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6-uBeTHble U 10-UuBETHLIE MOAYNN

6-uBeTHbIN MOAYNb 10-uBeTHbLIN MOAY b
®

MO GeneXpert® Dx Software 6.2 npurogHo HeT i

ans paboTbl Ha NpMbopax C 6-LUBETHLIMU  uaeHTUdMUMPYtowen naeHTMdMUMPpYIoWwast
il 1 O'LlBGTHb'MV' MOLI,yJ'IFlMI/I nonochbl Ha ABepLue ronoca Ha aosepue

10-uBETHbIN MOAYSb MapKNpOBaH
CWUHEeN Nosiocon Ha BepxXHeEU Kpomke
aBepLubl Moayns.

[MporpammHoe obecneyeHune
GeneXpert Dx Bepcun 6.2 coBMeCTMmMo
C onepaumoHHbIMK CUCTEMaMM " 5
Microsoft Windows 7 n Windows 10.

IVD. MeauuyHCKOe n3aenve Ans AMarHoCTVKM in vitro. MoXeT He MOCTaBAATLCA B HEKOTOPbIE CTPaHbl.
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[locnenoBaTenbHOCTL onepaunn YCTaHOBKM U HACTPOUKU

YctaHoBuTe cuctemy GeneXpert® Dx.

Bkntoynte KOMNbIOTEP CUCTEMBI.

3anyck nporpamMmmHoro obecneyeHus.

[Mpuceonte npmubopy dykBeHHOe 0603HaveHne. (He obsa3aTensHO)
OnpepgernexHne nonb3oBaTesien 1 npas.

YcTaHoBKa KOHUrypaumm cUcTemMsl.

YnpasneHune gannamm c onmcaHMemM TecTa

O B R T O

KoHTponb npaBuiibHOCTU YCTAHOBKU U HACTPOUKN.

N
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3anyck onepaunoHHon cnctembl Windows (windows7/Windows 10)

1 Bkntounte cuctemy GeneXpert® Dx; Ha ee nepeaHel naHenn 3aropuTcs ManeHbKuin
=== CUHUN UHONKaTOP

Bknounte koMmnbtoTep
HauHuTe ceccuio; ’ =%

Nmsa nonb3oBatena:  Cepheid-Admin Maponb:  cphd

Cepheid-Admin

B cucmeme Windows 7 o B cucmeme Windows 10 //
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[purotoBbTE CUCTEMY K OOLIYHHOMY NCMOMNb30BaHUIO

LLenkHute HET (NO),
€Cnu1 B 3TO Bpems He
TpebyeTcs BbINONHEHWE
apX1BMPOBaHUS
CUCTEMOW yrpaBneHusi
6a3oi faHHbIX (Database

S

Test Archive Reminder

?‘ Archive is overdue. Do you want to archive now?

Yes No

Mopooxante napy MuHYT — MO GeneXpert® Dx 3anycTutcst aBToMaTuyecku
3Hauvok GeneXpert Dx Ha paboyem cTone

Windows nossonsieT yctaHaBnnBaThb
nporpaMmHoe obecneyeHne Bpy4HyHo.

EX2)

?ﬁ Do you want to perform Database Management tasks?

Database Management

[es || o |

—

Management).
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LWenkHute HET (NO),
€CInn B 3TO BpPeEMS He
TpebyeTcs ynpasneHune
6a3on gaHHbIX (Database
Management).

Ha akpaHe lNpoBepuTtb ctatyc (Check Status) nposBepbTe 4OCTYNHOCTL BCeX Moaynen

B GeneXpert® Dx System
User Data Management Repor! ~": o0 About

Create Test Check Status
Module |

“_Mogsés
| Sample
Goie | nssey | SO /orogeess |Npos

el

Stop Test

<

>
Remaining
Test Time

View Results

Sample
1D

felle =

User <None>

Define Assays Define Graphs Maintenance

Tests Since Launch

Mod

Error
Nama Assay ‘

Start
Status

] User | Result ] ‘Slntus

Al Available
A2 5 | Available
A3 Available
A4 Available|

Date

Ecnu Hem docmynHbix Modynel, obpamumecs K pa3desy «[louck u ycmpaHeHuUe Hernonadok» 8 pykosoocmee
ornepamopa U cesXkumech co c1yx6ol mexHudeckol noddepxku komnaHuu Cepheid
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[TpurotoBbTE CUCTEMY K OOBLIMHOMY MCMOSIb30BAHMUIO

[1ns1 TOBTOPHOro OTKPbLITUSA NPOrpamMmMHOro "\
obecneyeHnst Bpy4HYHO ABaxabl LWENKHUTE r |
MbILWbIO Ha 3Ha4yke GeneXpert Dx Ha paboyem cTone Fd

GeneXpert Dx

[MporpammHoe obecneveHne GeneXpert® Gx Dx

[IOCTYMHO Ha CrieayloLmxX A3blkax:

Espaifiol Pycckuin Italiano

. . Deutch

Francais

3a dononHumersnbHol uHpopmayuel obpawalimecs no adpecy training@cepheid.com.
UemouHuk: http://www.free-country-flags.com/index.php /
(Z Cepheid.
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HacTtpouka a3sbika B cuctemax Windows 7 n Windows 10

4 v Coml Panel » e |

Adjust your computer's settings by Catogony

? Systern and Secur

Appearance and Personalization

Network and Internet h ittt
t. et 6 the biiarmet \v‘.-‘-un-z:.”r.x
Q C

- 2000 LANQURQE. A0G HOgIor

Wity o eVier gt metheds

Ease of Access

o Wondeen

e riast Bagrlrg

7

Contui Paned Home

Grstem and Secrty

D T i
Hordwee and Sound " B caiminiors ina i PPN
Bregram o i
User Accounts

Appamance and
Fenonaicetcn

Chock Laaguage, and Reghon

Tave of Accem

B cucmeme Windows 7

g
1 Sytem
= Aon

O Comara

EE Devces

0 Acounts
'a

& Frvecy

Windows Settings

EJ frone @ Network & intemet
‘I\, h?vlhv‘qunp ‘8 Gamang

"j Update & Securty

U Lae of Accem
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YcTtaHoBKa MeCTHOW AaTbl U BPEMEHMU

Time zone -

Daylight Saving Time ends on S|l Date
AM. The dock is st 10 GO back

V! Notify me when the clock chy

GeLmore Lme 20

HowdoLsets

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

neinformatioll | 3 4 S 6 7. 8 9

Date:

Thursday, Apeid 14, 2019

Set the date and time:

¢ April, 2019 »
Su Mo Tu We Th #r Sa
27 28 29 30 31 1 2

10 11 12 13[34]15 16
1718192021 22
24252 21282 %0

4 5 6

8
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Lhange caleoktac se1tings

B cucmeme Windows 7

Date and Time  Addtionsl Clodks  Internet Time

Date
Thursday, Apnl 14, 2019

Time
F4AS5 PM
smdltl-\dhm' =
Time zone
(UTC-08:00) Pacific Time (US & C
Set the date and time:
Daylight Saving Time ends on S
The dlock is set to go badk 1 hot  D2te:
‘ April 2019 »
7] Notify me when the dock tht | 5, Mo Tu We Th Fr Sa
27 28 2930 31 1 2
3.4 &5 & T 89
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 5 6 7
[ 31446pm) 2
Set the time zone:
Time 200& Change calendar settings
|{UTC-08:00) Pacific Time (US & Canada)

) Austomatically adjust clock for Daylight Saving Time

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

o [ come

oK Can

B cucmeme Windows 10

IVD. MeanLmHCcKoe usgenve Ans ANarHoCTUKM in vitro. MoseT He NoCTaBAsATbCA B HEKOTOPbIE CTPaHbI.

# 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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[TpncBoeHne byKBEHHbIX 0O03Ha4YeHU Npubopam

#* GeneXpert® Dx System

User Data Management Reports a User Inge Bolita Pradiasuri

LLlenkHuTe

ez User Administration [ .
1| [Hacrpoina | [Pr] R Ve . i

(Set u p) Create Toct 4 Assign Instrument Letter pst \iew Results Define Assays Define Graphs Maintenance

A N Im El e
2 p

Check Status Stop Test View Results Define Assays Define Graphs
OykBy = F—
Assay | J ER Assign Instrument Letter e TR | T TR — -~ o fatus| oo
aHanu3saTopy e — ;

Click [Close] to exit the screen after all instruments are assigned.

A2 | . 3 Z
H A3 | Instrument Instrument SIN | MAC Address
ASslgn Ad A 707822 0.21.38.0.10.26
(] 707823 0.21.38.0.10.27

Instrument e
Letter)

3 LLlenkHuTe 4 G-

Change Letter | Close
CMeHunTb OyKBY \U

(Change Letter) | |- 1

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 A4: Performing Self-Test at 06/13/16 12:04:06
Host is disconnected at 06/13/16 12:07:32.
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[TpucBoeHne OYKBEHHbIX - N

oleleLERILIIOICe IV N W Bl B B [ M

Create Test Check Status Stop Test

Tests Since Launch

- - 2 ‘mm‘ Error

. -— - — — Status

Modules

start ‘

Assay JJ n Assign Instrument Letter Date

Click [Close] to exit the screen after all instruments are assigned.

[ SN ] MAC Address
|A 707822 0.21.38.0.10.26
Cc 70722 0.21.38.0.10.27
Change Letter g

BoE

= \

KBagpah®
el

-~ 4 N

Messages:

MOGUIE AZ: FEMOrmIng Sef-1estat Ub/1//1b 120405
Module A3: Performing Self-Test at 06/17/16 12:04:0§
Module C3: Performing Self-Test at 06/17/16 12:04,
Module C4: Performing Self-Test at 06/17/16 12:04.06
Module A4: Performing Self-Test at 06/17/16 12/04.06
Hostis disconnected at 06/17/16 12:07:32

>

=

KBanbg

N3meHnTb BykBy LLenkHnTe OK
(A,B,CurmDwnr.4.)
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[TpncBoeHme BykBeHHbIX 0603Ha4YeHUin npubopam

T e .
Ha aucnnewn 6yget BglseneHo OKHO Ni Il @B
C I/I CTe M bl G e n eXp e rt DX C H O B bl M I/I Create Test Check Status Stop Test View Results Define Assays Define Graphs ol

Modules H Tests Since Launch

B6ykBEHHbIMWN 0603Ha4YEHUAMU | v | g | | s [ St | 50 [ v | e | e o] ] 30

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
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[IpoBepka NpaBUNBLHOCTU
YCTaHOBKU N HACTPOWKMU

b

-4

IVD. MeavumHcKoe n3aenvie Ans AUarHoCTvKM in vitro. MoXeT He MoCTaBAsATLC '_;HGK&Op%fC‘T?aHbI.
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GeneXpert PC 02/12/20 14:33:50

GeneXpert® Dx System
Installation Qualification Report

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

TYHET O KayecCTBe YCTaHOBKH

stem Information

e Versi Stat

GeneXpert® Dx System 62 Pass

]_ B packpbiBatoemcs MeHto wenkHute OTyeTbl (Reports) Jov R Envormen 15,0151 peee
SG[ 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

Instrument Information

Specimen Report vﬂ — 0
o 12 |

Instrument A
System Log Stop Test View Results Define Assays fine G Maintenance Instrument S/N Gateway Firmware
fom i g Tests Since Launch Bu348a 20.18
i Instal o ==
Module TSanpe T Rer Sampie Mod ‘ Error Start
Assay Progress Status User Result Assay Status
. _ e Ll e e S bt Module Name Module S/N Module Firmwarelnternal Temp Status
Al Available 7
[ Available
=) 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
Module Ad: Performing Seif-Test a101/02/19 11:13:14 Verified by Date 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 Bbibepute OueHka ycTaHOBKM Peramedty T o
(Installation Qualification)

Reviewed and approved by Date

N

Cepheid.
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KoHdurypmuposaHue
CUCTEMBI

b

. v‘}w:, ! Vi
IVD. MeaMLMHCKOE 13aenune Ans AMarHOCTKM in vitro. MoxeT He NofTaBAAaTLES B HEKOTOPbIE CTPaHbI. \
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KoHurypupoBaHme CUCTEMbI

=
B naHenu meHio LenkHmTe [ General | Archive Settings | Folders | Host Communication Settings |
HacTpowuka (Setup), a 3atem systembame Genesoe )
MM/DDIYY - |

wenkHuTe KoHdurypauumsa
cuctembl (System
Configuration)

LLlenkHuTe BKNaaky
O6wme (General)

7

Patient Name

[C] patient Demographics

[¥] Scan Patient ID Barcode
[Vl Scan Sample ID Barcode
[¥] Scan Cartridge Barcode
Require Start Test Login
@) Never
) Always

BeeauTe HaMMeHoBaHWe O Start Test Login Timeout (inMinutes) [1

BOMbHULbI UMW YYPEXaEHMS, N
KOH(*)Vlryan,Vll'O CNCTEMDbI U 7] Print Test Report At End of Test

CepMMH bl |7| HOMep [_] Assay Statistics Deletion Reminder

[v] Database Management Reminders

‘R\_.

Cepheid.
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KoHurypupoBaHme CUCTEMbI

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

* [locne aToro Ha gucnneun

BbIBOAUTCSH HANOMUHAHUE: e

— 3anyck npunoxeHnust GeneXpert® Dx

— HopmanbHoe 3aBeplueHne paboTbl
npunoxeHnsa GeneXpert® Dx

— Bxoa nonb3oBartens B cuctemy
(Kpome Bxoa npu 3anycke TecTa)

| ok || cancel

N

Cepheid.
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KoHurypupoBaHme CUCTEMbI

- 34ecb yKkasaHbl MPUHATLIE e e s roor» | e Eomcaion s
0 yMOMUaHuio MecTa e e
pPa3MeLLEHNA KaXKa0u Backup Folde
narnky Ha XXeCTKOM OUCKe oeresrater

KOoMMNbloTEPA.

C\GeneXpertiBackupt

CiGeneXpetiDatabase_logl

| ok || cance

\

18 ©Cepheid |VD. MeguuMHCKOE U3geane aas AnMarHoCTVKY in vitro. MOXeT He MOCTaBAATLCA B HEKOTOPbIE CTPaHbI. /Cephe/d,




HacTtpouka KoHdurypauum

paboyeli obriacmu Hacmpoek €853U C a/1aBHbIM KOMIIbOMepoM

(Host Communication Settings Workspace) cucmemsbi

e S—
B oyeem Corteics

et

"General | Avchive Sefings | Folders | ot Communication Sefings

/|
‘! " 1 [v] Enable Host Communication

b [ rHomSetIing

id

lution for sample traceability)

D use Cepheid Link {Only check if you have the Cepheid Link

Hostin [x |
)
[_] 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 () ASTM | Delete Cancelled Orders |
Run Host As 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 Edit ||~
[ Xpert CDIFFICILE Version 3 Edit I ’%
] Xpert CT_NG Version 3 Edit 7

L]

| OK || Canoel|
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PyHKUMM nporpammHoro obecneveHna GeneXpert Dx

Tect AamMuHucTpupoBaHue TexHuuyeckoe

3 obcnyxuBaHue

’ R Ry e o D ) o I

3 '

I i ] l I
| » - — ]
BB GeneXpde® :!- e 1 | = [ L55) .
Vaar t 1 Manlenarce .M ' Usor [etad Usee

E i

&

Chack Status Stop Tent Vierw Resuis
Modaos N Tosts Soce Lnch
Sy Krmanig Sedgiv W Enor Siat
Assyy R Progieas JEITVIN Tost Tene ! 0 ' Lol R swt Assay | States P ~ Dats
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//C‘epheid,

A better way.

YnpaBneHue
nonb3oBaTeENAMHU

i -— +
IVD. MeavnumHckoe nsgenvie Ana AMarHOCTUKK in vitro. MoxeT He MOCTaBAATLCSA B HEKOTOPbIE CTpf;HbI. *
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[1lobaBrneHne HoBbIX
NnoJSib30oBaTerneu:

IVD. MeanunHckoe v3genve aaa AMarHocTuku in vitro. I\AQ)KeT "’ifgCTaBnﬂTbcs
B HEKOTOpbIe CTPaHbI. s S0

\\\

Cepheid.
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Co3sganTe yy4eTHyo 3anmcb agMmnHmucTparopa («Adminy)

Onpegenute coTpyaHuka nabopatopum, KOTopbi ByaeT MMETL NOMHbIA AOCTYN K NporpaMmMHOMY obecnevyeHunto
lepeoli cos0asaemoli y4emHoU 3anuckto O0/mKHa 6bimb y4emHasi 3anucb AOGmMuHucmpamop (Admin). B cucmeme moxem
UCI0/1b308amMbCs1 HECKO/IbKO y4emHbIX 3arnucel aOMUuHUCMpPamopos

HacTpounka - ynpaBneHus nosfib3oBaTensamMm

R GeneXpert® Dx System / o &=
User Data M ports [ Setup| Mai About User <None>
User [0) e
User Type Configuration \ 8 (%) ‘» |
|} System Configuration @ J

¥ Assign Instrument Letter e A Define

Modules g Tests Since Launch

fodule | assay [ Samble | progress ‘ Slaie || RO . User ‘ Result | Assay status‘ et [ |
B User Administration " s S
User Name | Full Name [ Type
LlenkHnte Add
(JobaBuTb) '(
Add Close /
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Co3sganTe yy4eTHyo 3anmcb agMmnHmucTparopa («Adminy)

B Add User i M
Beeaute ums Useriame |admin1
nosib3oBartesid

Full Name [Administration User
(Username) u

|
|
naponb (Password) Password [essees I
Confirm Password Ioooou I

Bbibepute 1N
User Type

nonb3oBatesns
Aamuuuctpatop | ||| Admin_¥|
(Admin)

A( OK Cancel

LWenkHnte OK i

24 ©Cepheid |VD. MeanLMHCKOE U3Ae/Me AN 4MATHOCTMKM in Vitro. MOXeT He MOoCTaBaATbCA B HEKOTOPbIE CTPaHbI.
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[lo6aBneHne HoBbIX
nornb3oBaTeneu:

2. CosfanTte y4eTHyto 3anuch
6a3oBoro nonb3oBaTens

IVD. MeanunHckoe v3genve aaa AMarHocTuku in vitro. I\AQ)KeT "’ifgCTaBnﬂTbcs
B HEKOTOpbIe CTPaHbI. s S0
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Cospgaite y4eTHYIo 3anmcb 6a30BoOro nonb3oBaTens

Onpenennte coTpyaHuka nabopaTopuu, KOTOPbIA OyAeT UMEeTb OrpaHMYeHHbIW OOCTYN K

nporpaMmmHomMy obecneveHuto
B cucmeme moxem umemsbcsi 6oriee 00HoU y4emHou 3anucu 6a3oeo20 murna (Basic)

HacTtponka (Setup) 2 YnpaBneHus nonb3oBatenamu (User Administration)

B rotors 55 A e

User Data Management Repc Setup [ About - User <None:
9 B I
@’{ NZAE)

‘v Uzer Administration '
P ' User Type Configuration
l el". ¥ figl l l“ll
‘
st View Results Define Assays Define Graphs

System Configuration
Create Test Maintenance

Assign Instrument Letter

Modules g Tests Since Launch

13
Module Sample Remaining Sample Mod Error Start
I Name ‘ Assay D Progress | Status Test Time D Naitio User Resuit Assay Status Status Date
B User Administration - ii ' - —
User Name | Full Name | Type
admin1 Administration User Admin
basic1 Basic User Basic
detail1 Detail User Detail

LLlenkHnTe lo6aBuTb (Add)
—>\ Add [ close |

A~ =

Zz
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Cospgaite y4eTHYIo 3anmcb 6a30BoOro nonb3oBaTens

BBeaute nms
nonb3oBarers
(Username) n naponb
(Password)

Bbibepute T1n
nonb3oBaTens
BasoBbin (Basic)

User Type

Basic

WenkHnte OK

masic‘l

Full Name |Elasic User

Password |oo......ooo

Confirm Password |u-uuuu

—

e

ok || cancel
Z
‘ Close

[MPUMEYAHUE: Cywecmesyrom pasfiudusi 8 mom, 4mo mMo2ym eudemb
usnu oename rnosib3ogamersriu 6azoeo2o muna
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[1nanoroeBoe OKHO «YnpasneHne nonb3oBatenamMmm»

(User Administration)

R Ve saminensn RN TR
User Name | Type
admin1 |Administration User ‘Admin
basic1 |Basic
detail1 \Detail
Add l Close
— )|

28 ©Cepheid |VD. MeanLMHCKOE U34e/Me AN 4MArHOCTMKM in Vitro. MOXeT He MOoCTaBaATbCA B HEKOTOPbIE CTPaHbI.

N

Cep

heid.




HacTpounka Tuna nonb3oBatens (User Type Configuration)

ViameHeHne > HacTtpounkm Tuna nonb3oBartens (User Type Configuration)

I8 GeneXpert® Dx System
User Data Reports | Setup Mainf nance About

- X
User <None>

B 0 M B & [

Detail

Create Test SR LT Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch n
M"‘;""':: | Assay ‘ S“'I‘I‘J"'e Progress | Status 5:';"“1"'":': 4 S“'I‘I‘J"'e | N":::e | User | Result ‘ Ass

Create/Start Test
Stop One Test or All Tests
View Detailed Research Assay Test Result and Report
View Detailed Template Assay Test Result and Report
View Detailed Reference Assay Test Result and Report
Edit Test Details
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
Export Research Assay
Export Template Assay
Export Reference Assay
Convert Research Assay To Reference Assay
Edit Graphs

‘M'emﬂeg: Archive Test

Launched GeneXpert® Dx System at 0816/20 12:18:22 Purge Test

Version 5.1 Retrieve Test

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

IDEDDEDDEDDDDDEDDDDDEDDDEEﬁ
IFECOREEECOOOCORREDOOON R &R R &

L«

Cancel | | ResettoDefaurt

|
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[Topsagok peaakTupoBaHUs npoduen Nnofb3oBaTenen

Bbibepute pegakTupyemMoro nonb3oBaTens
N3 CNuncKka ynpaBneHus nonb3oBaTensiMu.

|
. . - e i g —
d User Administration ! L ' - &
User Name J Full Name ] Type
)dmin1 Administration User Admin
)asicl Basic User Basic
detail1 Detail User Detail

| Add HRemovf]W
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UlenkHnte
PepaktupoBarthb (Edit)

MpoBepbTe NHPOPpMaLMIO, ECIIN 3TO
Heobxoaumo, 1 wenkHute OK, YTobbl COXpaHUTL
N3MEHEHUS 1 3aKPbITb AUanoroBoe OKHO
PepaktuposaHue rnons3osatens (Edit User).

Confirm Password [vassessssss

User Type
Basic ¥ /
R [ ok || cancel |
Add Close
//Cepheid,,
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[lopsaok yoaneHusa nonb3oBaTteneun

LLlenkHuTe, 4TObbLI BbIOPATL
nonb3oBaTens Ansa yaaneHus

ﬂUser Administration ‘ | L . -
User Name [ Full Name [ Type
dmin1 Administration User Admin
asic1 Basic User Basic
tail1 Detail User Detail

[na yoanenns apyrmx nonb3oBarternen noBTopute
nencteua 1 n 2. Nocne 3aBepLUeHns yaaneHns
nonb3oBartenen wenkHuTe 3akpbiTb (Close)

UlenkHute Yoanutb (Remove)
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T — N
B User Administration !‘ 1 ' - - @
User Name | Full Name l Type
admin1 Administration User Admin
detail1 Detail User Detail
Add | | Remove | [ Edit | | close |
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[Tlopsaok Bxoga B cuUCctemy

Buibepute - Bxopa (Login) nonb3oBaTens B cUCTemMy

|+ Gene*ert@ Dx System OS] e S
User| Data Managem Reports Setup About User John Smith
‘ >. o ~ ® —}V..‘:
Change Password ) ® } -
Log ®
Exit Define Assa Define Grap
Modules : Tests Since Launch
Module Sample ‘ [ I Remaining I I Sample Mod [ { ’ ’ Error
S Assay N Progress | Status Test Time n e User Resuit Assay Status Status

rg Login

BeeauTe CBOM UMS o | el

nonb3oBartens U napornb Password |

>
LLlenkHuTe OK o

|| cancer |

.
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OkHo cuctembl GeneXpert® Dx

Co3panTte n Ha4YHUTE aHanus3

B GeneXpen® Dx Syten

User Data Management Reports Setup Maintenance About

M @ El

Create Test Check Status Stop Test Define Assays Define Graphs Maintenance

Cneoute
3a X040M
aHanus3a

‘ Assay ‘ s"g‘"lprogmsl Status

Remaining
Test Time

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
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[lpocmaTtpuBanTe pesynsrarbl

- - TposepsTe

CMANCOK
TECTOB
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CospnanTte aHanus3

D,GVICTBI/IH nocrie NoArotoBkM KapTpua>Xa B COOTBETCTBUN C
I/IHCprKLI,I/IeIZ no NPUMEHEHNIO.

MosiBUTCA AMANOroBOE OKHO: OTckaHupyTe WTpuX-KoA,
LenkHnte CospaTh OTCKaHMpYiTe LUTPUX-KOA Hanpaensas nasep ckaHepa ¢
aHanus (Create Test) kapTpumka (Scan cartridge barcode) paccTosHusa ot 20 A0 25 ¢cm
ER GeneXpert® Dx System NG P ) Ha n3obpakeHue WTpnx-koaa

User Data Management Reports Setup

Create Test Check Status

Modules Manual Entry | [ Cancel \

Assay l Sa:t[l’ple

Module |
Name

N\

Cepheid.
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CospnanTte aHanus3

Beegute
noeHTudukaTop
nauneHTa (Patient
ID), uoeHTudpukatop
o6pasua (Sample ID).
[MonHoe ums
nauneHTa, ecrnn oHo
AOCTYMNHO

/ Patient ID 2
Last Name

Date of Birth

Select Assay

e SelectMogle

Reagent Lot ID*

Test Type

Sample Type

Mopgynb
npuceanBaeTcs
aBTOMaTUYeCKn

Notes

H112874895762R

sD142231

{1234567

[Patient Last Name 1

First Name [Pahenl First Name 1

(nYYYMMDD ]

Name

B

Postal Code ]

Version

| Xpert.C. diffcile G2

|a2 -

Cartridge SIN*

[ Specimen

r
| Other

v

v | Other Sample Type \

€ StartTest 3| Scan Cartridge Barcode |

[ Cancel
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LlenkHnTte HayaTtb aHanu3 (Start Test)

IVD. MeanLmMHCKOe n3genve Ans 4MarHoCTUKK in vitro. MoXeT He MoCcTaBAATbCA B HEKOTOPbIE CTPaHbI.

Ha moayne 6yaet
MUraTb 3eneHbIn
nHgukatop: OTkponTe
ABepLy 1 NoMecTuTe
KapTpuax B MOAynb.

MonHocTb0 3akponTe
ABepuy Moayns.
3eneHbln nHamkaTop
nepectaHeT MuraTb, n
aHanm3 Ha4yHeTcs.
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Kaptpuox GeneXpert

TecT _»_ G

LUTpux-koa kapTpuaxa
(Bce undpbl, Bkntovas — B
CepUnHbIN HOMep
KapTpuaxa)

CepumnHbIN HOMep
KapTpuaxa

40 ©Cepheid |VD. MeguumHCKOe U3genmne Ans AMarHoCTUKM in vitro. MOXET He MNOCTaBAATLCS B HEKOTOPbIE CTPaHbI.

UoeHTUPUKALUOHHBLIN
HOMep napTum peareHTta

Cpok rogHoCTH
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Py‘-IHOI7I BBO WUTPUX-KOOA KapTpUuaxa
Ecnun ckaHep WTpux-KogoB He paboTaeT, MOXXHO BBECTU LUTPUX-KOA KapTpuaka BPy4HYHO

c MNosaBuTCa AManoroBoe OKHO: BpyuHyto BBEAUTE
LUlenkHnte Co3paTtb LLlenkHnte PyyHoun BBOA, PACTONOXEHHbIE HA KAPTPUIKE
aHanu3 (Create Test)

(Manual Entry) [BE CTPOKU LIMdP — CM. PUCYHOK

" B Scan Cartridge Barcode
B GeneXpert® Dx System
User _D nagement Reports Setup Mainten: IR I ST
N IS
"ﬁ. (&.‘1’ - [ manuatenry | | Cancel | —
Create Test Check Status
Modules OTO OKHO NOSABMSIETCS NOCne Lenyka
Modtle | hssay | S| progress | Ha Py4yHou BBoA (Manual Entry)
Saisie manuelle du code-barres de la cartouche @
code-barres de la cartouche |
III Annuler
B cnyyae oTkasa ckaHepa LUTPUX-KO4OB NPy MCMOSb30BaHUN HOBOW BBeante HoMep kapTpuaxa
napTum co3gaTtb aHanmM3 HeBO3MOXHO. ObpaTuTech B Cnyxby nonHocTbio 6e3 npobenos

TexHn4eckon nogaepxku komnaHum Cepheid ana napamertpa,
cneundomnyHoro ana naptum (Lot Specific Parameter, LSP) nonyyexHns
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CospnanTte aHanus3

Beegute

noeHTudukaTop
nauuneHTa (Patient

ID), uoeHTudpukatop
o6pasua (Sample ID).
NonHoe nma
naumeHTa, ecrim oHo
AOCTYMHO

Patient ID
Sample ID

/ Patient ID 2
Last Name

Date of Birth

Select Assay

e SelectMogle

Reagent Lot ID*

Test Type

Sample Type

Mopgynb
npuceanBaeTcs
aBTOMaTUYeCKn

Notes

H112874895762R

sD142231

{1234567

fPauenl LastName 1 First Name [Pahenl First Name 1

ivmwoo [l PostalCode ‘

Version

| Xpert.C. diffcile G2 2 v
r—
Expiration Date* Cartridge SIN*
[ Specimen -
iomer v| Other Sample Type | |

[ Cancel

€ StartTest 3| Scan Cartridge Barcode |

5

LlenkHnTe HayaTtb aHanu3 (Start Test)
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Ha moayne 6yaet
MUraTb 3eneHbIn
nHgukatop: OTkponTe
ABepLy 1 NoMecTuTe
KapTpuax B MOAynb.

lMonHocTbLo 3akponTe
ABepuy Moayns.
3eneHbln nHamkaTop
nepectaHeT Muratb, u
aHanm3 Ha4yHeTcs.
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MoH NTOpnNpoBaHUE BbINOJTHEHUA aHAJIN3a

r
n GeneXpert® Dx System

User Data Management Reports Selupiuaiintenanc: 7About

©
Wi
N

EEX)

User Detail User|

=
COCTOH Hnue Create Test Check Status Stop Test View Results Define Assays Maintenance
aHanunsa BblBe,D,eHO N Modules : Tests Since Launch
o Module Sample Remaining Sample Mod Error l Start
Ha LI,I/ICI'IJ'IeI/I B 30HE iane ‘ Assay ‘ D ‘ Progress ‘ Status ‘ Test Ti D l N ‘ User ‘ Result ASMSMMS Status Date
i § i Xpert CDIF... SD142231 Loading OK ——71SD142231 A1 Detail User [NO RESULT Xpert CDI...|Loadi... OK 04/09/19 12:
MOLI,yJ'Ib (MOdU|e) Available
Available!
Available

/

av

Messag;

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

L — - = — —
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[lopsagok oCTaHOBKM aHanmM3a

NHoraa aHanu3 Heo6xoAnMMO OCTaHOBUTL BO U30exXaHue notepu BpeMeHU

#* GeneXpert® Dx System

I i

LlenkHuTe
OcTtaHOBUTbL
aHanu3 (Stop
Test)

BbibepuTte ogmH nnu
HEeCKONbKO Moaynen,
KoTopble crneayet
OCTaHOBUTb, MOCTaBMB
ranouyky B
COOTBETCTBYIOLLIEM MOfe

Ve L U | T@] @

Create Test Check Status Stop Test View Resuits Define Assays Define Graphs Maintenance

Module Name A2 B || TestResult | AnalyteResult | Detail | Errors | History | Support |

Sample ID Result View v
134723 ’ Primary Curve Assay Name Xpert MTB-RIF Veraton 1

QLR UEET S TE DETECTED VERY LOW;
Rif Resistance DETECTED

Assay Xpert MTB-RIF

[Forin Vitro Diagnestics Use Only.

Version 1

3

46 ©Cepheid |VD. MeguumHCKOe U3genmve Ans AMarHoCTUKM in vitro. MOXET He MNOCTaBAATLCS B HEKOTOPbIE CTPaHbI.

Mocne Bbibopa LWenkHuTe
OcTtaHoBuUTbL (Stop)

n Stop Test w— —
Modules
Module Sample Remaining
e ‘ Assy ) Progress o Test Time
v Al Xpert COIFFICILE [8D142231 | Loading OK -
N N
TN s || camcar |

N\
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[lopsagok oCTaHOBKM aHanmM3a

= x|
‘ Select Running | ‘ Deselect All ‘
| Module | 3lze Tost g] Remaining
4 I-I oaTBe pﬂMTe Bbl 60p, W |at e Xpert MTB-RIF %& Click Nmpme EEE oK e Tir"e1 50:03
wenkHys Aa (Yes): umu ) A
wenkHume Hem (No),
umobbl OMmMeHUMb aHau3 | I |

MogpobHble cBegeHMsA 0 NpepBaHHbIX UM OCTAHOBMEHHbLIX aHann3ax MOXXHO NPOCMOTPETb
5 yepes MeHio MNMpoBeputb ctatyc (Check Status) B pasgoene AHanu3bl ¢ MOMEHTa 3anycka
(Tests Since Launch)

A

ER GeneXpert® Dx SysleNpo
User Data Management

‘

l.- yi

D Maintenance About

izl

IS

Check Status

-.-'r.-
(<)

Create Test Define Graphs

Define Assays

Stop Test

e -E- =)

User <None>

o

Maintenance
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Modules ! Tests Since Launch
MOMe | nssay | S | piogess | staws | Remanng || Samwle | Mod User | Rest | mesay | sws | EMor S
Al Awailable “[xpert W 0BO31_. |A1 Kristians MO RESULT  [Xpert MTB-RIF Ass_. |Stopped Ok 06/0313
A2 Available .
A3 Awailable
A4 Available

N

Cepheid.



IVD. MeanumHckoe nsgenne ans AMarHoCTUKK in vitro.
B HEKOTOPbIE CTPaHbI.

48 © Cepheid




[IpoCcMOTp pe3ynbLraTtoB

LLenkHuTe NMpocmoTpeTb
pe3synbrathbl (View
Results)

[Ans npocmoTpa
KOHKPETHOro pesyrnbsraTa
wenkHnte NMpocmoTp
aHanu3sa (View Test)

-
B GeneXpert® Dx System

‘User Data orts  Setup

Create Test Check Status

Patient ID
r351890559777R l

Sample ID

eramso ‘

Assay Xpert CT_NG
Version 3
Test Type | Specimen |
Sample Type | Other v |
Other Sample Type

[ J

izl

Stop Test

Result View
Primary Curve

View Results

Assay Name Xpert CT_NG

Im@&

User Detail User

Maintenance

TestResult G305 08
NOT DETECTED!

[For In Vitro Diagnostic Use Only.

-~

Notes

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

Views g

Result View
\Primary Curve

400

300

200

Fluorescence

100

Legend

Export || Report

|| upload Test

Kl

CT1; Primary
NG2; Primary

ID

NN

NG4; Primary
/| SAC; Primary
SPC; Primary

SIEE
BN
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[IpoCcMOTp pe3ynbLraTtoB

[1Baxabl LLENKHUTE
MbILLIBbIO Ha TECT,
KOTOprI?I Bbl XXellaeTe
BbIBECTWN Ha Ancnnen
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| Select Test.
.
Patient ID e g User Result Assay Status e S
H351890377714R HA245614 A1 Detail User ] ERROR Xpert CDIFFICILE Done Error 1 04/16/19 15:56:42
H351875882682R | TT555698 |83 |Basic User }.ERROR HIV-1QuantIUO CE  |Aborted Error 03/16/19 14:57:38
H351890382682R | TG478589 B2 /Administration ... ‘_Hlv-1 NOT DET...HIV-1 QuantIUO 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 |83 |Administration ... |MRSA NEGATI... Xpert SANasal Compl... Done OK 03/16/19 13:38:00
H351873382682R |GH487365 |A3 Administration ... [MRSA NEGATI... |Xpert SA Nasal Compl... Done OK 03/16/19 13:36:08
H351808782682R |SR543267 a2 Administration ... MRSA POSITIV... Xpert SANasal Compl... Done oK 03/16/19 13:34:19
H351890382682R | DU155637 B2 |Administration ... MRSA NEGATL... Xpert SA Nasal Compl... Done OK 03/16/19 13:32:37
H351890382682W |RLI86632 Ad |Detail User [MRSA POSITIV... Xpert SANasal Compl... Done OK 03/16/19 17:33:44
H351877782682Y |GK563895 391 |Detail User iERROR [Xpert MTB-RIF USIVD | Aborted Error 03/16/19 17:32:28
H356129382682R | TF277659 B4 :Detail User [MTB NOT DET... |Xpert MTB-RIF US VD |Done OK 03/16/19 17:31:20
H351855982682R |UJ690762 B3 |Detail User FIl HETEROZY.. Xpert Il & Fv Combo  |Done OK 03/16/19 17:29:35
H351890596082R |UJ787933 A3 |Detail User |FIl NORMALFV... iXpen Fll & FV Combo fDone OK 03/16/19 17:28:47
H351885382682R |HN237945 A2 |Detail User |FI HOMOZYGO... Xpert Fll & FV Combo  |Done OK 03/16/19 17:27:55
H351890559682R RL439664 1’82 'Detail User {CT DETECTED...EXpeﬂ CT_NG ;Oone OK 03/16/19 17:15:06
H351890386681R |FT343556 |A2 _Basic User ﬂHIV-1 DETECT... }HIV-1 QuantIUO CE |Done OK 02/16/19 14:55:36
H351890386682R HG656788 A3 |Basic User |HIV-1 DETECT... HIV-1 QuantlUO CE  |Done OK 01/30/19 14:56:30
H351827299378R |UH489831 lc3 |Administration ... INEGATIVE [Xpert CDIFFICILE |Done OK 01/30/19 17:05:51
H351890559777R | TZ637890 A4 |Detail User |CT NOT DETE... jXpen CT_NG [Done OK 01/30/19 17:41:03
H0568890559682R HA233987 A3 |Detail User |CT DETECTED... Xpert CT_NG [Done OK 01/30/19 17:39:54
H351890550098R |HA245654 A1 Detail User |CT NOT DETE... [Xpert CT_NG |Done OK 01/30/19 17:38:57
ok | | cancel

IVD. MeanunHckoe nsgenve aas AMarHocTuky in vitro. MoxeT He NocTaBAATbCS B HEKOTOPbIE CTPaHbI.
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[TpoCcMOTp pe3ynbLTaTos:
8u0 0519 6a308020 MosIb308ameris

R GeneXpert® Dx System = | (] -
B GeneXpert® Dx System . (= E - -
User Data Management Reports Setup Maintenance View Results User Basic User ‘z
g S f {0} e 5 o Stop Test v . Define Assays
] O @ hﬁ g .
[ ' :
op D . | Descripion | Detail [ m |
| 1Operation terminated Error 2002: Could not find calibration information for reporter #2 03/09/19 09.57:34 |
Results | I
Patient ID |H351890550098R
Sample ID |HA245654
Assay Xpert CT_NG Version 3
= B GeneXpert® Dx System = 5] el
Sample Type | Other ~] T A h 4]
QU N4 oy
Other Sample Type [ | User Detail User LS
Notes | Start Time 02/03/19 17-38:57 Stop Test [erm— [T—
l 06 ‘ ‘| —
End Time 02/03/19 19:06:02 Type InVitro Dia =
| Status Done Test Type | Specimen Y
Upload Status NA Reagent LotID* 05814
ForIn Vitro Diagnostic Use Only. ST
Cartridge SIN* 425669558
Error Status OK
SIW Version 6.1
Module Name A1
I Instrument SIN 702162
Module SIN 629995
Export || Report || Upload Test
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| export || Report || uploadtest |

v [vowren | >,
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[IpoCcMOTp pe3ynbLTaToB:
8U0 Osis1 OfbIMHO20 Mosib308ameris u aOMUHucmpamopa

=
User Data Reports Setup Maintenance View Results About User <None>
1
; Al
NHdbopmaum i Te _g A 152
5100 )
0 Te —— Define A -
aHanmse
Patient 1D 3] [ TestResult | Analyte Result | Detail | MeltPeaks | Errors | History | Support |
Patient 1 Result View Assay Name Xpert MTB-RIF Ultra Version 4
Primary Curve 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. KpMBble I_ILI'P B peaanoM
Test Type | Specimen -
BpemMeHUn
smperpe [ -] OBnacTb NpocMoTpa P
‘ (Other Sample Type
Notes Views N D T e
Result View ] 600 V. [/] SPC; Primary B
Primary Curve ¥l Z 151081186110; Primary
[w] D poB1; Primary
S a0 vl /] moB2; Primary
Module Name B2 E vI|._| rpoB3; Primary
Reagent LotID* |15015 g ¥ |/| roB4; Primary
StartTime (08/05/20 22:12:42 Z 0
End Time 08/05/20 23:30:02
Status Done
] 0
User <None> = 10 0 a0 40
Cycles
‘ Save Changes H Export H Report | View Test
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[IpoCMOTp pe3ynLTaToB
8UO0 0s15 OMbIMHO20 MosIb308amerisi U aOMUHUcCmMpamopa (8Kraoku)

s Dt Wgaraen g Seny Masiesarcs Voo asats_ioms
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IVD. MeanumHckoe usgenvie Ans AMarHOCTUKM in vitro. MoXeT He NOoCTaBAATbCA B HEKOTOPbIe CTPaHbI.
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IVD. MeanumHckoe nsgenne ans AMarHoCTUKK in vitro.
B HEKOTOPbIE CTPaHbI.

54  © Cepheid




PenaktnpoBaHme nHdpopmaumm od aHanuse

[Mpn HEOOXOOMMOCTU MOXHO OTpeaakTUpoBaTh MHAOPMaLMO 06 aHanu3e n NpumMeYaHusi Nocre 3aBepLUeHNs
aHarnusa unm Bo BPeMS ero BbINONMHEHUs

rﬂ GeneXpert® Dx System . » [= @ -
[user DataManagement Reports Setup Maintenance View Results Abo User Detail User
" S Isgl ®
1|[ Boe denvie non oM & Bl e i
B 3TOM pa3ﬂene Cu::le Test Check Sl(us Stop Test V»:ﬂ F‘i:s:l;s Define Assays Maintenance
MO>XHO 351390559777:’ e ] g g‘,""‘"‘:‘" ‘ :gm }(pen(’:T_N’G . l‘imm; /3 —
peoakTnpoBaTb — et SR
Assay Xpert CT_NG
n‘:m iQSpecnmen a [For In Vitro Diagnostic Use Only.
sampleType [Other  +]
2 I_I O Cn e Other Sample Type |
3aBepLlieHuns Notes ey ; i o
penakTMpoBaHUS r—— i Ei&ﬁg
LLIeNTKHUTEe e / 1] spc; primary
CoxpaHuTtb St Tme 013019 74753
End Time 01/30/19 19:08:20
N3MeHeHusA status Done
(Save Changes) User Detail User 2 - - z
| Export || Report || uploadTest | - h View Test / )
— — — Z Cepheid.

55 ©Cepheid |yD. MeguLuHCKOe U3eMe AAst ANArHOCTUKM In Vitro. MOXKET He NOCTaBAATLCA B HeKoTopble CTpaHbI.




PenaktnpoBaHue nHgopmauum ob aHanmse

B save e

(@ Save Test

[na noarsepXxaeHus o
3 | | vnamenenmir wenkuute o

Oa (Yes) \ S

rn GeneXpert® Dx System . » » \E,;@,ﬁ‘
o | User Data Management Reports Setup Maintenance View Results About User Detail User
NcTopuna nameHeHnn e § y =

4 MHGOPMaLUKM COXpaHSETCSA

Ha BKnaﬂlKe MCTopMﬂ r351890559777:.m"m | :“ﬁnm \. ~ FieldName | ;IVAS : | =D [ user Time |
(History) = ’ |

[Tz:maso ’
Assay Xpert CT_NG
Version 3
Test Type rNeganve Control 1 -
Sample Type | Other -
Other Sample Type
l J[=
oy re— Legend _J
= 1| JResult View 400 wiZen: 2]
Primary Curve | vi /] NG2; Primary
300 FE— (v || NG4; Primary

[vi| /| SAC; Primary
v || sPC; Primary

Upload Status NA

Fluorescence

200
Module Name A4
Reagent LotID* 05814 100
Start Time 01/30/19 17:41:03

End Time 01/30/19 19:08:20

Status Done . Cycles
User Detall User élmy———WW—-Wr = e a =
_ SaveChanges || Export || Report || UploadTest | - [ viewrest |

N\

Cepheid.

56 ©Cepheid |VD. MeguumHCKOe U3genmve Ans AMarHoCTUKM in vitro. MOXET He MNOCTaBAATLCS B HEKOTOPbIE CTPaHbI.




PenaktnpoBaHue nHgopmauum ob aHanmse

. _
ES GeneXpert® Dx System i . I = | &
(User Data Management Reports Setup Maintenance View Results About ~ userDetail Us;q‘
[
2 . ® =
O @ 2
, (&)
op Define A
Bkn agkKa Patient ID : Views NI 6l (Errors | History | B
59777R || RasatView Field Name WAS IS User Time
UcTo pus TestType |Specimen [Negative Control <None> 01/05/19 12:49:54
: sample ID
(History) c rzsaﬂsgo
oTObpaxeHnem —
N3MeHeHn4d R
Test Type | Negative Control 1 A4
Sample Type | Other |
Other Sample Type
[ | ~==
Notes Views : 2 Legend
Result View 400 [vi[/] €T1; Primary ||
Primary Curve Vi /| NG2; Primary
o 300 e Vi || NG4; Primary
8 / [vi /| SAC; Primary
Upload Status NA 2 200 [vi || sPC; Primary
Module Name A4 s
Reagent LotID* 05814 * o0
StartTime 04/30/19 17:41:03 , 3
End Time 04/30/19 19:08:20 A 0 —
@ 10 20 30 40
Status Done Cycles
i G Dz i) 5
=
| Export || Report || uploadTest | View Test
L =

57 © Cepheid

IVD. MeanLUmMHCKOe n3genve Ans 4MarHoCcTMKK in vitro. MoXeT He MoCTaBAATbCA B HEKOTOPbIE CTPaHbl.

N\

Cep

heid.




IVD. MeanumHckoe nsgenne ans AMarHoCTUKK in vitro.
B HEKOTOPbIE CTPaHbI.

58 © Cepheid




Co3aaHue otyeTa o0 pesynbratax B popmate PDF:

8uU0 Os19 ba3o8020 rosib3osameris

1 LLlenkHuTe MNMpocmoTpeTb
pe3ynbraThbl

(View Results)

UlenkHnte OTyeT
(Report)

B GeneXpert® Ox System

~]

Sample ID HA245654
Assay Xper CT_NG

User Dats Management Reports Setup Maintesance View Results About

g

Patient ID H351890550096R

® |
N/ D R !
pfine A

De $5a7S

\ Forln Vitro Diagnostic Use Only

Version 3
] g
NG DE 1} 13 )
Sample Type  Other -
Other Sample Type | User Detail User
Notes | Start Time 02/03/20 17.38 57
End Time 02/03/20 19.06.02
Status Done
Upload Status NA
l\
= = e

59 ©Cepheid |VD. MeguumHCcKoe n3genve Ans AMarHoCTUKM in vitro. MOXET He MNOCTaBAATLCS B HEKOTOPbIE CTPaHbI.

\\\

Cep

heid.




Co3aaHue otyeTa o0 pesynbratax B popmate PDF:

8u0 0519 6a308020 r1osib3o8ameris

3 BbibepuTte aHanuns

Ansi npocMmoTpa

Patiant 1) . User Aasun Aasny smms | fewr o - |

SH1 BHA F3 support Fv HOMOTYGD . Xperd FY Done OK 041319 141828
Fag ) 2HA E Sucpa FUHOMOEIY GO Xper Fl Done L 021319 147800
[ aHT 1 Bupparl PO HOMOIT G0 Hpel I Dong L] QANI0 14073
=2t Ik Bl augpan FIHOUOIYGO . Kpen Fl Dong 0K 0N 11712
FH3 2H3 E2 support FI HOMOZTYGO | Xperd Fll Done 0K 041319 141643
H2 2Hg Ea sucpan FUHOMOZY G0 Apen Fl Done L 021310 1496225
1 2 o3 Suppart PO HOMOET G0 Kped Fl Dang L DAN8 147602
[-ENE o2 sLppan FINORUALFY  XpeiFll 8 F¥ Camsa  Dane oK 04130 181535

S o support FIHNORMALFY _ XperdFIl AFY Combo  Done 0K 041319 141505
(-0 ) Sucpart FUNORMALFY _dpédFll AFY ComBa  Doné 0K DANZAD 149833
{230 c3 suppart ERROR Aper FIl & FY Comba  Incompels Erpe D&N8 147410
(-52 =] Aupparl FINORUALFY . Xped FIl & ko Done oK DANM0 141045
=gy 54 support FV NORMAL Hper FY Done O O34 140837
Gacl Pa Sucpant Py HCRMAL ApedFY D O DA 140993
[2r =it L] suppart ¥ MORMAL Aper ¥ Dong L DA 319 14000
=] SH3 r2 Aupparl P MORMAL Hped P Done oK 041310 140737
2oy SNZ od support FV MORMAL Xper FY Done O 041318 140715
=l EHA 03 support PV HICRMAL Hper Py Done L DAY 14:06:47
[T 2NE o2 sucpan I NORMAL Xper Fl Done LY 0430 1406224
iy NS o aupparl Pl HORLAL Hperd FIl Done oK O41N18 140558
it aH4d 1] suppart Pl NDRLLAL Hper Fll Done = DA FAR 140537
EAPTY lanrs s —— FaaiAmLLL Ly Py i PPIFEYF T

oK Cancel |

4 [na cospanusa gpanna PDF

Bblbepute OTyeT (Repo