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License Agreement for Cepheid XPERT CHECK 2.0
[This License Agreement (‘License’} describes your rights (either as an individual or a single entity) and the conditions upon which you may use the Cepheid

pert Check version 2.0 (*Software’) and is an agreement between you and Cepheid. Please read this License carefully, including any supplemental license
ierms that may accompany the Software. By installing, accessing or otherwise using the Software, you agree to the terms ofthis License on behalf of yourself and

ihe organization on whose behalf you are using this Software. If you do not acceptihe terms of this License, you may notuse this Software. By agresing to these Na: ARy lﬂﬁ _‘[
terms on behalf of an organization, you agree that you have the authority to enter into this License on its behalf, and that "User”, as used herein, refers to you and *EE : JX: AN E
your organization. By instaling, accessing o oiherwise using any updates that you receive separately as pari of the Software, you agree to be bound by any

additional license terms that may accompany such updates, 'f% CD1 o

1.License Grant Cepheid grants User a limited, ] ble license to use only one (1) copy ofthe Software and only on the
single computer provided by Cepheid (' Device") for the sole purpose of using the Cepheid's instrument. The Seftware and related documentation (whether
pre-installed on the Device, on disk, in read only memory, on any other media o in any form) are licensed, not 50ld, to User by Cepheid, for use only under the
ferms of this License. Cepheid is the exclusive owner of the Software and documentation and all worldwide fitle, rade secret, copyright and intellectual rights
herein, and retain ownership of the Software and documentation and reserve all rights not expressly granted o User

2 Updates: Gepheld, atits discretion, may make available future upgrades or updates to the Software. Upgrades of updates, if any, may notnecessarily include
all existing software features. User shall be solely responsible for ensuring the Software updates are timely made and for any consequences that result from
ailure to complete the Software updates in a timely manner. The terms ofthis License will govern any software upgrades or updates pravided by Cepheid,
unless such upgrade or update is accompanied by a separate license, in which case the terms of hat license will gover.

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

4 Restrictions: User shall not, or enable others to, copy (except as expressly and in writing permitted by Cepheid), decompile, reverse engineer, or =]

‘» FlAgree ([
[ i)(?

A 2-3. REFZXFRE

5. FERIEEZIRS &S )E, BHIESE (Login) BE%E. 4R B R %
W4 (USERNAME) F1855% (PASSWORD) (2 BiHHIE RS T R4

2.4 Xpert Check 1 it 1
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BB B, EHMNERERGEREG, B b5 5B i ar st a k3% 4
PLETAE Xpert Check £ fH:. LK 2-4.

E e BB ) GeneXpert £4¢ L, MR THRIAM 4. B, SCASRTEL Ba HBLE
B TRNEEE . oA, Rl LA X .

Ve Fi P 44 Fil a4 5 45 7E. Cepheid OS 4w 4 i O AR ] -

Cepheid

@ Login (¥%) | BAEHRAZEER DI
FH P28 FERD o

(%) usernaME @[

(#7) PASSWORD O

TN T2 B
TR

& 2-4. Xpert Check &%
MRS R, BoHILL TR 20K 2-5.

Cepheid

(FF#%) USERNAME @ | &

(#7) PASSWORD O-w | | *Required
(* )

- €
B 2-5. B FHAR A

Xpert Check 1 F i}t 74 2-5
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6. WHRHIEFER, AR 4 (USERNAME) F12575 (PASSWORD) #i A&
HHiR. ELE, EHmAEERIFER. EMABKNEREEE, il
BT 5 JEC S A B B Sk P AT LLRTAE Xpert Check 3 T 5% o
7. FRAEARASIN A B B SR A R e R R
BEEER EEREIFEERESELMEZ I (B BB 17 9), SRR AE.

FETH RE 2 A I P 75 AORRE ot [ R, P N T o A 2 HO BB
8.

fib e B E 7 (Home) Fide F[K15R4E Xpert Check #1#E (Collect

Xpert Check Data) Klkr (Z W, & 2-6) . JUMANE, BaH s — DB R
2 (Contact Information) % (K& 2-7) .

Cepheid

A Home (ER)

S ERE T BRI
= PN ok
C— @

Collect Xpert Check Data

Upload Xpert Check Data CD

(F4E Xpert Check ¥d%) (_E#R Xpert Check #(#§ CD)

*
Q# ~ JF4f Xpert Check

Enter Xpert Check Code Upload Xpert Check Data File

(A Xpert Check fR7%)

(_E2R Xpert Check i 3cfE)

B 2-6. xR

9. HHIMNEERI(EE (Contact Information) FiZH: (W K 2-7 #1) & 2-8
HBLES, EEA BRI B . B R SR E K E A B2
BIFE). WFER, bA GaANXIEAND F7BEWIET B .

Xpert Check 1 i i3 B
303-0771-ZH, Rev.B 2024 & 8 H
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Z Xpert Check

Cepheid

Contact Information (B:Z{EE )

({4 ) Instrument Name ﬁ My Genexper{
(FHE) Serial Number # |123456

(AP User g‘ |User1

(i) Institution [ finstitution1
(Srs) Laboratory & iLab1

(Hdk) Address " [100 Main Street

(3877 City oz New York
(M) State/Province |NY

(HB4R) Postal Code || [10001

(Ex) Country ii lusa

|
|
|
|
|
|
(MHE (35249 )  Address (line 2) "™ [Suite 202 |
|
|

Z Xpert Check

2. 7. BAGRERER-F1R

R TBH, B NS

Cepheid BRUREFRAGEE ID AU,
Contact Information (ELRfSE) Iﬁ/:@ EE';?:EU\"F&%EPﬁ?Jiﬁﬁ
( TR ) Email [userl@insﬁtulion.coml J
(%) Phone /7 [408-400-xXxX 8
(4A5) Ext.

(FHL) Mobile
(&R ) Service Provider {:} uUso1

B R E BE — N ERRE
/ ] / %%fé(ont:ct Informal1tion)

- Bz B SR FT B ]
(Open Module Doors) &

B 2-8. RRAGERE-B2 W

S o E‘
?BE H:aé/%,f):l PN (

Contact Information) 5%t ASP $2 {1 AR5 $24L 7 1D KD B PUAS 745 2H ik

(fFldm: US01. 1203 %)

Xpert Check 1 F i3 B
303-0771-ZH, Rev.B 2024 £ 8 H



Cepheid

| ¥ Open Module Doors (IT7FEiS:IT)

HERFR

10.  MEIAFTEEER, A BB R[5S (Contact Information) J5f %526 2
TURHE LR ardt ik ie . B BT AT (Open Module Doors) JF
o Z W 2-9. FENFTIFRTA BT TLATFEHE & F 4K

A LR o i B s (B B
_— r#E% (Module
- Preparation) R

Open all module doors.
(STFFAHBIRIT. )

B 2-9. ITTTAEER 1R R

1. FEFTFRrARETE, filde ol 8 o 7 e i L A AU EE R Sk il . BB

(Module Preparation) Bf#enl e I, BInEEBESIEEREEF, EHE
(Wait while modules are being prepared) . (=L K 2-10. )

ER, NEERFRHEGAE 3.0.3 A KBS #E4% (Module Preparation) Fi%. FBEER

B IEETHE | BEARREM. BB T /RN B 2-1 frniiEBEe (Select
Modules) BRE.

Xpert Check 1 i i3 B
303-0771-ZH, Rev.B 2024 & 8 H
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Cepheid @

B Module preparation (%)

Wait while modules are being prepared.

(BRIEFEMEE T, EHR. )

B 2-10. R HEZFE
12, #Z0E 2-11 R bi% BB AT EAE . EBONRE T, A R 3 AR
el brid NIk AT R A
fEzfRs b, F P iR bE 5 B A n o MR R E bR, DAHERR Xz B
KA. BEHERR R AR 29 2K

bas SRR CRIEFFA TR, TT0AE GTHECH) JEREE,

'Xpench«k------—-
= | e

Cepheid ¥ ;r :

A~
B Select modules for data collection (ZEFHHTHHERERBR ) %é%gﬁi%ﬁﬁﬁ%ﬁ’
Bk

fili R L o 2 Sk BARTAE
TR

E 2-11. EFEHITHERENI IR

Xpert Check 1 F i}t 74 29
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13, FEBIA B 2-11 R R OB B e, flBi el B o BF o 2 o S Bt
K, JFARP RS . R BRI HIE BN IE A, il el o bR R A
AL X LR [EE A (Select Modules) FR%EIf G ik, =
WHE 2-12.

Cepheid

BRI R 7R . PR

- (REFRHTHERANIALR )

B Select modul it =t — B, BT —AMESGHAT
BmE.

L (mum
Confirm module selection ##%#%)

B 2-12. BiMERIEE R

14, WRAEFH PP EP R AR R, WA EPEARHREHERR T T aE A, 2 B
PLRRER— (B 2-13) o $&MR5FR L u B Fbitl, sl ik [ml 3 5
(Home) BIR HFRF H LA

Cepheid

Cepheid

You have not selected any modules for Xpert Check. You may wish to
start over by going to the 'Home' screen or exit now.
(88 A Xpert Check IR, A fRAETEE ER
(Home) SR Sr BB IR HiFda. )

B 2-13. R RG]

2-10 Xpert Check 1 it 1
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15, BRAMSEHUEREE, Kt A (Scan cartridge) BR%s, $e @44
Xpert Check ¥ s [ _F IR 25 TEH5

* FNIET AT 205 BOAE i [ T30 T B f AR A B R T
16, MSE 2 e £ AR R ) A0 38 m A DR S i I, R T — A
@ o
HERFR PR IR R B IR 5 B AR SRR . 7520 VR TBEREE T B HH 9 o T/ S B 68 P o T REAT AR U

17. AR, B 2-14 BoRIEFER AR 2B . FE ke G
Ja s EZMER S AR AR

. WIGFEHAREATEAD, B ke SR, SER BCRIEN ASP B4 ¥ Cepheid HiARZREHR 103 A LA
baa PrE L . ARSI 2. BAREECEAN IR, BXRIEN ASP 5 i) Cepheid R
WIS FALLFRIES
~ Xpert Check o] @ =4
L A e S ; =
HH Cephe/d Q 00.00 Us.er1
¥ Scan cartridge G#RERE) A1
NI R SR
ﬁAﬁﬂ I E N ERE
ERE—1. fE—IREEIE
*&m&ﬂ%ﬁ&ﬁ%%
Bt EE S S

o,
AZF—AMATAE GBAT)
B

ﬁﬁﬁ% b B A T
P DA I R R S B
&, — - [ECRECT i) (2
B 2-14. SR ELEEREE
A, ERfEREAIEEE, WG GES) FEMIEGET, REHER
TR B & BIR E BRI AR E T
BEER B R BRI BIRE S E . U R ALR Xpert Check &7 & BIRE M IE
b AR I RTEIL)E, BRG] LRGN (S0 E 2-17.)

R R, AR B W AR O, il o B R kI (SKIP) 44411

e HmBmE 2-15 EPF)TTEI’J INE H, EORTIABG R S BRI A G, el A A
(Confirmation) 57 % i H0 (K AT HE R Sk o ZEARSETT BRI RE ML, A BEal e e 22 R A X B
TEEEF A (L BN TR AR ED AR IR 2 kit

Xpert Check 1 F i}t 74 2-11
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) 00:00 z
Cepheid O ser ﬁﬂﬁﬁiﬁl& X L)“Jﬁ%ﬁ
H Open lid and close lid GTH#EMEMH#) A1 ”
| Bk, HARBETITIT.

. S AR BRI
Confirm skip (#ABEY) Harf A LR
You have just scanned a
cartridge. Are you sure yo
want to skip it? | e LU e
gﬁﬂﬂﬂ?ﬁ?—’ﬁ#ﬁ 2] E-3 SunzlIESE ey T
TE? )

B 2-15. BB R

B. ZoftinlEE) (& 2-16 fros) , PIRbERRIAT . R RE b A S R R
[ T T O o S8/, RSB A oy 5 5 JE A P I JE 7 Sk LA R 8

TIPSR
KHTFE R E

nd close lid T sM%EME®R) A1

=) Check.
Cepheiz Q 00:00

® Open lid and close lid (T/F&FXHE®R) A1

= Check
Cepheid Q 9000

B Openlid and close lid =~ ETFF&fERAR) A1

HEFE: WRAENEN 2w
ERES, BRI

B 2-16. ITFFAISC AR B X e i BB S - SVEFH
C.  SRPAIFE il [ 551 R A DR AR ] 58 23T O AR SCRE: i [

Xpert Check 1 i i3 B
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D. %R A B R TR R S AR B e (R [ R N AR
X o SIE 2-17,

¥ ﬁﬁﬂ%ﬁz I 14 R o [ 2Re N T — AN AT RS . T 2l Sty 9 o (RN e o B BOH S B
— — BT ET IS NET 3%
Cepheid O 00:00 - ﬁﬁwﬂﬁﬁﬁ
¥ Load cartridge (fnEkERIE )
R [N B R
Cepheid O 90:00
B Load cartridge (InEESE )
TNEREE R B 5 B s,
ﬁﬁﬁl_‘lm J\'ﬁf /
Cepheid Q 00:00 :i‘

B Load cartridge (fn#EfERIE)

ASRABR TR ANBUE, fl
BRATRTAIBNT (SKIP) %41 1L
;mﬁ%ﬁﬁ&#mﬁT—lﬁﬂ

AR

EEER. EREREY A, B

bRk nn RRAGERE IR, BRSO TS
JE, I ASP B 36 Copheid £t FEiT A AR ORR IBE , 01 1A DU
HHI1ER, DU, TR -

B 2-17. fie B BB R

Xpert Check 1 F i}t 74 2413
303-0771-ZH, Rev.B 2024 £ 8 H



E. WUREAREHADSEL, THREERT e R R R R R
an [HTBON N —NIEE T MR, F i ], HEH L. S
MRERIIRHH LB, BIRRERSEIT M. ba, RS ETTHA
PRIVERAT AL R 58, R & C2 TR

MR B EERRITRESXA (AEH S, BEESSSEREARAENER, B
RALIEFIHIBIT .
EEER MRS RE BB VTR A L], B s AR SKIP  (Bhid) #e4 DABkid
DU AR, GhERIZAT . JBAE N ASP BRLHIH) Cepheid BRSTHREESITAAEAL, PAERHAME
BudfT 45
18, FEIN#ERE — MEIUHEATIN G, R TR R ERL 20 080 TE] k. e
FFURRy, FdaRAEIEE#TH (Data collection in progress) JF %2> i1,
an & 2-18 s

BE, ABZIXMERETERKESARRN, TSR SRR TR, WP PR 19b = 19d

- wE
HERFR i

Cepheid
¥ Data collection in progress (& R&EIFE#TH )

~ BV RS, Bkl sE
B R (21 4580 .

VE: FEDURMIN, —AMERE
FERATR.

Sl g 45 R B TEE HEAT AN
/\ B R Rhas

E 2-18. HERERFF

BEEE MREEEBLEMERE, EHE 224 HUTHAIAEFNEKX SR, MREEELBEMER, S48
R %19,

19.  fERMTERS, BT T BAS EJ7 BT 2R K. ety
2-19 B 2-20 HARARI BEe . Al B ER o 1) 45 i Sk LA &2
A. 2-19 TR 5E ik Xpert Check (#E K4 .
R e R, g B A B e RS ) AT 42 AR Xpert Check Al 25
L #3) Xpert #EF 0> (Xpert Connectivity Center) o

HERFR ERENER IR B CHR, FTHH NGB F AR RS LA .

Xpert Check 1 i i3 B
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303-0771-ZH, Rev. B 2024 4 8 H



2T

= pert Choc WS T T T — -
x -

Cepheid ‘ SR

il Press arrow to continue (#&#ikbA4ksz )

fib BB BT AGREREI T —
==

H: R, —MER
IEAEFEATARI .

B 2-19. KERBER: — BRIh

B. WSfNWAETL, BHIE 2-20 R R, BoaaEHURES. DATE
AT . B IR IA YR 4E (Confirm continue) JBf%:

BRI RY). TR | O oo
ﬁ%m%j‘ﬁmgﬁ/ﬁﬂ B Cepheid

i [ L7 l Press retry or continue (#ZERZ%4:)

/

gRopisAl . A UGk

/

HiAE bR MERSRESUE
HASARSR

E: ERoRflH, —ME

HOEAE AT R o ‘l
A 2-20. KT BBERE — DRI ER 5]
C. HEIRBEHFTIA RTINS, 4% T AR g ek sk (an &l 2-20 Br
), BHIEIALELE (Confirm continue) FFH:, WK 2-21.
Xpert Check 15 F i 1] 2415
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gﬁlﬁl I E RSk 4 ) *
%ﬁ:’&%ﬁ} Eh‘ 7l Press retry or gansinis (BEEAR)

Confirm continue (#i\45)

(R —AEELE
P AER. B
EAHEARSET XA
BRI, )

You have 1 or more modules
flagged for retry. Are you sure
you want to continue? Those

modules will not be checked.

FLAR ST AN BRI FR 1 1
R, AR ARGk SE
(Confirm continue) F%

JEHFR I K “ T H

B 2-21. BN RESImE 0

faay DLd I f R al B T A A 4k 22 5 %= (Confirm continue Screen) 2 Ml
& LA Sk gk gk . IRBZIE DU AN 20 AR B R A TR,
Fefen JPER 20 Frik T a6 E 3ok A AR

LT AR I T AR A 482 (Confirm continue) 5 % J&C 355 22 1 )
200 X BRI 0] 2% R4k 4L (Press retry or continue) J5i#s LA
ITER (FEFRND Frchiidh. BilfE 7 2% D irid.

D. R ERE NS ERFHEHN B 2-21 E7ER) , filfei sz il
KR, KRR EIZHFHE SIS (Scan Barcode) Bf%: (& 2-14) LLSERK
X} 57 M AR R ) B
EEE, SRR T R

1) AERE— AR E A flhn, wTRE I B R O [
FH AR R LR B A

2) ﬁﬁﬁ?ﬁﬁﬁﬁnn[%iﬁ BUERFE M A SR B O], RS ER
OB AR HOR R i BRI SRS 6 HE O R R B B R
%E?ﬁ%ﬁ—nn[

FEE IR, WA B 58 Xpert Check FfFH[H, AT 75 ZBkId fbh . dn R4 AN
E Xpert Check £ [H, HEER K ASP 54 Cepheid 35 AR L4511 /p34b . 7ERG R [
$ri&1T Xpert Check.

fE5E R Xpert Check i RAEILFE)G, %€ 75 ZAHE MRS OB & LI EbRbRic (S0 2-20) .
iR N NG B B TT T — 2B P By, TSR R A ASP 5243t Cepheid HARSTFFESI 170
Ak

20.  fEASINAT Xpert Check i REE KN MUG,  WERIEATIE3h 10 T E %,
fiohe e B )R Sk PR B 2-22 ORI BRI RS HIE M),

2-16 Xpert Check 1 it 1
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BUFE Xpert Check f Ml HIE] 2% 2 T IEH IBA7T I BB IER:, WA R o0 H IR
N Xpert Check {045 (Download Xpert Check code) Sf %58 A 56 %
#i% (Upload incomplete) Fi%: (& 2-23) , #-TK Xpert Check £ 5
ANHi#E CD u@wf_é’% ) ASP B¢ 4[] Cepheid FiAR L HERI 1 /p A, TEIX
FEGLR, B SEPITARF PR 4 (TR 2317 ) FFaRersis,
UWE?\JYQ%EE%I_JJ@%E’]%F Skt

WREBMERIER, REMIEFIET (WP 21 fion), H Xpert Check IS FFIE T %, U

& Kl 2-24 Fizm.
Cepheid @
£ Uploading Xpert Check data (L% Xpert Check 08>
2-22. #; Xpert Check ¥ R%E
Cepheid
|
?ﬁ%’? ﬁiﬁcﬁk l%%%ﬁ%{%@ Error Code 5037, Cepheid
(Write %p e;%heCK Data to 25:::2 :gilse?:os ﬁ:pload Xpert
CcDh 2-31.
i RHE Check data. Proceed to write
CePhe'd Xpert Check data to CD. Try
to upload CD later, or contact
Cepheid Support.
(45%4%H8 5037, Cepheid System ID 803488:
% F YR 4% Xpert Check BiiE. 44b% Xpert
Check Fi#E S A CD. f/F& 13 CD, FKR
Cepheid 3. )
|
i (2
B 2-23. EHA R RER
Xpert Check 1 F i}t 74 217

303-0771-ZH, Rev.B 2024 48 H



21, U450 E# Xpert Check HERT, AT HHEIAT U ERUER & . 1R A4S
EH, K EBIFE Xpert Check 1815, S 0L 2-24.
WA A, 2 PR & E B EE e, B AR Rrd. W
TdE— L PrBh, 1HBCR Cepheid B Hh ) ASP 541k Cepheid £ AR RFH
17pd4b.

. Xpert Check =]l ®

D v
Cepheid vaeri

& Downloading Xpert Check code (IEfET# Xpert Check /iF5)

B 2-24. IEfE T3 Xpert Check fABFER
22.  fEF# Xpert Check #4585, Xpert Check ARADH:2x N T AN B T
FIREERL, SRR YOG AN S + 0. 2 WK 2-25. Witkkbfs, AR
PUEfEEZ A

= Xpert Check (=)

Cepheid O - =i Xpert Check UGN TR,
@= Applying Xpert Check code (IEFERF Xpert Check fR7%) %@‘ y%*ijii“%@jm—‘/l\ﬁﬂ‘? .

Cepheid

“H Xpert Check status  (Xpert Check JR%)

E: MR ERER E N FEE4E
KB (2D mARMS (+) B, &
B ASP B3 Cepheid HiARSHF
1A DLHEAT 4545

-

Bl 2-25. IEFEM. A Xpert Check BB R

218 Xpert Check 1 it 1
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¥ LR 2-25 PRI BEARE R, FRESHIRNT R & SR PTG S5 Bl AR, BGE Rk AT, AT RS B
NI

23.  fEfrA Xpert Check A5 N TAG I DS E - Criv A -5 (2R e 8
Jii, Xpert Check 5% (Xpert Check complete) 5f5etd HiIl. = LK 2-26.
Z Bt 7 Xpert Cheek #iEik A B, WIRFE, "JUEHZRE -

T Xpert Check

Cepheid

= Xpert Check complete (Xpert Check 55/)

(E#1) Date 05Febuary 2024

H1% Xpert Check 7
Review Xpert Check Status]( 5/ I L (Review Xpert Check
(B Xperticheck R Ci\geneXpertiXpentCheck\reports StatUS)
Xpert Check Data Direct {\
(Xpert Check ¥#EHF)

Your results have been saved. Make a note of the fol
name should you want to review your results later.

(ERAFEIAR . WG R EEFENAR,
R HATR. )

Xpert Check 45
LB

- i) (7

& 2-26. Xpert Check %

24, HUHIFEFATA M Xpert Check F£5h [H o 157 ERAFIR R & (W2 EF P
BRMEHFERE) o TG, SRR TRTERTIEE (Exit) EiRE
HEF. Z21HE 2-27.

= [ Xpert Checd

Cepheid

' fi et
| FAJHR AR
(B 1E 2-28) .

ﬁfhﬁﬁijﬁ’ K%%Eﬁ Remove and discard all Xpert Check cartridges.
%#TLEIH%.’:H&F?O (B IHFEFFE K Xpert Check B H. )

e

& 2-27. BHERE

25, AR R A LA R RN, A BLEL 2-28 TR BE
o

Xpert Check 1 F i}t 74 2-19
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Cepheid

Are you sure you want to exit?

(R AR H? )

fbr B Bl BA. 75 DA A BB Y A 4 B ER A DA B R
K 2-28. HIMBH R
X TE R TR BN iEH F 1 Xpert Check A5l

H* BRFEEYASIIBEL, THB R B BUIRSFE AL R 5 ) Cepheid HiARSZRHRIT/p 4L
E BEEEW Xpert Check 458, W% W bIE 23 F1E 2-26, H A4 Xpert Check 4551

Xpert Check 4 E4f i Bg AR A AL B

2.3.1 Xpert Check JEHEXMZEE:FH 7 158 BB L
ST AR &, AR 20T, RITEREE 2.3 15 PR 1 &
AR 19 DURERE .
L XN THERMEREH P, A0 IEERTH RS (Data collection in
progress) BEFITUh, ZhFw5E 2.3 10 4R 18 LKKE 2-18 B %A
fle

2-20 Xpert Check 1 it 1
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™ Xpert Check VL. TR NS TR NN W
-

Cepheid O 00:18

l Data collection in progress ( ¥IEREIEFEHATH )

BlinR A LB R

Bl E e, SRRl e
HIFBS R (18 248D

B 2-29. EERITEIERERRE

2. fERESERE, BT SATIF HAEER EJ7 TR 208K RS 2-30
BT ARCLRA) e o i 5 R ol J e S ) 170 A 7 2k BARUAE R — o

= pert Check DI WIS W TR . —
i -

{( Cepheid . 00:00

H Press arrow to continue (#&kUI4k%E)

B R A N — MR

B 2-30. K dllSE R BERE — BT

3. ¥ Xpert Check 24l 5 AE#s CD (Write Xpert Check data to CD) Bt & !
e (K 2-31) , KRR E3% T DVD Iksh4s ERsH (Eject) %4 LIRS B
B ) Xpert Check FF CD, PUE Al AN 25 F I EdE CD.

% LA BT, ¥ 25 CD i\ DVD IRENFIE S S/ 0. EXRAWRSIES 110, #iff CD e 8
T+

Xpert Check 1 F i}t 74 2-21
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EEREE MRS SN EE TR P BTN, A5 EREMEEN I HRERE (8 2-23), i
R WRSE 4 T8, BERITHE 12 LIRS ERES.

i TERE FRIEERT, A CD 5 &1 10 #2480, FFBUHEM EIFT IS, 28 )5 Al e s gk o
bas LAk, MR OGP 1] 5 BUAE A 2 08 1A N [8] AR OR 0] SN 2 E BNFTIRIRE, 97 Ak 3 o o iy 4 DA 4k
2k, X¥ )53 Xpert Check #2)741 ) Windows CD ZII3% B %5

4. BEACDIENTTENIDVDIRS 4, FH5e &K HDVDIKE 28 FEEL, DA £
CD REREH I -

LU AR A0 CD 1 SR, IRk SRUFR S, e
S L 4R 2 R L.

= pert Check W T T ———
— -

Cepheid
Write Xpert Check data to CD (# Xpert Check #i#E 5 A\ CD)

Remove the existing CD, and then

insert the blank CD.
(BUHBIA I CD, AJSHEAZEMHI CD. ) #A CD FEF 10 ¥, R)E

AR BT RS T — B e

& 2-31. % Xpert Check BiE S A CD ¥ - B 1

5. HATHCD)E, RFRSEEAM, £x CD EHIRMN. WK 2-32. R
B—HEHEn, HP CD 5 AR5

E PR B G NS, ROviZE R &2 H 3 .

2.22 Xpert Check 1 it 1
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2T

Z Xpert Check

Cepheid

B

Write Xpert Check data to CD (¥ Xpert Check ¥# 5 A CD)

& 2-32. % Xpert Check H#EE AN CD fi% - S 2

6. #RJG, CDEANMES (CD Writing Wizard) %% F]>¢%4% (Burn to Disc) Bf

o O(E 2-34) Batn | 2-32 B SRS,

BRI (K 2-332H 2-37) B TERAESNIEFIITH CD 5K

Fy 5 o

FER—AB%RE L, IR E CD G, RESERERMEES AN CD
HIMU BB T —25 (Next) 2 A FH SR I BRI 44 B 4k
G N M, RN E AR N EPTENUIAFK, BN
“XYZ BB, XA AR T T —25 (Next) . Z LK 2-33,

IO

7E CD Z7R | AR A
& FTENA A R
& Burn to Disc
Prepare this disc
Disc title:
Recording speed:
8x N
New files being burned to the disc will replace any files already on the disc if they have the
[Jclose the wizard after the files have been burned
Cancel
B 2-33.CD AR - T RH
Xpert Check 1 F i}t 74 2-23
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B. WRTLEIRF CD, ARSI E 2-34 HEIRHI B, AR 2-35
SRR, BOREGIEATSE IS, AEXMEN T, W5 ETR
A DIAEAE SO CD. I B N6 EE HAEE AN —IR, XERE — FBATM S
B B E, BT K AR
FAHEIECE AN T SR, I Ha IR b, Wl 2-38 B
7N o

WRAE CD 5N RV ENTIERE R I, fEnT LUK RIE ) ASP B3] Cepheid £ ARSCHF 1705
¥ AEVA TSR P . RS P Xpert Check B2 %242 1), PRI04 Xpert Check SCF Cgl brAr B AL L,
BASZ RIS

w Burn to Disc

Insert a disc

There is no disc in the CD or DVD burner.

Please insert a writable disc into drive D:.

I
I

[ o

Bl 2-34. CD SARET - AR 5ot ARG FFH — w5l

C. fERIIRM M4 CD J5, s i F—235 (Next) 1ZHILI4kS:, HA
RN BTG .

D. fEENZIsLRESY, Fft b aEREs. 0K 2-35.

X

w Burn to Disc

Please wait...

Burning the data files to the disc...
|

Next

B 2-35.CD B | ZIFHERE

E. 4 CD SN, BHBn K 2-36 fianfse. o a g R
(Finish) #Z41LLUEH CD BEANFEF -

2.24 Xpert Check 1 it 1
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& Burn to Disc

You have successfully burned your files to the disc

Do you want to create another disc using these same files?
Ofes

 fles fo another disd

To dose this wizard, dick Finish.

I FEinish I Cancel

A 2-36. CD EAZRAERE

7. fEfMEIELETE CD 5 AR EIEEIR (Finish) #4115, IR CD £
BB BUIR S FEHER (Send the CD to your Authorized Service Provider)
Bide (B 2-37) o MHEELIKEh % H U 58 ) Xpert Check ##fs CD F1
FARRE, WOPER 10 Prik.

Cepheid .

Send the CD to your Authorized Service Provider

' (#1% CD ZREMBBURS AR )

//Cepheid

A

FERHZHT, fils

HEHFUHANT—
&l 2-37. ik CD 2R FZREUEEFRE - P &K 3
8. WIRAE CD EAIREHFHI S, vJaes I RAREER. (S0

2-38)

o WREIEAN CD AL NIRRT R ESE, ERE CD IR A
T CD, ZRJE kel f o B s .

o WMERAEIECE N R, TR AR BERE, OB HAE
o a0 E, BLRER ASP 5 24ith Cepheid $ AR SZFRH T IpFH AL LL S
KRB

Xpert Check 1 F i}t 74 2-25
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HBATEN (EEFHD —BEANRK

o Check

Cepheid Cepheid

User 1

Error writing Xpert Check data CD (5 Xpert Check $(#% CD Hi45)

Error Code 7008, Cepheid System ID 803488:
The CD in your drive already contains data. ) ) _F"e read or write error of
calibration_info_803488_2015-11-24_18-11-55.gxc.

SiEnd s AE AR prees e ban! Contact your Authorized Service Provider
(ERTXshE A CD EAFEdE. BA—KEAM CD FRERERM. D (428405 7008, Cepheid System ID 803488: calibration_info_803488_2015-11-24_18-11-55.gxc
BSOS BURE ASHR . AR RERPURE R

\ BHER

) il(?
\ Hikizd

2-38. 5\ Xpert Check ## CD 4R R — Wil

9. fERIMTERSE, A BRHIFEFFFE R Xpert Check 1M [ (Remove and
discard all Xpert Check cartridges) 72 fiEH (Exiting) JE%e2sHEL
(B0 2-39) .

Remove and discard all Xpert Check cartridges.

fah P ER BA T DAIE (BXH - EFEHTA R Xpert Check FERIE . ) ,
v — RO

& 2-39. BHRE

10, JHIES A ARIRIGIELR Xpert Check H0iff CD b2 15 F A, B3
SR FFENLR/RL . 2 L 2-40 th ERAE R

2.26 Xpert Check 1 it 1
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¥ FPAREESE CD 5% EIEHl
WHH. RN BTN ZFRAIALE .
[ ]
//Cepheioﬁ

REGIEHIFICEEE CD IRk & SR BUE R &
FHIERIREUE LR Xpert Check AR .

<]
[a)
m
-]
T
o
[S]
a
o
-
z
©
5
<
o,
2
%
P
<
<@

B 3-8 5 R

310¢t2018-801698
K>

BrEEd. A E
I Eeneml Hosei‘ral An¥‘rown USA I
0566 (/eQz
40,

,\)SP

Cephg; ¢
/. 904 Caribbean Drive, sunnye®

B 2-40. 35 CD H&RHB]
1. %

T AP B ) calibration_info.gxe #¥E 30 (A7 T HINIS A K Xpert
Check %45 CD 1) FR s SR B i MR AR 02 2R 165 1) ASP B4 i)
Cepheid FARSCFEA T 170 F4b, A HIBZFCD. G0 R ICIEA F T4, i
¥ Xpert Check CD2 SR ML) CD i@ {53, 8544 FLHl o 45 4 B BUIR
Fhetihi (ASP) B4l Cepheid SERSCRFAR ] pgdial, PABEAT Hicdfs i 2 ORAIE
KB R Xpert Check ARG
12. &

&1 ASP B =) Cepheid HARSCRFHBT 1P FALRPAT B ERUE S, W02R
JEy, K HL A S S A [ 5 ) Xpert Check AURS, B AR 45
Z RIS AT E R T

FEHRAN G O ERI MR BRAE RS TR S DA kAT . 720 F 31 ik
CD. wf T3t ok i S Pk 9 LA I 3% 50 CD (A f . 1540 E 1% CD.
13.  HBEWRSHTENL.

FESARE I Xpert Check AUHBR, #0] LALESE (1K R S8 .

Xpert Check 1 F i3 B
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2.3.2 JoiEEEBMERER AP IA3RE Xpert Check (5

HfR RGRIBCE 51217 Xpert Check I AR E A CRIREATAEFTE AR ST s o, JF HARKE B Y
ViR GeneXpert ZZiF NSRS HBLIHSL o WRAELAE RN Xpert Check AURS M FT HE & A AT (TR
YEfzAn | B e, T Xpert Check MR FE R H Y, B a2 SO DR 4 20 o

FEFE TR ERT, 5 CD i\ DVD KEhasi i /N0 fERHSRBIEE G 1IN, Wk CD e 2 & T4E

B,
1. BB
2. BI5ERE Xpert Check I8, 1 B F CD N DVD h#H .
3. e R IR AT (My Computer) , 85 il 423 8O0 &5 48 1 DVD
IKEhs AN R IREN A RS . 2R RN T CD BRSO HREIFF R
B X7 XpertCheck.exe [ #2 )7/ 4 LLJS % A4
4. MRS ERRE4 (USER NAME) F1#R% (PASSWORD) &3 (W% 2171
PIEEERE) « HiES K 2-4 UEFEESR (Login) Fi%.
TERINIEW GG B 5, Al el 5o B 4 iS00 i 3k i Sk %l AR A~ — A
Bi%: (Xpert Check EF%)
i 1 4 A5t 546 76 Cepheid OS #fErb I AR i ASP (FSE) Z Ri#h4T Xpert Check 2
i IAEATED, RERAEH P 42 F 2 n DU e oD IR N ARRS . a0 S P B SRS ELEATT Y, 15k
R ASP 814 L i) Cepheid AR SCRFES 1034k .
5. fildE e EHI Xpert Check £3F5 (Enter Xpert Check Code) %4, 2.
Kl 2-41. %N\ Xpert Check fth% (Enter Xpert Check code) BfHed4 i o
Z 1L 2-42,
Cepheid
A Home (ER)
2
e — ¢
Collect Xpert Check Data Upload Xpert Check Data CD
(GR4E Xpert Check # (_E# Xpert Check #i#
) CcD)
*
R
Enter Xpert Check Code Upload Xpert Check Data File
G\ Xpert Check 1RF2) (_E# Xpert Check ¥R 3048
& 2-41. £FE, A Xpert Check g4
2.28 Xpert Check 1 it 1
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' Xpert Check = il

Cepheid
Enter Xpert Check code 4\ Xpert Check %) Xpert Check RS RF
Enter Xpert Check Code WHYC-mfQ-R5x=-sjZu-ATk2-cfbm-nnpf-4A<v-wwxy-z# K
(HiA Xpert Check {%A%) (* 5 )
YR o P2

& 2-42. %\ Xpert Check {0HS 5
6. %N FTidH N ) Xpert Check 18A5 .
RSP R, %\ Xpert Check ARSI T VEE 28, BAABRTREIRS. T
A T DU AN I T
F. &5 1: FTE1 Xpert Check AASSCAFHIREIAS, SRS ARG I EI T
M R4S . A 2% Xpert Check fUAS TR, EZS LK 2-43,
G. WU 2. BRG] BN UL LA BT A AR R E

FCTA ANARRS S5, A B B o B e G T () T i i Sk AR 2 . IEAER A
Xpert Check fXh% (Applying Xpert Check code) &t . = WK 2-44.

Xpert Check 1 F i}t 74 2-29
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//Ce,oheim

Xpert Check Code File
(Xpert Check A3 3CH5)

Here is the Xpert Check code for the recent data collection of your modules for the system identified below.
(X ZUTHRRE RERR BT HIRIRER SR Xpert Check XA3, )

Xpert Check data collection performed on 05 February 2024 12:59:02 PST
(Xpert Check FrdEUSEERT A 2024 4 2 A 05 H 12:59:02 PST)

(GX X&&MR: ) |GX Instrument Name: My GeneXpert
(Cepheid #% ID: ) |Cepheid System ID: 703773
(ERIFREA: ) | Software Version: 2.0
(#EREA: ) |Data Collected By: GX Admin
(HAZFR: ) |Institution Name: Institution
(SEIEZTR: ) |Laboratory Name: Test Lab
(#7iEhit: ) | Street Address: 904 E Caribbean Dr
(. ) |City: Sunnyvale
(M/&: ) |State/Province: CA
(#R4%: ) |Postal Code: 94089
(ExReH#X: ) |Country: United States
(BFHE: ) |Email: user @institution.com
(FRFENMERIESHAS: ) |Facility Phone Number: 408-400-0000
(HS: ) |Extension:
(FHS: ) |Mobile:
(ASP fX#5: ) [ASP Code: USso1

Scan or enter the Xpert Check code to complete the Xpert Check process.
(A Xpert Check fXABLASER Xpert Check 178, )

Xpert Check S FRr & TG

V+RK-&Vjy-UCLH-N&cs-<r6M-fgam-rnaT-ywWD-ywxy-z#

1. Cepheid recommends that system performance should be evaluated annually using Xpert Check.

(1. Cepheid BiX, RHAFEMF Xpert Check YHE R 4R, )

2. Cepheid declares that the I-<CORE modules in the GeneXpert® Instrument were checked using an Xpert Check product.
NIST traceable qualification standards are used to control the parameters for the fluorescence standards of concentration,
brightness, and spectrum. Cepheid products are manufactured, quantified and controlled under a Quality System compliant
with ISO 13485 and QSR requirements.

(2. Cepheid 7B, BfEf Xpert Check =i GeneXpert® £ 3 H1[¥] I-CORE #ifk. NIST WBHSEinEA T
MO FEEACEIFERSH . Cepheid =@ KFEAE 1S0 13485 fl QSR ERIFBRARMIE. & BAEM. )

Page 1 of 1
(B1m, #1750

GeneXpert® Xpert Check

& 2-43. Xpert Check fRRS3C 4 - 745

2-30
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Z Xpert Check [E=R8C]

Cepheid O

Q= Applying Xpert Check code (IEFERiF] Xpert Check fRF%)

& 2-44. IEZERLH Xpert Check fSHS R =45

H. 7ERH Xpert Check fUl5 )5, Xpert Check 5E% (Xpert Check Complete)
BiFeos B, HoH Xpert Check k5 (Xpert Check Report) HIf7 B 25 H
TILLE Xpert Check (4% H 3% (Xpert Check Data Directory) X1, i
T Fras Xpert Check it & SCAF SO BRI B . 2 WA 2-45.

= Xpert Check _ X

Cepheid
+Xpert Check complete  ( Xpert Check SEf%)
)
&
(B#i 2024 £ 2 A 5 H) Date 05 February 2024 $*Z Xpert CheCK RL“
RN - - = (Review Xpert Check
- | S Status
(#HEE Xpert Check JR#&) D )
Xpert Check Data Directory I‘\
(Xpert Check HRE SO Your results have been saved. Make a note of the folder
name should you want to review your results later.
(CORAAEIEER . WREERMEEE SR,
L F AR R AR D) Xpert Check ?&%Bﬁ
frE

& 2-45. Xpert Check =%

I fibf#5nk o 89 4% Xpert Check IRZS (Review Xpert Check Status) %411
(Z WK 2-45)

J. Xpert Check IR (Xpert Check Status) FEZE<sHiIl. S WK 2-46. #
Xpert Check K7 (Xpert Check Status) SFE5E1, FRINAG A IR & 7E
SR ERUNS (¢ FRoR.

Xpert Check 1 F i}t 74 2-31
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— Xpert Check

Cepheid

M Xpert Check status (Xpert Check }R7)

| BRERY

& 2-46. Xpert Check IR

RSB R Xpert Check #ik 5 CMIBR, BXREK ASP 5] Cepheid Fi AR SCHRFHRIT Fpdidb

& DL SR
7. HREFISCFF C:\GeneXpert\XpertCheck\Reports 11 £0/F i) Xpert Check # 7
A
8. fRFF¥k C:\GeneXpert\XpertCheck\Reports H £ 4= 1) Xpert Check i
R A

A. N Xpert Check i Z4Rk o], 5 WHE 2-47.

Xpert Check #2455 51 AR I A e B B 75 28 S ger Il s 4E 2 i e

i B EET A BRAE B R REER A% PP 51 5 P AE ] 2-47 TR EISR 1 . iF
RAABIRIT IS, TR IZ LT H (1751 53R 28 15 1K) ASP B ) Cepheid
BORSCHF RT3 4L

RESEISYIE 9N

2-32
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/C‘epheid@

Xpert Check Summary Report

Please Note: (iEiER: )

(Xpert Check HERE)

Xpert Check data collection performed on 05 February 2024 12:59:02 PST
(Xpert Check %4 W [ 4 2024 4E 2 A 05 H 12:59:02 PST)
All modules that DID NOT pass Xpert Check are listed in Table 1: Modules Requiring Service.
Gateway Informations are provided in Table 2.
(A AREIE Xpert Check FIRER LI T 1. HEAEBOB R, MAEERE 2. D
Complete test results for each module are listed in Table 3: Detailed Test Results by Module.
CH R SERE MR EE R B T3 3+ FehEbe e A PR 4IMA LS o )

(GX {X#}4F%: ) |GX Instrument Name: My GeneXpert
UXEFF5: ) |Instrument Serial Number: 12345678910
(BHEREN: ) |Data Collected By: GX Admin
(WLF4FR: D |Institution Name: Institution
(5B E 4 FR: D |Laboratory Name: Test Lab
(i Hk: ) [Street Address: 904 E Caribbean Dr
i ) | City: Sunnyvale
(M/48: > |State/Province: CA
(Hl%w: > |Postal Code: 94089
(HZE&HX: ) |Country: United States
CHFHEE: D | Email: user@institution.com
CFEENU A5 S4Y: ) | Facility Phone Number: 408-400-0000
(5HLS: ) |Extension:
(FHLZH5: ) [Mobile:
(ASP ftf4. ) [ASP Code: Uso1
Table 1: Modules Requiring Service (3 1: 75 E4Ef& ML)
Module Serial Number / Location Module Status
R 751540 B D (BEHURE)
210014056/A1 Requiring Service (i Z4if%)
210013602/B1 Requiring Service (75 Z4i15)
210084272/D1 Requiring Service (7FZE4E15)
Table 2: Gateway Information (% 2: F{5E)
Gateway Serial Number MAC Address
(RS (MAC Hihik)
744324 00:21:38:01:37:12
744325 00:21:38:01:37:13
744326 00:21:38:01:37:14
744327 00:21:38:01:37:15
GeneXpert® Xpert Check Page I of 3
G170, 35370
&l 2-47. Xpert Check fHERERH - 5 1 W
Xpert Check 1 F i}t 74 2-33
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CIRIBREDHLAL )
CRIBRAEIED

I JE AT B e e )
CIIER)
IR
CREIRBIHLH D
GEERED

(ICORE Jn##s)
(ICORE JAH)
(IEIRES)
ObR D
(EBF 1)
(REFR D
GERLERAED

/Ce,oheicﬁ

Xpert Check Summary Report
(Xpert Check HERE)

Test (M) 210087833

(C1/06305)
Valve Drive Pass
Valve Label Dropouts Pass
Valve Home Integrity Pass
Valve Timing Pass
Valve Drift Pass
Pump Drive Pass
Ultrasonic Pass
ICORE Heater Pass
ICORE Fan Pass
[Force Sensor Pass
Optical Check Pass
EBF Value Pass
Probe Check Pass
[Thermal Verification Pass

1.Cepheid recommends that system performance should be evaluated annually using Xpert Check.
(1. Cepheid #i¥, MEEFEAE] Xpert Check VT4l ZZi1EfE. D

2.Cepheid declares that the -<CORE modules in the GeneXpert® Instrument were checked using an Xpert Check product. NIST
traceable qualification standards are used to control the parameters for the fluorescence standards of concentration, brightness,
and spectrum. Cepheid products are manufactured, quantified and controlled under a Quality System compliant with ISO 13485

and QSR requirements.

(2. Cepheid 71, ELfliJf] Xpert Check /=11 2 GeneXpert® (X #5 1 [) -CORE . NIST W] 38 J1 465 5 b v F 4% il ¢ ek

S FREADCIESRHERI S Cepheid 7 S KFERT A ISO 13485 F1 QSR ZR KA Rl . @Bz, D

GeneXpert® Xpert Check

Page 3 of 3

(37, L3750

Bl 2-48. Xpert Check FHEMRERHI - 5 2 |

2-34

Xpert Check 1 i i3 B
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24 FERGRRIEFEEBAT

% HIRAN BB KRR, #RGRE LR 21T,

241 #HiBEREK GeneXpert &4t

WERATA Xpert Check A5 [H A1 CD ¥ ST Al 5 1) GeneXpert R4 HHUHE .

L BRI RS, ER RS WG AR GeneXpert F4;
BRAF R PRI

2. ARG AMIET.

2.5 ERUHREE

7 Xpert Check QSRS >

Cepheid

i Information key (f5Eii8)

Selected Not selected Module unsupported Module unavailable.
(Ei##) (M) for Xpert Check (HBEATA. )
(BHARX#F Xpert Check)
A A
l |
Data collection in Data collection Module Xpert Check Retry suggested Service required Lost communication
progress complete complete
(BB REELREST T ) (BERER ) (8 Xpert Check 538 (ERER) (RELR) GEfEHED

E 2-49. EEHIHEE

251 fEHFHEREES Xpert Check KR FH
B BREE VMR R G E TR, IR 2-15 TURPIE B b B AR

Xpert Check 1 F i3 B
303-0771-ZH, Rev.B 2024 £ 8 H
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252 fFEHFE—/MEREES Xpert Check HIREA

PSR AT 5 A ot (PR e RS, I R o [, EECB S R A [ S,
0T #7, KMEE T, RJFEPHRARERE . FHR s M ER 1) Xpert Check
FEFF o

2.5.3 Xpert Check ftHG7E & 4irh S

HA¥ Cepheid #2411 Xpert Check SN H T IE/EALI 1 R4, Xpert Check
AR FER. YRR EH Cepheid AAY i & LRIE Xpert Check ALY )5, 1 H
Xpert Check FAFFARID R B 1 RS LL5E L Xpert Check F2£/7 .

2-36 Xpert Check 1 i i3 B
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