12/2014:33:50
y Type
Gen_eXpeﬁ@_l;)x S_;ystem 1 In Vitro Diagnostic
Installation Qualification Report 1 In Vitro Diagnostic
1 In Vitro Diagnostic
= v Installation of networked instruments complies with the setup requirements specified in the GeneXpert® Dx NA Research
Launched GeneXpen® Dx Systemiat 0102119 11:13:10 System Operator Manual, ‘Installation’ section
Version 6.1
Module A1: Performing Seif-Test a101/02/19 11:13:12
Module A2: Performing Seif-Test a101/02/19 11:13:12
Module A3: Performing Self-Test 3101/02/19 11:13:13
A Verified by Date
Module Ad: Performing Seif-Test 3101/02/19 11:13:14
Page 1 of 2
This IQ is acceptable if all System Information and Instrument Information are listed as '‘Pass’. All instrument

modules that are listed as 'Pass’ are available for use.

Acceptance: [ ]Acceptable [ ] Not Acceptable

2 Selecionar Qualificacédo da instalacao
(Installation Qualification) s maspeieaty

N

Cepheid.
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Configurar o sistema

b

Wl Ve ;
IVD. Dispositivo médico para diagndstico inwitro. Podera nao estar. dlspopﬁ\’g em todos os paises.
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Configurar o sistema

na barra de menus e,
em seguida, clicar em
Configuracao do sistema
(System Configuration)

l Clicar em Configuracao (Setup)

Clicar no separador

Geral (General)

3 Digitar o nome do hospital/nome
da instituicao/configuracao do
sistema e 0 nimero de série

[ General | Archive Settings | Folders | Host Communication Settings |

System Name\ GeneXpert PC

Patient Name

[_] patient Demographics
[¥] Scan Patient ID Barcode
[Vl Scan Sample ID Barcode
[¥] Scan Cartridge Barcode
Require Start Test Login
@) Never
) Always
() Start Test Login Timeout (In Minutes) [20 |

[ Audio At End Of Test
[Z] Print Test Report At End of Test

[[] Assay Statistics Deletion Reminder
[v] Database Management Reminders

16 ©cCepheid |VD. Dispositivo médico para diagnéstico in vitro. Poderé ndo estar disponivel em todos os paises.
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Configurar o sistema

[(General | Archive Settings | Folders | HostCommunication Seftings |

* O lembrete é apresentado quando:

) Manually
— a aplicacdo GeneXpert® Dx € iniciada @Manuaw.wnnnemma

— a aplicacdo GeneXpert® Dx termina
normalmente

— 0 utilizador inicia sessao (excluindo
inicio de sessao para iniciar o teste)

| ok || cancel

N

Cepheid.
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Configurar o sistema

» As localizagoes predefinidas de
cada pasta no disco rigido do e
~ . . . Report Folder
computador sao indicadas aqui. Backup Folde

DB Log Folder

C\GeneXpertireporty
C\GeneXpertiBackupt

CiGeneXpetiDatabase_logl

| ok || cance

18 ©cCepheid |VD. Dispositivo médico para diagndstico in vitro. Poderé ndo estar disponivel em todos os paises. //Ce,oheida




Configurar o sistema
Area de trabalho Definicbes de comunicacao do anfitrido (Host Communication Settings)

System Configuration

\“General | Archive Setiings | Folders | fost Communication Setings |
||[‘ [ ¥l Enable Host Communication

-Host Setting

| - [ use Cepheid Link {Only check if you have the Cepheid Link mid lution for sample traceability)

Hostin [x |
s
[_] Automatic Host Query After Sample ID Scan
[v] Automatic Test Order Download
[v] Automatic Result Upload
[_] Use Instrument Specimen ID
- Communication Settings ————— Order/Result M.

Protocol (® HL7 i ASTM | Delete Cancelled Orders |
Run HostAs (' Server @ Client |

Expire Results |
Server IP Address
Port# 1234 | Reset Communication Buffer |
~Host Test Code
Enable | Assay | Host Test Code |
[ ‘Xpert BCR-ABL Monitor IS Version 1 | — Eait |-
[vi Xpert CDIFFICILE Version 3 | | Edit |
(= \Xpert CT_NG Version 3 | Edit
[
[
(=
] =

N\

Cepheid.
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Funcionalidades do software GeneXpert Dx

Teste Administragdo Manutencao

M i

Create Tamt Chock Status Stop Tent
Modeto s H Tosts Soce Lawnch ‘
Hodae Savgee Sedgh W Enor et
! e Assyy R Progieas JETLTEY Tost Tene | 0 Lol Rersent Assasy | States States Dats l ‘
A Av2al
A Asasly
A aita \
=) 12l

N

Cepheid.
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A better way.

Gerir utilizadores

IVD. Dispositivo médico para diagnéstico in vitro. Podera nao estar disponivel em todos os paises.
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Criar uma conta de Administrador ("Admin”)

Definir a pessoa do laboratério que ira ter acesso total ao software
A primeira conta a ser criada tem de ser uma conta Admin. Pode haver mais do que uma conta de Administrador por sistema

Configuracao (Setup) - Administracao de utilizadores (User Administration)

R GeneXpert® Dx System

User Data M

Create Test

Setup | Mai
User Administration
User Type Configuration

System Configuration

Assign Instrument Letter

View Results

-©
@
©)

Define Assays

Lol o

User <None>

Define Graphs

Maintenance

23 ©Cepheid |yp, Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel e

Adicionar (Add)

Modules B Tests Since Launch
Module ple Remaining Sample Mod Error Start
G Assay [ Progress Status Yo Tt D S User Result Assay ‘Sutus Status Date |
User Name | Full Name [ Type
Cligue em

Close

N
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Criar uma conta de Administrador (*“Admin”)

B2 Add User

Introduzir o nome
de utilizador Useriame |admin1

e palavra-passe Full Name |Administration User

:

|
|
Password Ioooooo |
|

Confirm Password Iouou

A Escolher o tipo de User Type
utilizador (Admin) || || Admin vl[

A( OK Cancel

Clicar em OK -

24 ©Cepheid |VD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.
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Criar uma conta basica

Definir a pessoa do laboratério que ira ter acesso limitado ao software
Pode haver mais do que uma conta Basica (Basic) por sistema

Configuracéo (Setup) = Administracéo de utilizadores (User Administration)

e oL S

B GeneXpert® Dx System

User Data Management Rej Setup  About User <None:
User Administration ~ O 7
@
System Configuration A0
¥ Assign Instrument Letter S Ra Dalsie ASoa Define Grap
Modules g Tests Since Launch
Module Sample Remaining | 7| Sample Mod Error Start
I A ] Assay ‘ D Progress{ Slatus‘ Test Ti : D 1 Natio User { Result ‘ Assay lStatus} status| Date
BR User Administation | IR L0 T S
User Name | Full Name [ Type
admin1 Administration User Admin
basic1 Basic User Basic
detail1 Detail User Detail
2 Clicar em
Adicionar (Add) N
(L Agw | close |
2 ~3 >~ & — —

26 ©Cepheid |VD. Dispositivo médico para diagndstico in vitro. Podera ndo estar disponivel em todos os paises.
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Criar uma conta basica

Introduzironomede | [ R
utilizador (Username) \\T .
ea palavra—passe User Name |basici
(Password)

Full Name |Elasic User

Password |oo......ooo

Confirm Password |u-uuuu

- User Type
4 Escolher o tipo ——
de utilizador

(Basico [Basic])

—

ok || cancel
Clicar em OK Add ‘ Close

NOTA: Existem diferencas entre o que os utilizadores de contas Basico podem ver ou fazer

//Cepheid,
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Caixa de dialogo Administracao de utilizadores

(User Administration)

R User Administration 0 L NIRRT S8 W
User Name | Full Name | Type
admin1 |Administration User ‘Admin
basic1 |Basic User |Basic
detail1 |Detail User |Detail
! Remove Edit | Close

28 ©cCepheid |VD. Dispositivo médico para diagndstico in vitro. Podera nédo estar disponivel em todos os paises.

N

Cep

heid.




Configuracao de tipo de utilizador

Configuracao (Setup) > Configuragéo do tipo de utilizador (User Type Configuration)

I8 GeneXpert® Dx System

User Data Reports | Setup Mainf nance About

tration
User Type Configuration

System Configuration
Assign Instrument Letter

Create Test

iz

Stop Test

©
e
N

Define Assays

- X
User <None>

[

Define Graphs Maintenance

Modules not detected. Check power switch and computer/GeneXpert cable connections.

Modules : Tests Since Launch n
Module | f— ‘ sample | pooocs | stams | Remaming | Sample | Mod | — | — ‘ N
Name D Test Time D Name . =
Basic Detail

Create/Start Test [ [

Stop One Test or All Tests [w] [v]

View Detailed Research Assay Test Result and Report [ v

View Detailed Template Assay Test Result and Report [ [v]

View Detailed Reference Assay Test Result and Report I v

Edit Test Details [ [l

Create, Rename and Edit Research Assay ] [}

Duplicate Research Assay Into Research Assay ] ]

Duplicate Template Assay Into Research Assay [} [}

Duplicate Reference Assay Into Research Assay ] ]

Delete Assay and Lot Specific Parameters [} [¥]

Manage Assay Definition [+ v

Export Research Assay [ [

Export Template Assay I ]

Export Reference Assay [ [

Convert Research Assay To Reference Assay [} [

Edit Graphs [ [

== Archive Test [vl [¥l
Launched GeneXperl® Dx System at 0816120 12:18:22 Purge Test [ ]
Version 5.1 Retrieve Test ] [
[ [l

[ [

I I

[ [l

[ [

29 © Cepheid

Backup Database

Restore Database

Compact DB and Run Database Integrity Check
View Specimen, Patient and Patient Trend Reports
View Control Trend and Assay Statistics Reports

L«

Cancel | | ResettoDefaurt

|
//Cephe/dy
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Como editar um perfil de utilizador

Selecionar o utilizador que quer editar Rever as inforr_nagﬁes conforme pretendido e,
1 na lista de administragéo de utilizadores. 3 em seguida, clicar em OK para guardar as alteracoes
e fechar a caixa de diadlogo Editar utilizador (Edit User).
ﬁUserAdministration‘ ll ! ; - g
User Name I Full Name l Type B User Administration
min1 Administration User Admin M
asicl |Basic User Basic B dd Use X :|
detail1 Detail User Detail B | H—\
User Nai basic1 \\ |
Full Mame [BasicUser \I |
Pass\word |.o.oo.o.oo. I/ |
Confirm Passwol sssssssERRS / |
v
User Type
Basic ¥
| Add [Inemovel Close | )OK || cancet | |
P - | add | | Remove A Close |

Clicar em Editar (Edit)

31 ©cCepheid |VD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises. /Ce,oheid,
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Como remover utilizadores

Clicar para selecionar o utilizador que se quer remover Para remover utilizadores adicionais, repetir os Passos 1
1 3 e 2. Se ja nao tiver mais utilizadores para remover, clicar

| _ em Fechar (Close)
BB e R T

T —r— - . i
User Ad trat ;

Nomin1 Administration User Admin n il i - ﬂ

basic1 |Basic User |Basic

detail1 Detail User Detail User Name | Full Name | Type
admin1 |Administration User Admin
detail1 Detail User Detail

7—J —— =
/ Add

Clicar em Remover (Remove) B

N\

Cepheid.
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Como Iniciar sessao

Selecionar Utilizador (Select User) = Iniciar sessao (Login)

'ﬂ Gene*ert@DxSystem o I X o
User| Data Managem Reports Setup About User John Smith
Login ‘ % o i _;.'._‘—_

< Change Password ‘ g }
Log ‘ (©)
Exit op Te TReg aTea Aaan eTe G
Modules 5 Tests Since Launch
Module | oy | Samble | pogress | staws | Remaining || samole | Mod |y | pesur | Assay | status| ETor
rg Login ﬁ‘
2 Inserir o seu nome de utilizador (User |, User Name ||
Name) e (Password) palavra-passe Password |

34 ©cCepheid |VD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.
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Janela do sistema GeneXpert® Dx

Criar e iniciar um teste

Monitorizar
a progressao
do teste

35 ©Cepheid |VD. Dispositivo médico para diagnostico in vitro. Podera nao estar disponivel em todos os paises.

User Data Managemen

N U E

Create Test Check Status Stop Test

it Reports Setup Maintenance About

Maintenance

‘ Assay ‘ s"'g‘"lprogms’ Status

Remaining
Test Time

Error Start
s""‘" smusl pate

Available
Available
Available
Available
Available
Available
Available

Available

\“

Messages:

MOQUIE AZ: Femorming Seil-1estatunii1/1o 1204:05
Module A3: Performing Self-Test at 06/11/16 12:04:06
Module C3: Performing Self-Test at 06/11/16 12:04:06
Module C4: Performing Self-Test at 06/11/16 12:04:06
Module A4: Performing Self-Test at 06/11/16 12:04:06
Hostis disconnected at 06/11/16 12:07:32

Visualizar os resultados

~~_  Verificar

a lista
de ensaios

N\

Cepheid.
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Criar um teste

ApOs preparar o cartucho de acordo com o folheto informativo:

Ler o cédigo de barras
mantendo o leitor a cerca

_ _ Surge uma caixa de dialogo: de 20 cm a 25 cm do cédigo
1 | Clicar em Criar teste 2 | Ler o codigo de barras do de barras, alinhando o laser
(Create Test) cartucho (Scan cartridge barcode) do leitor com a imagem do
Bl GeneXpert® DxSystem‘ B Scan Cartridge Barcode @ Cédlgo de barras

User Data Management Reports Setup

Create Test Check Status

Modules Manual Entry | [ Cancel f

Sample
D

Module |
Name

Assay |

N\

Cepheid.
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Criar um teste

Preencher a ID do
paciente (Patient ID),

4 ID da amostra _

(Sample ID). O nome
do paciente (Patient
Name), se disponivel

PatientID |H112874895762R
samplelD |SD142231
PatientiD 2 1234567

Last Name !Pauanl LastName 1 First Name [Patlem First Name 1

Uma luz verde vai piscar
no modulo: Abrir a porta
e colocar o cartucho

no maodulo.

—
Date of Birth |yyyymmoD J:J Postal Code |
-

Name Version

Select Assay i Xpert-C. difficile G2 2

5 O maédulo é atribuido S—T M|

automaticamente

Reagent Lot ID* Expiration Date* Cartridge S/N*
Test Type |Specimen v
Sample Type lomer v Other Sample Type [
l
™ startTest | 9| Scancartridge Barcode | | Cancel

5

Fechar a porta do médulo
completamente. A luz
verde vai parar de piscar
e o teste ira iniciar-se.

Clicar em Iniciar teste (Start Test)

38 ©Cepheid |y, Dispositivo médico para diagndstico in vitro. Podera ndo estar disponivel em todos os paises.
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Cartucho GeneXpert

ID de lote de reagente

Prazo de validade
Ensaio

Cdbdigo de barras do cartucho
(todos os numeros, incluindo
0 numero de série do
cartucho)

NUmero de série do cartucho

N

Cepheid.
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Introducao manual do cddigo de barras do cartucho

Se o leitor de codigos de barras nao estiver a funcionar, podem introduzir o cédigo de barras do
cartucho manualmente

Ira surgir uma caixa de dialogo: o .
1 Clicar em Criar teste 2 Clicar em Introducdo manual 3 Digitar manualmente as 2 Ilnhas de
(Create Test) (Manual Entry) nameros do cartucho — ver a imagem

r H Scan Cartridge Barcode
B GeneXpert® Dx System
Use al n Managament Reports Setup Mainten: Please scan cartridge barcode.
N~ ~
‘ '.
s ‘ R
S’:.’l' t&‘?} % [ wamoteny | [ comear | —
&ieate Togs Check Status
Modules Esta janela vai surgir depois de clicar em
Mode | pssay | S | progress Introducdo manual (Manual Entry)
Saisie manuelle du code-barres de la cartouche @
code-barres de la cartouche |
E Annuler

Introduzir o nUmero completo

Se o leitor de cbdigos de barras falhar quando estiver a utilizar um lote novo, nao do cartucho, sem deixar espacos

sera possivel concluir a criacdo de um teste. Contactar a assisténcia técnica da
Cepheid para pedir o parametro especifico do lote (Lot Specific Parameter, LSP)
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Criar um teste

Preencher a ID do
paciente (Patient ID),

PatientID |H112874895762R

Sample ID
Patient ID 2

[sD142231

[1234567

4 ID da amostra
(Sample ID). O nome

do paciente (Patient

Name), se disponivel

Last Name !Pauanl LastName 1

First Name [Patlem First Name 1

Uma luz verde vai piscar
no modulo: Abrir a porta
e colocar o cartucho

no maodulo.

—
Date of Birth |yyyymmoD J:J Postal Code |
-

Name

5 O médulo é atribuido
automaticamente

Version
Select Assay iXperl-C. difficile G2 2
SCloLUGle A2 |
Reagent Lot ID* Expiration Date* Cartridge S/N*
Test Type |Specimen v
Sample Type lomer " Other Sample Type [
N
™ startTest | 9| Scancartridge Barcode | | Cancel

5

Fechar a porta do médulo
completamente. A luz
verde vai parar de piscar
e o teste ira iniciar-se.

Clicar em Iniciar teste (Start Test)
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Monitorizar o processo de teste

r
E GeneXpert® Dx System

User Data Management Reports Setur IuiTnénanoe About

Consultar a area
do médulo quanto
ao estado do teste

Create Test

IS

Modules

Stop Test

View Resuits

Define Assays

Tests Since Launch

E=EX)

User Detail User|

g

Maintenance

Module

Name|"“"

Sample
D

Progmss‘ Status ‘

Remaining
Test Time

Sample
D

e

Assﬂ Status

Error Start
Status | Date

IS Xpert CDIF... |SD142231 Loading OK ——|7|SD142231 (A1
A2 Available
A3 Available
Ad Available

Detail User |NO RESULT Xpert CDI...|Loadi

OK 04/09/19 12

_/

Mossoodll

Module A1: Performing Self-Test at 04/09/19 12:32:53
Module A2: Performing Self-Test at 04/09/19 12:32:54
Module A3: Performing Self-Test at 04/09/19 12:32:55
Module A4: Performing Self-Test at 04/09/19 12:32:55
Please load the cartridge into the module A1

8
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Como parar um teste

Podera ter de parar o teste para evitar desperdicar tempo

1 Clicar em Parar

** GeneXpert® Dx System

teste (Stop Test)

Selecionar os modulos
2 gue tém de ser parados,

Ve L U |

Check Status Stop Test

Create Test

View Resuits Define Assays Define Graphs Maintenance

marcando as caixas

Apos selecionar, clicar em
3 Parar (Stop)

46 ©cCepheid |VD. Dispositivo médico para diagnostico in vitro. Podera néo estar disponivel em todos os paises.

Module Name 42 __ Views || TestResult | AnalyteResult | Detail | Erfors | History | Support |
Sample ID JEasi Mo ¥
T rimey Carve Assay Name pert MTB-RIF Version 1
RCC LT W TB DETECTED VERY LOW;
| Rif Resistanc DETECTED
Assay Xpert MTB-RIF
[For In Vitro Diagnostics Use Only.
Version 1
- | ——
n Stop Test
Modules =
Module Sample | Remaining
| s ‘ e, [} | PRy el Test Time
v Al Xpert COIFFICILE [s0142231 Loading OK -
Select Running n-u‘.mcl |
> ||/ cancer
| S

N\
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Como parar um teste

= 5|
‘ Select Running | ‘ Deselect All ‘
Module Siop et gl Remaining

Confirmar a selecao - |m Hame ’Lpenm‘_‘;’f "D crekvesitg ston e selecteatests? = | tesitme __
4 || clicando em sim (Yes): -

ou clicar em N&o (No)

para cancelar

| Stop H Cancel

Ira ver os detalhes sobre os testes interrompidos/parados no menu Verificar
estado (Check Status); seccéo Testes desde o inicio (Tests Since Launch)

\

ﬂ GeneXpert® Dx System }!
User Data Management -

D Maintenance About

El

IS

Check Status

Create Test

= e ==

User <None>

IG) ;
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Stop Test View Result] Define Assays Define Graphs Maintenance
Mod : Tests Since Launch
Module Sample Remaining ampie mou
Narne Assay | D Progress | Status Test Time D | Name ‘ User | Result | Assay ‘ Status | o Date
A1 Available Fpert M 0B031.. |A1 Kristians MO RESULT Hpert MTB-RIF Ass... Stopped QK 06/0313 ..
AL Awailable
A3 Awailable
Ad Awailable

N
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Ver resultados

Clicar em Ver resultados

(View Results)

r
B GeneXpert® Dx System

» [= B [t

Create Test

Patient ID

User Data Management Reports Setup Maintenance View Results About ===

I
&‘

Check Status

Stop Test

Views

r351890559777R

Result View
Primary Curve

sample ID

eramso

Assay Xpert CT_NG

Assay Name Xpert CT_NG

User Detail User
o) ‘ /|
® i!ﬁ [
L = @
Define Assays

Maintenance

LU [CT NOT DETECTED
NOT DETECTED

Para visualizar um resultado
em particular, clicar em

Ver teste (View Test)

Module Name A4
Reagent Lot ID* 05814
Start Time 01/30/19 17:41:03
End Time 01/30/19 19:08:20
Status Done
User Detail User

49 © Cepheid

ccnanoes || Export || Report || upload Test

Version 3 For In Vitro Diagnostic Use Only.
TestType |Specimen |
Sample Type | Other el
Other Sample Type
Notes Views N Legond
Result View 400 Vi [/] €T1; Primary |4
Primary Curve (¥ | /] NG2; Primary
» 300 et [vi || NG4; Primary
2 / [vi|/| SAC; Primary
Upload Status NA 2 200 / V|| sPC; Primary
g
[~

IVD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.
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Ver resultados

Select Test A
Patient ID e g User Result Assay Status e S v
. H351890377714R HA245614 Al Detail User ERROR Xpert CDIFFICILE Done Error 04/16/19 15:56:42
D u pIO CI I q u e no teSte q u e H351875882682R | TT555698 B3 Basic User ERROR HIV-1 Quant IUO CE Aborted Error 03/16/19 14:57:38
q u er Ver H351890382682R TG478589 B2 Administration ... |HIV-1 NOT DET... HIV-1 Quant IUO CE Done OK 03/16/19 14:52:39
H351890345682R |CR538763 B4 ‘Administration ... MTB NOT DET... |Xpert MTB-RIF USIVD |Done OK 03/16/19 13:39:27
H39590382682R |[KW630987 B3 “Administration ... MRSA NEGATI... Xpert SANasal Compl...|\Done OK 03/16/19 13:38:00
H351873382682R (GH487365 A3 jAdministration ... MRSA NEGATI... Xpert SA Nasal Compl...|\Done OK 03/16/19 13:36:08
H351898782682R |SR543267 A2 I‘Administration ... MRSA POSITIV... Xpert SA Nasal Compl... |Done OK 03/16/19 13:34:19
H351890382682R |DU155637 B2 \Administration ... MRSA NEGATI... [Xpert SA Nasal Compl... [Done OK 03/16/19 13:32:37
H351890382682W RL986632 A4 Detail User MRSA POSITIV... Xpert SA Nasal Compl... |Done OK 03/16/19 17:33:44
H351877782682Y |GK563895 B1 Detail User ERROR Xpert MTB-RIF USIVD  |Aborted Error 03/16/19 17:32:28
| H3§6129382682R TF277659 B4 Detail User MTB NOT DET... Xpert M]'B-RIF USIVD |Done QK 03/16/19 17:31:20
H351855982682R |UJ690762 B3 Detail User FIlHETEROZY... XpertFll & FV Combo |Done OK 03/16/19 17:29:35
H351890596082R |UJ787933 A3 Detail User FIl NORMALFV... Xpert FIl & FV Combo  |Done OK 03/16/19 17:28:47
H351885382682R \HN237945 A2 Detail User FIl HOMOZYGO... Xpert Fll & FV Combo  |Done OK 03/16/19 17:27:55
H351890559682R |RL439664 B2 Detail User CT DETECTED... Xpert CT_NG Done OK 03/16/19 17:15.06
H351890386681R |FT343556 A2 Basic User HIV-1 DETECT... |HIV-1 Quant IUO CE Done OK 02/16/19 14:55:36
H351890386682R HG656788 A3 Basic User HIV-1 DETECT... [HIV-1 Quant IUO CE Done OK 01/30/19 14:56:30
H351827299378R |UH489831 C3 Administration ... NEGATIVE Xpert CDIFFICILE Done OK 01/30/19 17:05:51
|H351890559777R [TZ637890 Ad Detail User CT NOT DETE... Xpert CT_NG Done OK 01/30/19 17:41:03
M H0568890559682R HA233987 A3 Detail User CT DETECTED... Xpert CT_NG Done OK 01/30/19 17:39:54
1|H351890550098R |HA245654 A1l Detail User CT NOT DETE... Xpert CT_NG Done OK 01/30/19 17:38:57
ok | | cancel
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Ver resultados
Vista do utilizador Basico

B8 GeneXpert® Dx System

=[O e
- - < User Reports  Setup. About User Basic User
BB GeneXpert® Dx System [= B i o) T
User Data Management Reports Setup Maintenance View Results User Basic User Z ﬁ
g S {0} e ; . Stop Tes - 4 Define Assays [ra—
@ % @ hﬁ : -
)
op D . | Descripion Detail [ Time
EJ 1Operation terminated Error 2002: Could not find calibration information for reporter #2 03/09/19 09:57:34
Patient ID |H351890550098R
Sample ID |HA245654
Assay Xpert CT_NG Version 3
-
= B GeneXpert® Dx System = 5] el
User Reports Setup About User Basic User
Sam| pe | Other - N T F 1] D !
e | W B ) B M E
Other Sample Type | User Detail User L B | )
Notos e e oeck Status prton 4 Dolws hasors Maisigaanca
End Time 02/03/19 19:06:02 e
P 4 g giﬂsﬁ
Status Done Test Type | Specimen ¥
Upload Status NA Reagent LotID* 05814
For In Vitro Diagnostic Use Only. Expiration Date® 04/19/19
Cartridge SIN* 425669558
Error Status OK
S/W Version 6.1
Module Name At
Instrument SIN 702162
Module S/IN 629995
Export || Report || upload Test
| export || Report || uplosatest P 4
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Ver resultados

Vista de Detalhes dos Utilizadores e do Administrador

User <None>

Interpretacdo do resultado

End Time (08/05/20 23:30:02

Curvas de PCR em tempo real

User Data Reports Setup Maintenance View Results About
Informacéo F Te g A
acerca do R0
teste D Te Define A Define Grap
Patient 1D 3] [ TestResult | Analyte Result | Detail | MeltPeaks | Errors | History | Support |
Patient 1 ‘ Result View Assay Name Xpert MTB-RIF Ultra Version 4
Primary C
rimary tume LU B DETECTED MEDIUM:
sample ID | RIF Resistance NOT DETECTE
Sample 1 ‘
Assay Xpert MTB-RIF Ultra
Version 4 [For In Vitro Diagnastic Use Only.
Test Type | Specimen -
sampetype [oner_ ~) Area Visualizagfes
(Other Sample Type H
} (Views)
Notes 1 Views I
IResnItView : 600
Primary Curve
| -
12 4
Module Name B2 ] ;
Reagent LotID* 15015 <
StartTime (08/05/20 22:12:42 [ £
7]

52 © Cepheid

Legend

V. [/] SPC; Primary -
|/ 151081486110; Primary
¥l || rpoB1; Primary
¥l /| moB2; Primary
¥l | | rpoB3; Primary
vl /] rpoBd; Primary

Status Done
0
User <None> 10 20 30 40
Cycles
‘ Save Changes H Export H Report | View Test

IVD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.
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Ver resultados

Vista de utilizadores Detalhe e do Administrador (separadores)

s Dt Wgaraen g Seny Masiesarcs Voo asats_ioms ]

= | ftien o et ra oo st Hitew
rmarcane: e e ey pran cane == et an an o o &
| = e e
g & = E T = W P g 1 e 1w ™ s ] " |84
it s s e e e s o i " e
st s m s s e 0 o " wiss
oy s ™ vos ras ey ® En o pis w Pics
) s ar vt Pas o T ot ) £ u ves i s
e as = vos e om e = 5= = ries i Pz
= o i b “. v W e i
] oz 1 i i v i3 "
- . o ek o o o W " W
s o o o u- i) "
T et . o o " " I H
= - =] o o _
= anf . et ven - s =
e | - v e o 7 it
| st
2 v/ mapm tm € 7 wotz
Wcute a0 H ), Premary Wucus ame 0 H  _ ok
H i 7 et
[e——— H 1 et primary T i n
e H ST 32220 2 m|
M Time BEONE 302 i - End Tome 08050 33082 -
S Dose » — s Do = i
o < | = > = - [pr | ] = = T
o
E i) c 1 - =
SeveChages | Ewerl Report Woew Tast SoreClasges || ot || Mot emtest
o st g S Wt Ve it At v e ot Moo s S Wiy Voot s e
Farei) G eme L e Asse s | O |
r——— Pkt s [ Toe ]
v came ——
. ovsmetee [ e
=
[ gee hos -
o ¥ 7 5P Pramany £l fisat vam o) v 7 s 14
st —— -
o e it
ey £ & 7| e ey
[r—— e ey H o okt iy
4 [a— H
—— o P £ i mes—
s Ovie 2242 T 05242204 2
EndTine OME0213002 —— EiTn AV ZIN IR —
Satus. o g — Sians Dore — -
User <bne -] 10 n o U <boen - L " ] @
e
3 i B X il
SameCuapes. || Expom || Report e SmeChmpes  Emen  mupet aw Test
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Editar as informacoes do teste

Se necessario, pode editar as informacdes e as notas relacionadas com o teste depois deste estar concluido ou enquanto esté a
ser executado

'ﬂ GeneXpert® Dx System - » ‘ = |3
User DataManagement Reports Setup Maintenance View Results Abo User Detail User
N~ pa— S — ®
1 Todos os B,/i l["'!‘l l@ ‘ o M 5
Campos brancos C'Oile Test Cne;alus Smp{:sl Vle\;l F;e;ulls Define Assays Mdm:nance
desta seccao — I Ty e —
~ s . 351890559777R Result View Assay Name Xpert CT_NG Version 3

sdo editaveis [| Frmeneine | et [

sample ID NOT DETECTED|

7637890 ’

Assay Xpert CT_NG
Version 3

[For In Vitro Diagnostic Use Only.

Test Type | Specimen |
Sample Type | Other 4|
Other Sample Type
|| =
Notes Views Legend
Result View 400 [vi[/] C€T1; Primary ||
Primary Curve v [ /] NG2; Primary
» 300 gt [vi || NG4; Primary
: ) 'S (814 o
2 Depois de editar, et = o %
clicar em Guardar T
alteracdes (Save et S
Ch an g es) User Detail User —— — =
[ Export |[ Report || uploadTest | coiecicrannc [ ViewTest / )
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Editar as informacoes do teste

(1 sve ]

(® Save Test

3 Clicar em Sim (Yes) para

confirmar as alteragdes Save Tost and Save Axsay Ax How Asary
—— )=

., . - (R GeneXpert® Dx system ’ » » ESE5)
O historico da informacéo o T R T TS TRMGSaaiEs Ve o Ao sor ot veed
4 alterada é guardado no i h § \ £ v
separador Histérico : -
(H | StO ry) r351890559777:.mm l i E“;'"‘;V.'C:? 'i’rﬁwf ’WAS —- User Time
Ir Sample ID |
Assay Xpert CT_NG
Version 3
Test Type | Negative Control 1 |
sampleType [Oer  ~]
Other Sample Type
[ — It e —
Result View ] 1vi[/] €T1; Primary [«
Primary Curve [vi [/] NG2; Primary

Ivi || NG4; Primary
[vi| /| SAC; Primary
1vi || SPC; Primary

Upload Status NA
Module Name A4
Reagent LotID* 05814
Start Time 01/30/19 17:41:03
End Time 01/30/19 19:08:20
Status Done
User Detail User

[Somcampos | [ cswon | [_nport | [_owomtromt | [_sawerien

L
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Editar as informacoes do teste

Separador
Historico (History)
a mostrar a
alteracao

7

n GeneXpert® Dx System

it

» I:’@&

(User Data Management Reports Setup Maintenance View Results About

57 © Cepheid

S

User Detail Use!
o o ® " -
O @
| \ [©)
= i Define A
Patient ID It Views | TestResult | AnalyteResult | Detail | Errors | History | Support |
59777R || RasatView Field Name WAS IS User Time
Test Type | Specimen |Negative Control <None> 01/05/19 12:49:54
D
I'rzsysgo
Assay Xpert CT_NG
Version 3
TestType [Negatve Contol 1_~ |
Type | Other 4
Other Sample Type
|[=
Notes Views Legend
Result View 400 [vi[/] €T1; Primary ||
JPrInary Curve [V [/| NG2; Primary
@ 300 Y Vi || NG4; Primary
g / Vi || SAC; Primary
Upload Status NA g 200 // [vi || SPC; Primary
Module Name A4 5 /
Reagent LotID* 05814 “ 00 /
Start Time 04/30/19 17:41:03 Vi
End Time 04/30/19 19:08:20 0 e
10 20 30 40
Status Done Cycles
User Detail User m -

| expont || Repoi” Upload Test | [ setect Grapt
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Gerar um relatorio de resultados em PDF
Vista do utilizador Basico

7

User Basic User

.
BB GeneXpert® Ox Systemn

wmmmmu:m —
>y < e N

Stop Test View Results D ssays

1 Clicar em Ver resultados
(View Results) mee SN—
Patient ID H351890550008R

Sample ID HA245654
Assay Xper CT_NG Version 2
LT T NOT DETECTED &
NG DE 1} 13 =
Sample Type [ Other -
Other Sample Type | i User Detail User
Notes | Start Time 021020 17.38 57
End Time 02/03/20 19.06.02
Status Done

Clicar em Relatério
Upload Status NA
(Report) \ ForInViro Diagnoste Use Orly
N
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Gerar um relatorio de resultados em PDF
Vista do utilizador Basico

3 Selecionar um teste para ser visualizado 4 Selecionar Relatério (Report) para gerar o PDF

SH1 BHA F3 support Fv HOMOTYGD . Xperd FY Done OK 041319 141828 -
[eres 2Hg E sucport FIHOMOEYGO... Xpen il Dune oK 041318 147000
fives aHg 1 sugpor FIHOMOZYGO... Kperl Al Done oK QUTHTH 1407 T
o ] 3] suepar FILHOUOZYGO . Xpen Fl Dane oK 041310 140712
3 2H3 E? sugpart FILHOMOZYGO . Xpert Fl Dane oK 041G 141645
o2 2H E1 sucpart FIHOMOZYGO . Xpen Fil Dot o 041318 140625
fer1 @ o3 suppor FIHOMOZYGO_.. Kper A Done oK Q41318 140602 10~ 2.5N6
XT3 D2 nppan FINORUALFY _ XpenFll APV Comsa  Done oK DUI0 141535 i
o5 o suppart FINGRMALFY _ XperFil &FY Comba  Done aK DANHH 141508 1l Assay Xpest Fi & FV Combo Version !
X 4 sucpart FINORMALFY _Xped FIl AFY Comba  Done i 041390 140433 | Ruul;
[eseds o3 sugpan ERAGR NperFIl &FY Comba  complels  Eroe DA HTH 147410 | NORMAL
stz ez p— FINORLAL PV Mped FIl APV Camba  Done oK DAINTR 140048 !
leris 54 suppart FYNORMAL  Xper Fy Dane oK DUA314 140037 - a
G P suepart FVHCRMAL  ppenFv Dent o, DL 140913 | Sample Type | Oer I o]
(504 Pl suppar FYMORMAL  Xper Py Dong oK 0&1 318 140001 1 Other Sample Type ’ ] User Usar!
fera P2 p— FUNCAMAL  Mped PV Dane oK DL1NTR 140737 Notes Start Time 02/13/20 14 1525
S D4 suppart [P MICRAAL Kper Py Done (= D43 140715 | End Time 0211320 144515
o ) —— FYMCRMAL  HpertFV Dune oK D4H 310 14:06:47 ‘ Status Done
[eres 02 sucport FINORMAL  XpunFil Done oK 041318 140624 ‘ Fo In Vikro Diagnostic Use Only
et o suggat FINORMAL  Hped Pl Dane oK DU1H18 140558
bitad Me suppart FINORMAL  XpertFl Dane oK D430 140537 E
=L TNLY s WP TEFE Sk 1L s Fr A A A LAE S -
| |
oK Fancel 1} l Eaport w [ view Toat |

N\
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Como gerar um PDF

Vista dos utilizadores Detalhe e Administrador

Clicar em Ver resultado

.
n GeneXpert® Dx System

User  Data Ma

(View Result)

Clicar em Relatério
(Report)

Assay Mame Xpant CT_NG Veorsion 3

Mamteaance
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Prirmary Curve Test Resalt |~
- L Samgde 1D
frza3r290
Assay XpedCT_NG
Vecslos:3 . For In Vro Dxagnostic Use Onty
Test Type  Speomen v
Sample Type cmer -
Othot Sample Type
1
o Veews 2 __ Lagend
Notes s | &= 0 v /] CTY; Primary =
fPomary curve | ¥ L) NG2; Primary
‘ . 300 ¥ | NG Primacy
g ¥ /| SAC: Pramary
Upload Status  NA ‘ o 100 v SPC: Prmary
Module Name At §
S LotiD® 05813 \ = 100
Time 0173020 174103
013020 190820 ‘ B ¢ To P 0 20
Ktes Cyeles
User | ——— %) =
Export Upload Test View Test
L
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Como gerar um PDF

Vista dos utilizadores Detalhe e Administrador

3 Selecionar o resultado que quer visualizar em PDF

No canto superior esquerdo

. .,
,7M e | — da caixa de dialogo
[v] Detail
[¥] Melt Peaks
e B wmwl ]
[Z] Troubleshoot
[] Messages  Available | ~ Selected
| | comstory | (enaPt [E Analyte Name
[] Replaced Runs ‘ Ct
v Patient ID Mol User Result Assay status | STOT S | l:;:f;r:llﬂw o
[v] [2-56N6 2-5N6 D2 support FlIl NORMALFV ... Xpert Fll & FV Combo Done OK 04/13/19 14:15:35 | =] ‘ Analyte Result
[0 [2-5N5 [2-5N5 D1 support FIl NORMAL;FV ... XpertFll & F¥ Combo Done OK 04/13/19 14:15:06 \ [E Probe Check Result |
[ [2-5N4 2-5N4 C4 support FIl NORMALFV ... XpertFll & FV Combo Done OK 04/13/19 14:14:33
[J [2-5N3 [2-5N3 C3 Suppu‘ﬂ ERROR pert Fll & FV Combo Incomplete [Error 04/13/19 14:14:10 Target Deita Ct
[ [2-5N2 2-5N2 c2 'support FIl NORMAL;FV ... XpertFll & FV¥ Combo Done 0K 04/13/19 14:13:46 @ '
| [0 [5N6 5NE sS4 support FV NORMAL pert FV Done OK 04/13/19 14:09:37 |
| & Isns 5N5 P4 support FV NORMAL pert FV Done OK 04/13/19 14:09:13
I OO |sna 5N4 P3 support FV NORMAL pert FV Done 0K 04/13/19 14:08:01 | |
I O isn3 5N3 P2 support FV NORMAL pert FV Done OK 04/13/19 14:07:37 | ‘
i O 5N2 SN2 04 supboﬂ WNORMAL pert FV Done OK 04/13/19 14:07:15 . '
I [0 5N1 B5N1 93 ;upport FVNORMAL VpertFV Done OK 04/13/19 14:06:47 ’| ‘
[0 [2N6 2N6 02 support Fll NORMAL pert Fll Done OK 04/13/19 14:06:24
[ O fns 2N o1 support FIl NORMAL (pert Fil Done oK 04113119 14:05:58 \ [ oK ‘ I Cancel |
[0 N4 2N4 N4 support Fll NORMAL pert Fll Done OK 04/13/19 14:05:37
[0 N3 2N3 N3 suﬁpoﬂ Fll NORMAL pert Fll Done OK 04/13/19 14:05:12
[0 N2 2N2 N1 support FIl NORMAL pert Fll Done OK 04/13/119 14:04:47 =

7 ~
| Generate Report File s previewpDF _J| | Close

4 Clicar em Pré-visualizar PDF (Preview PDF) para visualizacdo imediata

N

Cepheid.

62 ©cCepheid |VD. Dispositivo médico para diagnéstico in vitro. Podera nédo estar disponivel em todos os paises.




Exemplo de um relatorio de teste

GeneXpert PC 20/08/18 07:00:34
Test Report

Patient ID

Sample ID 2D4E3DAEDAA481A0830D30140B

Test Type Specimen

Sample Type GeneXpert PC 02/14/20 09:01:20

Assay Information Test Report

Xpert MTB-RIF Ultra 2 In Vitro Diagnostic

User: Detail1
Test Result IMTB DETECTED L Status: Done Start Time: 02/13/20 14:15:35

RIF F e DETE Expiration Date™: 11/16/20 End Time: 02/13/20 14:45:15

S/W Version: 6.2 Instrument S/N: 801225

Analvte Result Cartridge S/N*: 116820808 Module S/N: 607389
EndPt Analyte Probe Reagent Lot ID*: 04701 Module Name: D2
sult Check Notes:
Result Error Status: OK
151081- 209 550 NA PASS Errors
156110 <None>
rpoB1 265 238 POS PASS
poB2 279 140 POS PASS
poB3 381 42 POS PASS
poB4 326 89 POS PASS
Tech. Initial/Date Supervisor Initial/Date
User <None> * indicates that a particular field is entered using a barcode scanner
Status. Done Start Time 13/11/17 11:37:37
Expiration Date* 18/03/18 End Time: 13/11/17 12:54:33
S/W Version 48 Instrument S/N 705498 For In Vitro Diagnostic Use Only.
Cartridge S/N* 411360303 Module S/N 625802
Reagent Lot ID* 20201 Module Name Al
Notes J3 TUBE 3 LCR
TAJIAA

Error Status OK
Errors
<None>

For In Vitro Diagnostic Use Only

N\

Cepheid.

63 ©Cepheid |VD. Dispositivo médico para diagnéstico in vitro. Podera nédo estar disponivel em todos os paises.




IVD. Dispositivo médico para diagndstico in vitro. Podera nao estar dispo " m todos os paises.

64 © Cepheid




Carregamento dos resultados do teste para o LIS

(n GeneXpert® Dx System g — L) ﬁj
User Data Managoment Reports Setwp Maintesance View Resalts  Aboet
; X gl & B B
: (X b \SJ ] < 3
Create Test Check Status Stop Test View Results Define Assays Mamtenance
| TostResult | AnaiyteResult | Detall | Errors | History | Support |
}I51880550T77R } Assay Mame Xped CT_NG Version 3
} Primary Curve FrnS— -~ e
Carregar resultados e
de teste para o LIS L |
Assay Xperd CT_NG
Version 3 [For In Vitro Dtagnostic Use Only
Test Type | Speomen -
Sample Type | Omec
Othor Sample Type
1 ||| ==
N Hotes Views - Legend
Result View I 400 v [/ CT1; Pramary |~
{Primary Curve | ¥ | NGZ; Primary
= 300 ¥ | NG&; Primary
s ¥ | £ SAC; Primary
£ 200 v.| | SPC;Primary
§
* 100
End Time 0173020 1808 4 0 = % s &
Status  Done Cyetes
User Ostall User \ Y 1
Export Ropott Upload Test View Test

\

L /
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Carregar resultados do teste para o LIS automaticamente

S— ~— — ——
B et conigureion, S N N S

=

‘General | Archive Seings | Foiders | ost Communicaton Seings |

[V] Enable Host Communication

- Host Setting

Clicar na caixa de
1 verificagdo Carregamento
de resultado automatico

(Automatic Result
Upload)

HostID |Lx

[Vl Automatic Result Upload

[C] Automatic Host Query After Sample ID Scan
[V Automatic Test Order Download

[Z] Use Instrument Specimen ID

[ use Cepheid Link {Only check if you have the Cepheid Link middleware solution for sample traceability)

- Communication Settings

Protocol ) HLT

) ASTM

Run HostAs () Server ) Client

Sorerpagmess ||
Port# |1234

Order/Result M t

| Delete Cancelled Orders |

| Expire Results |

| Reset Communication Buffer |

Host Test Code
Enable |

Assay

| Host Test Code

2 Clicar em OK

66 ©Cepheid |y, Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.

[ Xpert BCR-ABL Monitor IS Version 1
|v| Xpert CDIFFICILE Version 3
(=] Xpert CT_NG Version 3

Edit
Edit
Edit

R

Ll

N\
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Como gerar relatorios de amostras e pacientes em PDF

Relatorio de amostras

Clicar em Relatérios (Reports) -> Relatorio
de amostras (Specimen Report)

~* GeneXpert® Dx System

Control Trend Report
System Log
i

Assay Name xpert MTE-RIF Assay G4

Test Result | TB NOT DETECTED)

** Generate Report File El
Save In: |I‘_‘IRepor1 '| @@@@’E
Etemp

File Name:  [Specimen_Repart_2013.06.03_14.04.02.pef |

Files of Type: | GeneXpert®Report Files () M

Save

2 Preencher a ID da amostra (Sample ID)

E«-mhm ﬂ
- Al
ReportFle | | Prevewpr | | Close |
A

3

Pré-visualizar PDF (Preview
PDF) ir&a abrir o ficheiro PDF

3a

Gerar ficheiro de relatério (Generate
Report File) ira guardar o relatorio na
pasta GeneXpert -> Relatorio (Report)

68 © Cepheid |VD. Dispositivo médico para diagndstico in vitro. Podera ndo estar disponivel em todos os paises.
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Exemplo de relatério de amostras

GeneXpert PC 02/17/20 12:55:54

Specimen Report
Found Sample ID #2 = DU155637

-1 Test(s) Found -

Patient ID: H351890382682R
Sample ID: DU155637
Assay: Xpert SA Nasal Complete G3
Assay Version: 5
Test Result: MRSA NEGATIVE;
A POSITIVE
Start Time: 02/16/20 13:32:37
Test Type: Specimen
User: Administration User
Status: Done
Notes:
GeneXpert® Dx System Version 6.2 Page 10f 31

N
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Como gerar relatorios de amostras e pacientes em PDF

Relatério do paciente 2 || Preencher a ID do paciente (Patient ID)
1 Clicar em Relatérios (Reports) -> =E_=2m«w [N - =
Date Range

Relatério do paciente (Patient Report)

** GeneX pert® Dx System
User Data Management | Reports | Setup * Jiew Results About

System Log
Assay Statistics Report

+* Generate Report File X A 1
saveln: [JReport ~ | =] [e] =] [Be=
Citemn 3 Pré-visualizar PDF (Preview

PDF) ir&4 abrir o ficheiro PDF

3a

File Name:  [Specirmen_Report_2013.06.03_14.04.02.pef | . . , -
s e [comerpararasenrionton = Gerar ficheiro de relatério (Generate
ﬁ T Report File) ira guardar o relatorio na

— pasta GeneXpert -> Relatorio (Report)

//Cepheid,
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Exemplo de relatério de paciente

GeneXpert PC

02/09/20 12:51:40

Patient Report

Found Patient ID#2 = H112874895762R

- 2Test(s) Found -

Patient ID: H112874895762R
Sample 1D: SD142231

Assay: Xpert CDIFFICILE
Assay Version: 3

Test Result: INEGATIVE

Start Time: 02/09/20 12:38:42
Test Type: Specimen

User: Detail User
Status: Done

Notes:

Patient ID: H112874895762R
Sample ID: SD142231

Assay: Xpert BCR-ABL Monitor 1S
Assay Version: 1

Test Result: ERROR

Start Time: 02/09/20 12:41:13
Test Type: Specimen

User: Detail User
Status: Aborted

Notes:

GeneXpert® Dx System Version 6.2 Page 10f 23
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Como imprimir automaticamente um relatorio de teste

#" GeneXpert® Dx System
User Data Management Reporis | Setup | About

. User Administration
| 71

* Ligar e instalar a impressora

+ Esta configuracéo permite que o sistema imprima l_:’/'l e bliﬂ
automaticamente um relatério assim que o teste <4 L ISR @)
Create Test Clleclh'——m;st View Results

esteja concluido

3
Clicar em Configurag&o (Setup) e, em e | Mesar | SRS | prowess | sutus | finome || S |
seguida, em Configuragdo do sistema
(System Configuration)
Dete Forinat | MISDOYY -l
Tima format | 24 Hour (HHmmcss) -
¥ Use Pagent D
PagentiD 2
Patsnt Name
Patent Demographics
¥ Scan Pabent 1D Barcode
(¥ Sean Sampls 10 Glaccods
Selecionar a opc&o apropriada Imprimir Fhclpinmasns
relatério de teste no fim do teste (Print i
Test Report At End of Test) g oyl
sttt
Clicar em OK S /
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Diferenca entre arquivo e copia de seguranca

Software GeneXpert® Dx

- Ficheiros de registo
- Ficheiros de definicdo do ensaio
Resultados em bruto - Resultados . Emos

Arquivo Copia de seguranca

PC (*.nxx) PC (*.zip)

C:\GeneXpert\export C:\GeneXpert\Backup

CD/RW CD/RW

- Para ser fornecido a assisténcia técnica no caso de uma reclamacao - Para ser utilizado para restaurar dados no software GeneXpert® DX no
- S6 pode ser recuperado com o software GeneXpert DX caso de falha informéatica
- Fazer copia de seguranga de todos os dados todos os meses num CD
ou CD-RW
//Cephe/dy
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Como arquivar resultados

** GeneXnpawi

Jata Manageme

Clicar em Gestéo de
dados (Data Management)

Archive Test

2]

Module Name A1

Clicar em Arquivar teste
(Archive Test)

Patient ID

Sample ID

w

Reports Setup View Results About

Define Graphs

: [ Test Result |  Analyte Result | Detail [ Errors | History [ Support

Assay Name xpert MTB-RIF G2 Version 2

TB DETECTED MEDIUM;
Rif Resistance NOT DETECTED

Test Result

- Purge Selected Tests from List After Archiving (Recommended Monthly)

4

PateatiD Se—ie ol user Reses Assay Stams | | [ B | st e
Escolher os testes que [T nmressrezn sorezznr ——a DuUser  EROR - PowiOoRAGL kot B buwd e G010 1241
. . H112874895762R SD142201 Al Detadl User NEGATVE Xpent COIFFICILE Done oK 020919 1238 42
preC|Sam de ser arqu|vad 0OSsS OuU H351890382682T  HG656788 =) OetsiUser  HN-1DETECTE_ HIV-1CuasIUOCE  Ocne  OK 0308119 15.47.13
. nNegative conrol negavve control Ks Detall User HIV-1 NOT DET.. HIV-1 Quant IVO CE Dene OK 030819 154543

Sel ecionar tu d o} (Sel ect Al |) M351800386582R  FT43558 K2 DetadUser  Hiv-1 DETECTE _ HIV-1 Quant IVO CE Ocoe 0K ovoert 154227
H351800382682T  WGS55788 A2 ASministation  HIV-1DETECTE HIV-10usstiUOCE  Done 0K 020819 145716

H3S1800386682R FT343557 A3 ASMinis¥ation . HIV-1 DETECTE _ HIV-1 Quant IVO CE Done OK 030819 145527 |

HIS180037T7714R  HA245614 A1 Detadl User ERROR Xpert COFFICILE Done Ermor 092919 155642 |
[V M351800377714R  MA245621 A1 DetsiUser  NORESULT  Xpert CONFICLE Oone  LoadEror 0129019 15:56.42
. MIS18TSBB2682R  TT555658 83 Basic User ERROR HIV-1 Quant IVO CE Abonted Enoe 0V16/9 145738
Pode Optar por Purgar (Purge) itens H351800382662R |TG4T8589 82 AGminis¥aBon _ HEV-1 NOTDET HIV-10usnlUOCE  Deoe  1OK ov16ns 145239
H351890345682R CR538763 B4 ASMInis¥ation . MTB NOT DETE... Xpat MTB-RIF US VD Done oK 011619 13:3927
Se|eC|OnadOS apés arqu Ivar H39S00382682R  KW530087 8 ASminisiaton _ MRSA NEGATIV_ Xpert SA Nasal Complet_ Dooe oK 01/16/19 13:38:00
H3IS51873382682R  GH487365 A3 ASMINISE3NON . MRSA NEGATIV . Xpert SA Nasal Complet . Done OK 0V16/19 133508

H3I51898782682R SRS43267 A2 ASTHNSEANON . MIRSA POSITIVE _ Xpen SA Nasal Complet . Done OK 0WI6M19 133419 I3
Setect Deseloct Selact Desetect Select New
an An Highsghte Highigated Archive
Os testes purgados deixam de aparecer no "
software GX Dx | o | omen
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Como arquivar resultados

[=]

Na caixa de didlogo
seguinte clicar em
Prosseguir (Proceed)

Archive Test(s) rz|

12 test(s) selec hive.

Os ficheiros seréo
guardados na pasta

Exportar (Export)

Clicar em GUARDAR
(SAVE)

I Cancel
3

Save In: Ijexporl Vl @ @ @ E

D GeneXpert PC_2011.08.05_09.29.46.gxx
D GeneXpert PC_2011.08.05_10.42.28.0xx

Guardar os dados
arquivados num
dispositivo externo.

File Name: |senexpert PC_2011.08.06_11.22.40.0wf |

Clicar em OK

Files of Type: | GeneXpert® Archive Files {.gxx) e - |

Archive Test(s)

12 test(s) successfully archived.
Check details in C:\GeneXpert\iDatabase_log\Archive_log_2011.08.06_11.22.54.txt.
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Como recuperar resultados

Clicar em Gestéao
de dados (Data
Management) e clicar

em Recuperar teste
(Retrieve Test)

** GeneXperiw dx System

Dalallam!nem | Reports  Setup View Resuits About

Archive Test ' =
T~

‘—
Create Test Check Status

Stop Test View Results Define Assays Define Graphs

Module Name A1

Result View
Primary Curve

Patient ID Assay Name Xpert MTE-RIF G2

: { TestResult |  Analyte Result | Detail | Errors | History | Support |

Version 2

Test Result

TB DETECTED MEDIUM;
Rif Resistance NOT DETECTED!

2 Localizar e selecionar o
ficheiro de arquivo (.gxx/.nxx). Cl2011

X

Look In: | [ export

SEICIEL S

= D GeneXpert PC_2011.08.11_09.15.52.gxx

Clicar em Abrir (Open)

File Name: |

Files of Type: | GeneXpert® Archive Files (.gxx)
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Como recuperar resultados

Selecionar o teste a recuperar
(ou Selecionar tudo [Select All])

[=]

Clicar em OK

[c]

Clicar em Prosseguir

| paventio Roswt Rssay ES A !

H351890382682T HGE56788 K DM User VHF-'J DETECTED Hiv-1 Quant VO CE Done OK 021M8/19 154713 e

negative control y\ogm control K4 Dmol User HIV-1 NOT DETEC_HW-! Quant VO CE _Dom OK o2nene 154543 l
H351890385682R  FT343558 x Detai User HIV-1 DETECTED HIV-1 Quant IUO CE Done oK 021819 154227

H351890382682T HGHS6TSS 2 Aaministrason UHIV-1 DETECTED Hiv-1 Quant IUO CE Done oK 02r18/19 145718 }

H3I51890386682R  FT343557 A3 Administrason UgHIV-1 DETECTED HiV-1 Quant IUO CE Done OK o21ar19 145527 |

(51890377782R  TL332298 81 BasicUser  MTBNOTOETECTeAMTERFUSNVD  Dome  OK o2rsie 145850 |
H351875682682R  TT555698 B Basic User ERROR HIV-1 Quant IVO CE Adorted  Error 02116419 145728
H351890382662R  TG478569 B2 Iaministradon UsHIV-1 NOT DETECHIV-1 Guant IUO CE Done oK 0211619 145239

H351890345682R  CR538763 B Acministraton USMTE NOT DETECTXpert MTB-RIFUSIVD  Done oK 02116419 133927 |
HI9590382082R  KWE30987 83 Administration UsMRSA NEGATIVE £xpert SA Nasal Complete Done OK 02116/19 133800
HIS1BTIIB2082R  GH487385 A3 Administraton UMRSA NEGATIVE ©Xpert SA Nasal Complate Done oK 02116419 13.38.08
H3IS1B00782682R  SRE43267 A2 Aoministrasion USMRSA POSITIVE SXpan SA Nasal Complets @one oK 0211619 133419

¥ H351800382682R DU155637 B2 Administrason UsMRSA NEGATIVE (pert S4 Nasal Complete ©one 0K 0211619 133237 |
v _!435\8!)38268?:\‘ RLoess12 fand Detail User _I‘RSA POSITIVE. SXper SA Nasal Complete pcne oK L2neng 173344
Wl H3S1877782682Y GKS63895 B Detadl User ERROR Xpert MTB-RW¥F US VD Adorted  Emor 021619 17:3228
v HI55120382682R  (TF277652 Be Detad User NTB NOT DETECTXpan MTE-R¥ US VD Done oK 021619 173120
v _N35‘355932682R }.1)690762 jBS Detait User F HETEROZYGO':.'(DCH Fil & FV Combo Done OK 92”6'19 1722935
v H351800506082R  LJ787933 A3 Detall User Fll NORMALFV NCxpert Fil & FV Combdo Done 0K 0216019 17.28.47
¥l H3I5S1B85382682R HN237945 A2 Detall User VVII NOHOZVGOUS}AD!H Fil & FV Combo Done OK 021619 17.27.55

M’ MIA1S00S504200 RIAMGAL BRI Natalllese  CTORTECTEDAC(nad CT MG Done___ox _____fou&na 174504 12
s R A
Al L] Highlighted No Dupbcate
I

Retrieve Test(s)

A total of 1 test(s) have heen selected.
S & This will retrieve the selected test(s) into the main database.

Would you like to continue?
(proceea |

(Proceed)

Clicar em OK

=] [=]

Retrieve Test(s)

1 test(s) successfully retrieved.
Retrieval details are logged in C:\GeneXpert\Database_logRetrieve_log_2011.08.11_11.26.01.txt
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Tarefas de gestao de dados

User DataManagement Reports Setup About

Ao fechar o software GeneXpert, ird aparecer av'/i l@ Ej
a seguinte caixa de dialogo.

Create Test Check Status

Stop Test View Results Define Assays Define Graphs Maintenance
Modules ! Tests Since Launch
Module sample Remaining sample Mod Error | start
nodue Assay | & Progress | Status | Remaining o o User | Result Assay ‘Slalus oror || S
1 \ Database Management [

Do you want to perform Database Management tasks?

. , . ’n Database Management ! ﬁ
Clicar em Copia de

2 seguranca da base de
dados (Database Backup)

glan ick [Proceed] to continue.
i@ Database Backup
0 haca Do o

) Compact Database

3 Clicar em Prosseguir

I Sanant r Proceed
(Proceed) .
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Como criar uma copia de seguranca

Woweenae TONN " - &
Savejn: | (] Backup ~| @& o B8l

RestoreTemp ) 3.02_clean.zip
[ 2.1.20_cleanzip [ 3.03_cleanaip
) 21.20_pAzip ) 3.0.4_clean.zip
) 21.21_pPAazip ) 3.04_cleant.zp
[ 2.4.22_clean.zip [ 3.04_clean2.zip
) 3.0.0_clean.zip [} 3.04_PAip

O software vai criar um ficheiro zip com todos
os resultados

O ficheiro é guardado no ambiente de trabalho,
na pasta GeneXpert -> subpasta Copia de
seguranca (Backup) .

PC_2019.02.09_13.00.08_GX_3.0.42ip| |

Files of Type: | Database Backup Files (2ip) -

Database Backup

O ficheiro zip s6 pode ser restaurado através do/no software GX. Nao pode ser
descomprimido ou aberto no ambiente de trabalho do Windows das pastas.

4 Clicar em Guardar (Save)

5 Clicar em OK

N
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Como criar uma copia de seguranca

O ficheiro é guardado no ambiente de trabalho,
na pasta GeneXpert -> subpasta Copia de
seguranca (Backup)

& Backup

@Eack - \) Lﬁ psaarch u:‘ Folders | [T37]~

Address |5 C\GenexpertiBackup b ‘ @

El’ Generpert !H’ Genelpert
PC_2018.06.21_03.24.13_GX... PC_2018.07.05_01 43.41_G...
1 866 KB i 543 KB
El’ Generpert
PC_2018.08.07_10.21 53_GX...
i 7ISKE

File and Folder Tasks

F Make a new folder
&0 Publish this folder to the
Weh

|7 Share this folder

Other Places

=) Genexpert
My Documents
[ Shared Documents

i3 My Computer
& My Network Places

Details

B
File Edt Wiew Favortes Tools Help #

& GeneXpert

File Edit Wiew Favorites Tools Help

L@ p Search HE‘

o Back. -\-.)

Falders -

Address |5 CyGenekpert

File and Folder Tasks

9 Make a new folder

@ Publish this folder to the
Web

l? Share this Folder

Other Places

wge Local Disk ()
B My Diocurnents
I5) Shared Documents
9 My Computer

g [y Mebwork Places

Details

aubo_export

Database_log

log

Release Motes
Adobe Acrobat Document
133 KB

Backup

expork

Report

LIS
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Como restaurar dados

No caso de uma falha informatica, podera ter de restaurar os seus dados apoés a reinstalacéo de todo o sistema.

- (=13
Ni = P N @
M E o &
Ao fechar o software GeneXpert, ira aparecer R S ] el R A A AR
0 seguinte ecra.
- - Database Management &
1 Clicar em Sim (YeS) — B oyouwsntig tabase Management tasks?

FnﬂmbaseMaMgemem @‘
2 Clicar em Restaurar a base de setectiask elck [Procesdio continie.

dados (Database Restore) \ © Database Backup

3 Clicar em Prosseguir
(Proceed)

N\
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Como restaurar dados

Uma mensagem de atencao
informa-os de que a base de

Database Restore

dados atual ira ser perdida.

Clicar em Prosseguir (Proceed)
para continuar

Proceed

|

#* Select File To Restore The Database

(X]
Look In: |IjBackup v| @ @ @ ’E

[} 706456_LAB_CITY_COUNTRY_2013.08.21_10.55.14_GX_1.4.17.zip

File Name:  [706456_LAE_CITY_COUNTRY_2013 08.21_10.5514_G)X_1.4.17 zip

Selecionar a base de dados a restaurar
e clicar em Abrir (Open) para continuar

Files of Type: ‘ Database Backup Files (.zip)

——
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Como restaurar dados

Surge uma caixa de dialogo.

Clicar em Prosseguir (Proceed) para criar a cOpia de seguranca
Clicar em Cancelar (Cancel) para continuar com o restauro da copia de seguranca

Database Restore g e

Database Restore will OVERWRITE your current database with a backup database.
. Click [Proceed] to continue with database restore.

Database Restore

Please wait - Restore in process.

Database Restore &

Restore process completed.
Your GeneXpert is ready to restart.

N
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Importar o ficheiro de definicao do ensaio
(assay definition file, ADF)

* No caso de uma atualizacao do teste,
podera ser necessario atualizar o ADF.

- Antes de utilizar este lote, carregar 0 ADF. %

Introduzir o CD na unidade de CD do computador

Clicar em Importar (Import)

Clicar em Definir Ensaios (Define Assays)

2]

| Last Moditied Daete 020420 172140
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Importar o ficheiro de definicao do ensaio

(assay definition file, ADF)

Localizar o ficheiro no computador

#* Import Assay @

Look In: 7 export

-] [8)E E |

CimMy C
[E] 3%

= Loc
16
Ij

puter

loppy (A:)

I Disk (C:)

neXpert
port

£=3 DV/D Drive (D:)
| £=% C on PRADIASURI-840G
=% G on PRADIASURI-840G

4|

File Name: |

| Files of Type: | Assay Files (.gxa)

-

Import Cancel

92 ©cCepheid |VD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.

//Ce,oheid,




Importar o ficheiro de definicao do ensaio
(assay definition file, ADF)

5 Duplo clique na pasta Sistemas GeneXpert Escolher o ficheiro Xpert MTB-RIF.gxa/nxa
(GeneXpert Systems). A
5 ~* Import Assay El

#* Import Assay %] - e

Loor: | e / — | @ @ @ @’E Look In: |Ij GeneXpert-Infinity Sys‘lemsl/ | @ @ @ @’Q

3 CGXMTB_RIF-10 Package Inserts, a D Xpor! MTE-RIF RAesay 4.5 ,

1 CGXMTB:RIF-SIJ Package In{

= GeneXpert-Infinity Systems

File Name: |

| File Name: |

Files of Type: | Assay Files (.gxa)

- |

Files of Type: | Assay Files (.gxa)

Import | | Cancel | Cancel
Il ATENCAO!!! Clicar em Importar (Import)
O nome do ficheiro podera variar de versdo para versdao. Em

todos os casos, carregar o ficheiro com a extensao .gxa/nxa.
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Importar o ficheiro de definicao do ensaio

(assay definition file, ADF)

Os ficheiros de definicdo do ensaio aparecem.

IR GeneXpert® Dx System
User Data Management Reports Setup Maintenance Def.ie Assays About

Create Test Check Stais Stop Test View Results Define Assays Define Graphs Maintenance

Assay AssayName  Xpert MTB-RIF Ulra

Version 4
Name
Xpert MTB-RIF Ultra 4‘ Assay Type In Vitro Diagnostic

For In Vitro Diagnostic Use Only
Assay Disclaimer

Last Modified Date ~ 05/04/18 00:36:41

Cartridge Type Chambers
Name |
Reagent 1
Sample
Reagent 2

Delete Lot Import Refresh
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Nota! Depois de importar um ensaio
guantitativo, é possivel alterar as Unidades do

resultado quantitativo (Quantitative Result Unit)
(N&o aplicavel a todos os ensaios Xpert)
Womoe e =

||||||| View Rosatts Datine Assays Detwn Graphs teaance

Assay Mame  Xpert HIVLT Virwd

hi Mame e | e '
" n.mwv Virat Load U Assay Type by Viro Disgresas

Assay Dinclames

Cuasteative Mesull Ust  Copresnl.  ~
E-wn-l

Last Modied Date 020050 17 27:40

Cartrdge Type S =
N beame
h
i

o [T

N\
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Eliminar o ficheiro de definicao do ensaio (ADF)

 Eliminar ficheiros de definicao Clicar em Definir Ensaios (Define Assays)
do ensaio do sistema é uma , _

operacao permanente. o et 2o o _ : —— i
. pn . . I ” . - Y\é !
 Certifique-se de que os ficheiros 8’] @ E
de definicdo do ensaio que vai
eliminar ja n&o séo necessarios.

Stop Test

Cusrtfatie Mesut Ut cogeesamil ot |

i, T -

Caniage Type Chamters
taame

Clicar em Eliminar (Delete)

95 ©Cepheid |VD. Dispositivo médico para diagndstico in vitro. Podera nao estar disponivel em todos os paises.

N

Cepheid.




IVD. Dispositivo médico para diagnostico in vitro. Podera

96 © Cepheid




Importar manualmente parametros especificos do lote

Clicar para definir ensaios
B GeneXpert® Dx System /’; =} \

User DataManagement Reports Setup Maintenance Define Assays About User

User]

i

i 7 B o T
-8 o @ L | o
Selecionar 0 nome do "./ et > QL el S
Create Test Check Status Stop Test View Results Define Assays Maintenance
2 ensaio na lista Ensaio Assay AssayName  Xpert MRSA_SA Nasal
(Assay) Name % Version 1
HIV-1 Quant IUO CE 1 SN ;
Xpert GBS 3 AssayType  In Vitro Diagnostic
Xpert Flu A Panel 3
Xpert EV Assay 3 IFor In Vitro Diagnostics Use Only
Xpert MRSA_SANasai | 1 Assay Disclaimer
Untitled Assay
Xpert CDIFFICILE 3 ‘
DEMO_MELT1_1 |

Last Modified Date ~ 03/04/09 17:21:40

Cartridge Type Chambers
Name

2-Reagent 2
S-Sample
1-Reagent 1

(
3 Clicar para importar parametros especificos do lote

N\
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Importar manualmente parametros especificos do lote

n Reagent Lot Specific Parameters u Ji import Reagent Lot Specific Pa \
LookIn: | (] export I
Select Reagent Lot Number
mon
L
|
L L Filo Hame: _
\ | Files of Type: | Reagent Lot Files (.gxr) -
I View l I Delete ’ Import Scan Close
p.A
£

Z

Clicar em Importar (Import). Surge a

caixa de dialogo (Importar parametros

especificos do lote de reagente (Import
Reagent Lot Specific Parameters).
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| wl_Oven || cancel |
——_— = |

Procurar em (Look In): area de visualizacéo de ficheiros, localizar
e selecionar o ficheiro .gxr/.nxr obtido anteriormente junto da
assisténcia técnica e, em seguida, clicar em Abrir (Open)
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Como copiar/colar dados para o OpenOffice Calc

2|
3|
4]

w
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Clicar em Gestao de
dados (Data Management)

Clicar em Arquivar teste
(Archive Test)

Create Test

Module Name Al
Patient ID

Sample ID

Clicar/realcar o primeiro resultado que
selecionar, premir e manter premida a

SHIFT do teclado. Clicar/realcar a Ultima
linha que quer selecionar. Também pode
selecionar apenas algumas linhas utilizando
a tecla CTRL+Clique em vez de SHIFT.

2l

Stop Test

View Results

Define Assays

Define Graphs

Assay Name Xpert MTB-RIF G2

TB DETECTED MEDIUM;
Rif Resistance NOT DETECTED|

Test Result

(Test Result r Analyte Result r[letuil rErrors rHistory r Support

Version 2

#* Select Test(s) To Be Archived

Com as linhas marcadas, premir
Crtl + C em simultaneo no teclado

quer e e e g e e
tecla : ews =
| S”:'I;""" ‘ """;‘::L’ ‘ User ‘ Result | Assay ‘ Status ‘ ;:I:; ‘ 3‘;‘: |
(] 13-3773 A2 <N MTE DETECTED Hpert MTE-RIF Assay G4 Done oK 037251 3 02:38:27 |
(] 13-3774 A1 =Mone! MTE DETECTED Hpert MTB-RIF Assay G4 Done 0K 03/26/13 02:37:50
(] 13-3830 A4 <Mones MTE DETECTED ... xpert MTE-RIF Assay G4 Done 0K 0372513 02:37:23
L1 4 » =Mone ITE DETECTED Hpert MTE-RIF Assay G4 Done oK 037251 3 00:51:33
(] 13-3778 ~2 =Mone| MTE DETECTED Hpert MTB-RIF Assay G4 Done 0K 03/26/13 00:51:08
(] 13-3810 Al <More MTE DETECTED ... xpert MTE-RIF Assay G4 Done 0K 03725013 00:50:47
(] 13-3792 A4 =More MTE DETECTED Hpert MTE-RIF Assay G4 Done oK 037251 3 0050015
(] 13-3748 A3 =Mor MTE DETECTED L... Xpert MTB-RIF Assay G4 Done 0K 03/24/13 23:01:36
(] 13-3769 A2 =<Mof MTE MOT DETECT... Xpert MTE-RIF Assay G4 Done 0K 0372413 23:01:00
(] 13-3763 Al =Mone: MTE NOT DETECT... Xpert MTE-RIF Assay G4 Done oK 03724413 23:00:38
(] 13-3764 ~4 <ND{|R> MTE NOT DETECT... Xpert MTB-RIF Assay G4 Done 0K 03724113 23:00:11
(] 13-3761 A3 <N MTE MOT DETECT... Xpert MTE-RIF Assay G4 Done 0K 03724013 21:06:57
(] 13-3760 A2 =Mone=’ [TE NOT DETECT... Xpert MTE-RIF Assay G4 Done oK 0372413 21:08:33
(] 13-3759 A1 =Mone>= ITB NOT DETECT... Xpert MTB-RIF Assay G4 Done 0K 03/24/13 21:06:09
[} 13-3798 A4 <Mones B MOT DETECT...[<pert MTE-RIF Assay G4 Done 0K 03/24/13 21:05:44
[m] 13-371 A3 =Mone= MTE DETECTED ... xpert MTB-RIF Assay G4 Done oK 03723113 01:51:58
[} 13-3726 eV =Mone= MTE DETECTED Hpert MTB-RIF Assay G4 Done 0K 03/23/1301:51:32
[} 13-3732 Al <Mones MTE DETECTED ... xpert MTE-RIF Assay G4 Done 0K 03723113 01:51:07
[m] 13-3734 A4 =Mone= MTE DETECTED Hpert MTE-RIF Assay G4 Done oK 0372313 01:50:44
] 13-3733 ~3 =Mone= MTE DETECTED Hpert MTB-RIF Assay G4 Done 0K 03/23/13 00:08:23
[1 13-3699 <[ones MTE DETECTED L. Xpert MTE-RIF 3 G4 Dione 0K 0372313 00:08:91 =l
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Como copiar/colar dados para o OpenOffice Calc

OpenOffice Calc clicando
em Iniciar (Start) -> Todos
os programas (All Programs)
-> OpenOffice Calc

Clicar com o botéao direito

do rato no menu e escolher
“Corresponder a formatagcao
de destino (Match destination
Formatting)” - clicar ai —
ver abaixo

Flam—= L T

Page Layout Formulas

Os resultados escolhidos
serao colados na folha Excel

- XPS Viewer & Cut
& Accessories e Sa Copy T [FaN™ I 2 1= Bookl - Micre
. i . - . Mome | Insert  Pagelsyout  Formulas  Data  Review  Wiew

J Cepheid Cepheid-Admin o - JF-:nmat Fainter “

1 - . - o EE f ] o (S Wrap Tex "

4 EPSON | _ Clipbp===t catiort oo AN = = Viap Text General

Calibri 111 B I U~ - S A FEES Merge & Center | %« %

J. EPSON Software Documents V. _— —

& Games - S| FaLsE

Intel Pictures ] € [ o | e | F 5 ] ]

& Inte 1 G-P-242  13-3773 A2 MTE DETE Xpert MTE Done oK wannnnnr]
| Maintenance s 2 T I
. McAfes 3 G-P-239  13-3775 A3 MTB DETE Xpert MTE Done =13 ]

G-P-238  13-3778 A2 MTB DETE Xpert MTEDone  OK |
. Microsoft Silverlight 4 G-P-237 13-3810 Al MTB DETE Xpert MTE Done oK s |
% c
omputer G-P-236  13-3792 A4 MTB DETE Xpart MTE Done oK nunnmmny|
i Microsoft SQL Server 2008 S5 G-P-235 13-3748 A3 MTB DETE Xpart MTE Done  OK rn—
A = o e [ G-EP-266 13-3765 A2 MTB NOT Xpert MTE Done oK MR
Control Panel G-EP-265 13-3763 Al MTB NOT Xpert MTEDone  OK snnnnns
OpenOffice411 7 G-EP-263 133768 A4 MTB NOT Xpert MTEDona  OK Juase—
- 2 G-EP-263 13-3761 A3 MTB NOT Xpert MTE Done oK |
: S G-EP-262 13-3760 A2 MTB NOT XpertMTEDone  OK |
Devices and Printers g Delete... G-EP-261_13-3759 Al MTB NOT Xpert MTE Done OK sernsir]
Clear Contents = [i-X
10 - 16
Default Programs . 17
11 Filter (3
= 18
12 Sort > B
Help and Support = 20
13 d Insert Comment 2
11
o= &R Format Cells...
16 Pick From Drop-down List...
17 Define Mame...
18 &, Hyperlink...
19
20
21
22

N\
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Relatorio de tendéncias de controlo

~* GeneXpert® Dx System
User Data Management | Reports ‘ Setup View Results About

Clicar em Relatérios (Reports) - ™ e | @ =
AL _Cnmrul Trend Report o ‘_' d Ig

> Relatério de tendéncias de
controlo (Control Trend Report)

Assa a Report

Assay Name Xpert MTE-RIF Assay G4 Vi

Test Result | (110 RS ===

Patient : ‘JPrimary Curve

Para poder usar o relatério de tendéncias

X

de controlo, precisa de definir estas amostras o
especificas como controlo negativo ou controlo om
g ~ . » O Select
positivo no ecra “Criar teste (Create Test)”. r—
Select | ASSE | “ersion
Y A . -, A [v] Xpert MTE-RIF Assay G4 5
O relatorio de tendéncias de controlo ira ser utilizado L :
para monitorizar o desempenho dos controlos internos.
Test Type(s)
[¥] Negative Control 1 [~ Negative Control 2 [¥] Negative Control 3
[ Positive Control 1 [v] Positive Control 2 [v] Positive Control 3
M D;a(::n:: Threshold [+l EndPt

| Generate Report File H Preview PDF H Close
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Para obter informacéo sobre o software GeneXpert® DX

Manual do utilizador do GeneXpert, Versao 6.2 do software

Sistema GeneXpert® Dx

\
Aceder ao manual do utilizador: |
* O manual do utilizador esta localizado num CD que é enviado com o sistema. !] lI . ‘

* Registe o seu pedido online através da hiperligacédo seguinte: S
https://www.cepheid.com/support

Manual do utilizador

Versé&o 6.2 do software

c E 302-0670, Rev. D abril de 2020

éc(e,oheid,
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https://www.cepheid.com/support

Assisténcia técnica

» Antes de contactar a Assisténcia Técnica da Cepheid, relina as seguintes informacoes:

Nome do produto

Numero de lote

Numero de série do sistema

Mensagens de erro (se houver alguma)

Versao do software e, caso se aplique, numero da etiqueta de servico (Service Tag) do computador

* Registe o0 seu pedido online através da hiperligacédo seguinte: https://www.cepheid.com/support

N
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https://www.cepheid.com/support
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