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Trademark, Patents, and Copyright Statements
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All other trademarks are the property of their respective owners.
This product is sold under license from Molecular Probes, Inc.
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IMPLICATION OR BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARE CONFERRED WITH THE PURCHASE
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128 (GeneXpert Infinity RZIEIEAFHM) (GeneXpert Infinity System
Operator Manual) F )V ER¥T FF33ET] .

Xpert Check f#iFHiHA

2-1

302-6125-ZH, f&iTh C 2024 4 4 H



2.2

2.2.1

7/

5.  ¥:FTE 2.2 77 “GeneXpert Dx. GeneXpert Xpress Fl GeneXpert Infinity
HFAAEFRE 7 .

GeneXpert Dx. GeneXpert Xpress #1 GeneXpert
Infinity YeZHMHE

WA BEHAT Xpert Check FEFZHITEFR GeneXpert Dx. GeneXpert
Xpress Fl GeneXpert Infinity HEHLITHUR AR IRLER A ZE M4 5 R T K R
S S PR T v

T I BT R B A R

e I-CORE & TEWM  (Xpert Check a7 & BEFH Y S0

- —URMEFE

i tHiE VSR R B 30 Fb,
I-CORE” 94 & iE S FEH

Lo IEFERNEAE, FAFTIRER.
2. WIHAEL, MBI R A

T ZHT, M GeneXpert FEBRAPHUHIAEME. AR ME, WTRES SR GRE TAEMEEHE T
A/ BRI BRE IS A A N 38 BRA AR A o

3. #K&F Xpert Check A& RHtIIERHR (ZWE 2-1)

JEJehi & I EERR

i

K 2-1. 1-CORE 473 vkl

R BT AR A Sy 4 N T-CORE AELERAE P, 45 fih BV A RIS IS B FX) A FE AT 41 10 T

(LR PRI U T T I LA LS TR

4. W E—UMETFE, BRTFERE A EHA T-CORE BN, B RS
WF, i 2-2 Frow.

HRITARIBEEmA (EERBERBIREE T, XA FER T A0 ZHE .

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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il B BB 7V REAE A (B ZRF S D o KR TN T-CORE BEHRAERT, 705 25 T Jk

f B LIS VE R 2 Ah, ST RSN T-CORE ARERAM . 4 NATAA] HoAB YA 35 7T BE 2> 4R
1-CORE.
ER

R T R B, AR R T 2 AR R MR — SR R 73 7 -

-y
-

[-CORE AHHLAH

o P _-v.wgw« AT a5 o A R R (e ST Ay e e

N EERE
e .
I FEERIEIEN LT,
<l KU, bl
% 5 WPk,

|

B 2-2. KGRI T-CORE Ll

5. CRRITAIEIEAN T-CORE HHerl, EERFIEEIRIN (5D o HER T
TRIFFE T-CORE BRHUEP, 21T Fridiml i A a . R MR BEANE
RN 7 ZAE PR L 30 Ao

. gémeﬁm@wrF@@m%ﬁﬁﬁﬁow@ﬁﬁ%ﬂ%%ﬁw,mx%%iﬁﬁﬁﬁmfg
Ao S EZE RG] 1-CORE #EHut, M b1a R 1-CORE BLHAfi, 2L

RIS 7o TXREPTR ORA st 451 B R T b DTS 23 P S S R g R AR 2

WA, HR AR RF (29 180° ).

PR EZ Rl —ik I-CORE HHkfl.

LR, HRAERERT (4 1807 ).

W, P EZETFRl—IK I-CORE i,

=2 0 W

Xpert Check f#iFHi0A 2-3
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I

2.3

I

bas

baR

i

i

6. FEIRE SRS, BUHHE AR, BEFE, EVEERMEST.
S eI SO BRI % A BUR AR, BT ERRIT .

7. kSRS 2.3 W BUEKEFER: GeneXpert Dx. GeneXpert Xpress Al
GeneXpert Infinity” .

FE K EFE: GeneXpert Dx. GeneXpert Xpress #H
GeneXpert Infinity

KRB AT, s 2.1 RGMER 7 ik ARG TR E .
FEIFAG Xpert Check JIREZHT, HEHETLIEKI MR RIAIATH R GHERCR .

IR, TGRS DRI s bR, £ GeneXpert Xpress R& L 2l b5, it H
Frafh Bt sk Ebrok 5. ffH GeneXpert Dx B¢ GeneXpert Infinity RGN, NIFEAH RExiE
ATIEFE, it B BT AR I Fe ek AR R TE AR o

FE45 CDL Jfi A DVD EXZEhs I /e fERHRBIER ST, Rk CD SEAMAEFLa T .

L OBEKPE CDL JONFERE GeneXpert Dx FEFEML. AHT(E MM DVD TRZ)%:
i) GeneXpert Dx ZRGLLMNITT GeneXpert Xpress #1 GeneXpert Infinity
KRG, G GeneXpert Dx PEIEH FHF. GeneXpert Xpress JH)J'#5m a4
(GeneXpert Infinity RZAHE(ERFM) (GeneXpert Infinity System
Operator Manual) "IV EESE DVD BREHH%, SRJ54 CD 4N DVD IRZH%%.

2. XTF GeneXpert Xpress R4, iHENEDE A FIIFEF; XT GeneXpert Dx
1 GeneXpert Infinity, iHEIEFLIE B THIFEF .

A. GeneXpert Xpress: TEVFHEAUEIM L, b2 A 1HHN (Computer)
KBbR, — A MhSEpE B, BT (Open), SR fARBIIF i EAREER
&1 DVD IXBh#s13E FH IR Bl 88 B S.

M F S s 4T (Open), CD R SCH-BRE 2 Eom oK

FH A, SR Ii E XpertCheck. exe MAHFERF, X4 N4 HHLE,
i Bhz4T (Run) DAMENEBER 2%, BAFCaw Ry, S b ii—
A CRF T B

AT RE T LB (A CD b n#k.

B. GeneXpert Dx F1 GeneXpert Infinity: fEitHALEE F, AH#AdTt
HHL (Computer) Klbr, —/NTHPEHSHIL. BHFTI (Open), 2
Ja B ER DVD IKEh# IIE FH F IR Sh 4 F RS .
MR H SRk BEFT I (Open), CD RSB RE 2 Eon oK
R A ADE XpertCheck. exe WHFER, H NH S HElR, i
1217 (Run) DMEREH 2. BAFC@wgn, 2imbafili—4 “
WF 7 Elibr.

WA e R E L A CD _EnEk.
3. BURTRZ, fsE “ .F 7 BIIRLUSE) Xpert Check F£/F .

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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4. MRS (Terms of Service) BEFesdiEl. 1 RSN VB SO . 14k
ZEET, RGUBENREGERE (MR BiEME (BRI ) ARSI
B E R RS F R HEWE 2-3.

. Xpert Check HA4HLE Windows 7 8% Windows 10 FizfT. ATFMPrnmiIEREE Windows 7 F
iZ4TH) Xpert Check . £ Windows 10 FiZ4TH] Xpert Check #A:-HIGEZ 510,

2020 %€ 1 H 14 HJF, Microsoft ¥ REXHE{T Windows 7 I N ERRAt 24 R fF. &
WAE T3 Windows 10.

IR =ES

https://www. microsoft. com/en—us/microsoft—365/windows/end-of-windows—7-support, | fi#
Windows 7 HFHEE.

A, HAEXHEH Windows 7 HALMEEN], 1EPCREMHT) Cepheid AT,

& Xpert Check Demo - X

Cepheid

Terms of Service (JE%%%)

/ 1 BRI A SR

[CEPHEID XPERT CHECK 1.4 SOFTWARE LICENSING INFORMATION

MG

Cepheid is the exclusive owner of the Cepheid Xpert Check 1.4 Software program (the "Software”), related documentation and physical media, and of all copyright,

trade secret, patent, trademark and other intellectual or industrial property rights except as otherwise provided therein or in accordance with the terms of this Nai kb %g’ Ee ﬁ]
lagreement or notices. Physical media and copies of the Software, whether in diskette, tape, paper or other form, shall remain the property of Cepheid, and such /EE : JX: E& AN /TJ\ . EEJ
[copies are deemed to be on loan to Purchaser during the term of the License granted hereby. Purchaser expressly that no title to or of N

the Software, or any copy or portion thereof, is transferred to Purchaser. The ideas and expressions thereof contained in the Software are confidential, proprietary Z'K/—['?’ﬁ%?f CD 1 l:':‘ o

finformation and trade secrets of Cepheid that are provided to Purchaser. Purchaser shall not cause or permit decompilation, disassembly, or reverse
lengineering of the Software or disclosure, copying, display, loan, publication, transfer of possession (whether by sales, exchange, gift, operation of law or
otherwise) or other dissemination of the Software and related documentation, in whole or part, to any third party without the prior written consent of Cepheid.

License Grant: Cepheid grants Purchaser a non-exclusive, non-transferable license (the "License”) to use only one (1) copy of the Software on the computer
provided by Cepheid with any or Infinity ) and tothe , and to make only one (1) copy solely for back-up
purposes. Purchaser shall not otherwise copy and shall not modify, duplicate, translate, disassemble, or decompile the Software without Cepheid's prior written
iconsenl Ifthe Software is used on a computer other than the one provided by Cepheid for the GeneXpert or Infinity Instrument, Cepheid will not guarantee
performance and cannot provide technical support for problems arising therefrom. Purchaser may not use this single-user product on a network. This License
}enmles Purchaser to use toll-free telephone support as provided by Cepheid. This License is effective until terminated. Cepheid may terminate this License if
Purchaser fails to comply with any of the terms or conditions of this License or of the original purchase agreement Ifthis License is terminated, Purchaser must
destroy all copies of the Software and its related documentation

For Government Purchasers, the Software is commercial computer software subject to restricted rights under FAR 52.227-19 (C) (1, 2).

- | have read and agree to the Terms of Service.

CBRE BT B S5 2K  )

2-3.  JRZ:%&#K (Terms of Service) Bi%e
5. (EFEEZME ARG, BHIER (Login) hH. HHEM
GeneXpert Dx. GeneXpert Xpress Bk GeneXpert Infinity FEEHEH ALK
FIJ14 (USER NAME) FH#5i% (PASSWORD) (2 Bif F# B R4 31 A /0 I 45
B Bk, EMNERERAGEIG, ABiEE a5 5 5 05 a6 Sk 4241 LA
HifE Xpert Check TTSfHr. WHS WK 2-4.

. £ GeneXpert Xpress A& L, MFAEMMTHRAMA. B, SCRERNT B, o OB
P AEE . TR, TR A AR X e

=+ H 4 #855 GeneXpert Dx. GeneXpert Xpress B GeneXpert Xpertise #4-4#FH BIAHIE] .

Xpert Check /# /7 iiHH 2-5
302-6125-ZH, f&iThR C 2024 4F 4 H



Cepheid

@ Login (z3)

(HF4) USER NAME 2

(#1743 ) PASSWORD O-+

2-4.

| AR RS R

/ F 42 a5

DAL T % H R
R, RIFAE F—
MR

Xpert Check &% (Xpert Check Login) Fi%

IR PSSR, BRI T B4R, S LK 2-5,

Cepheid

(Fi/#) USERNAME @ |

l =

(%%%) PASSWORD O-m |

‘ * Required

(* D)

K 2-5. EFEHE (Login Error) %

2-6

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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6. IR EIBEFEAR, KB4 (USER NAME) Fi22fd (PASSWORD) 4% H 275
Hir. WHLE, EFRmAEEIFEIR. EMAEBRERELR)G, i
5 BB AR A R T k%41 LLRTAE Xpert Check 71 5E%E.
7. RHEARIR AR B SR AR e L FI R L
I TESHE S PR S R TEAL 2 30 (ZESB8 17 ), 24T TR R 3
v B T TR T TR TR, P L T A A 1 A 2 (R R

8. fuhgis iy TR FSREE Xpert Check #(#E (Collect Xpert Check

Data) Ktr (ZILE 2-6)

Information) K% (K& 2-7) .

Cepheid

£ E, KB Brs—PMRAER

(Contact

A Home (3:77)

Collect Xpert Check Data

083

Enter Xpert Check Code

I\ Xpert Check 4%
fi)

2-6.

CRAE Xpert Check %(#)

*

Upload Xpert Check Data CD
(_L# Xpert Check ##E CD)

Upload Xpert Check Data File
(LR Xpert Check #distfh)

FT (Home) 5%

N
bR LI Y 7 )

~JF45 Xpert Check

9. HWPERIEE (Contact Information) Fi%k: (LK 2-7 I 2-8) HIEE
— AP, JHERA BRI T B, 8 R B S e I K S AT Sk BAE RS

FiF 2 [81# 5] .

VE GeneXpert Xpress:

5 7 BE R B

BRI AKE

HEE, b “x”

R XA D 7 B 315 BL.

Xpert Check f#iFHi0A
302-6125-ZH, f&iThR C 2024 4F 4 H
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Cepheid

Contact Information (jtz{=5 )

({4 %7 ) Instrument Name : My GeneXpert

(/7% )  Serial Number #f (123456

CHP) User : User1
Chi) Institution [ institutiont
(33%) Laboratory /X [Lab1
(k) Address "™ |100 Main Street
(#5247 ) Address (line 2) " |Suite 202
(4T ) City :E; New York

(#il/45)  State/Province NY
(RS ) Postal Code 10001

(Ex) Country ’;}l USA

B 2-7. BEZR{ZE (Contact Information) Fi%e — % 1 W

FET BT, SR
A . BRSSO 1D R0,
ephe 1D T AL L IR AR

Contact Information (=) — PUANFLE .
CHLF B ) Email useri@institution.com
(HiE) Phone ,/ |408-400-XXXX
(hLE) Ext ) [
(FHL) Mobile N [ — N
, AT Z bR AT iy [ 26—

(M54 075 ) Service Provider i:’; |uso1

L~ MEARER (Contact
Information) JF¥e:

| — Az AR T A BT T
T (Open Module Doors)
Bt

2-8. HE&R(ZE (Contact Information) Bi%e — & 2 T

BLR{EE (Contact Information) FE%: ASP 3RULMARSIRULE 1D ALY U FR K. (Flin:

i USO1. 1203 %)
10.  MEAFTEEER, e REE (Contact Information) B2l 2
GRS E AT 2E S S48 o Ko LT FFEET] (Open Module Doors) B
WZIE 2-9. FIFTHF A BEE TR FFE S N2 .
2-8 Xpert Check i ijiHH

302-6125-7ZH, f&iThR C 2024 4 4 H
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Cepheid

¥ Open Module Doors (77F#i7])

I

fioh 4 B B o 1 P bR
T PR (odule
Preparation) FF#=.

Open all module doors.
CHTFFBTA R )

K 2-9. T (Open Module Doors) B+

1L TR R ,  fld el s oy 7 e e i B R TR A Sk 4%l . AR

(Module Preparation) Bf#ErlfEs I, EoniH BB IE/EAESH, TSR
(Wait while modules are being prepared). (&K 2-10. )

WER, BRI EERARE 3.0.3 B, Ao BBl Module Preparation) FE#e,
% BE SRR A IEAE N BRI 2 / PR R . BB N AN FaE R 2-11 pRoRmbiR, %
PR (Select Modules) Bi%.

Cepheid @ .

B Module preparation (4 )

Wait while modules are being prepared.
(BEBRIEfEAER T, THRE. D

2-10. MiHhuEs (Module Preparation) e

Xpert Check /# /7 iiHH 2-9
302-6125-ZH, f&iThR C 2024 4F 4 H



12, MK 2-11 bR BRI EAT ERAE . RN RCE T, Fra iR
REHCR AR IL NI P TR A
FEZBE R L, R ETE, AT DA A5 i ety A Sl A R PR o X e A
PR AEAS: BV 2 Ak o B ER 2 RO BEHERR T 2% o

baR ST HERR IR (REFETRA) , 18 GTIFEOH) BRERE.

T Xper Crock W T W S .

Cepheid

B Select modules for data collection (34474 R4 Ik B R R st A,

fic e L BB (1 B
BB v

fioh el Fp 12 i Sk AR A
T B

2-11.  RFEHATEIE RERAEIL (Select modules for data collection) JFHhe

E e fUBR GeneXpert-XVI Al GeneXpert Infinity HRZi: fEfife LIEFFMIHN, LA —RIIH
* B, JER ARG LI MRERITAEIN AR, DA R AT i (B 0B A 1A AR B DLEEAT AL

13, fEMAE 2-11 o RMBHUERE 5, fdEe i b a2 i D RE R A &
kA, AR HRERE . R BRI POE RN IR, Al E R b
AR X PLURBEIERFEL (Select Modules) B 5 o I& fr ik £
I 2-12,

2-10 Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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Cepheid

R —— BRI R, 7RI
Confirm module selection ;f,i?;% g!g’ JAE T MBBEAT
A o

2-12.  HAIAEIR%ESEE (Confirm Module Selection) Fi%:

14, WRAERTE PP PR R AR, ToiR R M R TR B O 2 HERR I Ay
fith, HHILTAH R bR (& 2-13) o MR L B — M
B, B IE R ] G5 R BB R EH R IR

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.

(%A Xpert Check MEFRATTMML. AT GEAR @I IR o] £ 1T 7

(Home) J#Br RIE LA F I 46 . )

2-13. &R FEEE N

Xpert Check f# 0 2-11
302-6125-ZH, f&iThR C 2024 4F 4 H



15,  {EMANERERBUER G, ERSaiERREmER R, /B a IR giE
FAHE Xpert Check FF&h[H _EHISIEAY .

pes FNIETF AT 2 05 BOAF i [ R 30T B f AR A B R Y
16, A2 s £ AR ) A 2 B I ) e i [, — T I — MR i
@ o
HEH U i (PR 38 SR P R SEAR AT o E 20V TBAT AT T — U Rt [, ST B A o LA AT ik

17 SR E IR, K 2-14 BoR IEAERRRORE 2R TERS . R4k [
Ja s MR 53— R i DR LU

WRTCIE ARSI, AT A2, BRI R A IR ICR IS ASP BUEHIK) Cepheid FIRSTFRFEFTAA
i A DA B SRR EAS I AR 2 . RR BN IETAICE, BRI ASP B Cepheid 1%
REFFEI IR A AL BLFRIE T

— Xpert Check o] @ =4

Cepheid Q 00:00

T b [ 2R T

¥ Scan cartridge CH#ikE D A1

VE: B GUREE R IR i
AR, FESTHIE A

B, e L. <.
TE— WA, RS ’ L
ST, HeRERILES IS ui
[CIN ) S S ——
1) B .~

et A ek A i
PRIk DA Kl e R
[, . ESEESY i)(?

2-14. FAFEFE 4L (Scanning the Cartridge Barcode) Bise

A ERRER B, BOREITIT GESD FRMERE, RS
NOBER B 200K B B ARG s O) ATRR Il I 2 17

I T2V SRS I B A . AU SR BT Xpert Check I (KIRE il [
i FEFAIE SRR 5, BEERIT] BT MR GE L S INIRERST AR T ALK I e i L

(ZHHE 2-17. )

AR R S S PR, s AR R R T, Al o B SR Bkt . e S B
K 2-15 PRI EINE 1, ZORBEDAE A, 2P R, il s drifn

* (Confirmation) BERLRCHSMURTHER Sk, ARSI RBGLEM I, Abds ot B R /e T fam X [
TR B T R B, B MR T . LR Bt A
2-12 Xpert Check f#FHiiMH
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e sy X BL < OHHH

B i e, FFARSATIF.
B Open lid and close lid (T/F &% %) A1 3 SRR RE i B 28k )
L

Cepheid O LB

Confirm skip (#iikikid)

You have just scanned a
cartridge. Are you sure yo
want to skip it? i B B A i S AT LS A

BRI T — B T e I AR B
[ SUNZEaD)

& &

B 2-15. #filABkid (Confirm skip) HiHe

B. FEahlE (Uil 2-16 From) ESPMELs 1. izbERsime, Sori
ST AN S AR R L R o 30, i o o ol o e JE 78 10 T 4 Sk DA

4

o : FITPRE g

Ind close lid CITJFAI%H) o AR o [

Cepheic Q 000

# Open lid and close lid (T AISH ) A1

Cepheid O S0:00

B Open lid and close lid (I JF A% i)

HEFEE: WRAENNRZ AR b L ASE S, R AN

B 2-16.  FTIFAISG AR il (B S X A5 i [BLOE L — Bl g

Xpert Check f# 0 2-13
302-6125-ZH, f&iThR C 2024 4F 4 H



C.  RVIFEMh L 52 A RS BR T 58 T I DA S AR b L

D. LIRS A B s R R i AR B CRE SR RN [ B ]
HAE o« HS WA 2-17.

e T RN AT R RO ity 2 DGPTSR AR, T 2 TR G K AoF i L a8 R o B s
B H B 2

R L7 INERI 20T 2R

2oy () oo:00 > ERH B R L
¥ Load cartridge ( hnZikes[E ) A1

REFE il [E AR BB

~ Xpert Check =)

Cepheid Q 9000

B Load cartridge ( fin#ke i@ )

TRAHE & F 5 F D ahsd T,
i P et ot ek O

— Xpert Check

Cepheid Q 00:00

B Load cartridge (fn#ksE ) A1

U SRARE T BAT R TR B, o 454 Bl A o JEG A 11
ki 20 DL AR b A BRI E AT R MR B
AR

HEME: ERSIRIEZAT, FORMEERITR

I‘ﬂ%ﬁﬂ"]’]‘ﬁ%*ﬁlﬁﬁ:ﬁ@f BRI ASP e | i\2

iLHj Cephelfi/jii\*ﬁi%ﬁﬁI]ﬁ’&ﬁiﬁﬁ%l]ﬂﬁﬂ% FEVERE, VAT AR S I R E TR 2

IR . FEIGAT AL CNER ORI, 7T DA R
PP AR

B 2-17.  FFES IR

9-14 Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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B R IR A LB, @M T —Mra L, KeiE— >l
FHRRORE A BN T — N IEFE TR, R HEER ], AR
SEAMERIIKRADEHB, 2 ek B BT REdRRE. R
Ja, BB BT I INER I SRAT R AL AR E M 2R, FoRi & D2 TIHR

WO RAE TN i [ R BEBR TR FE k] (HERFPD , RS R Rl — RS E 1,
HEE AR AE1T

LI
U RAE LR RR R REDQ AN FI USR], At s o 5 R 0 1 o 42 DAt 114 e A5
PO ETES) . @EER ASP B4 Cepheid HIARSCHRFEITIAALL, DMEMZEEHERE YL .

18.  FEMn#E G — MR TN G, KA TR KL 20 P a e . i
EIFEIT, B REELAEHITH (Data collection in progress) B
W, WE 2-18 Fis.

EE WA, AR EOE IR BT ISAT OREER, TN 75 B A Ay AT R SE LI, Wb gR 19b &
N 19d fIrid

Cepheid

| W Data collection in progress (ifii %4 iF 7 47H )

(BT, BRI e
TThEEE (21 435 ) .

T AEZoRBIT, MR IE
FEREAT I

R R G AR AT P
' TH20R AR

K 2-18. #JEHKEE (Data Collection) %

i GRAEBA M IER:, EEEE 2. 2.1 WL TMATE TR IR, WA TN g, TE4kS:
EIEHIN S 19,

19.  EMRRZERE, BEE T ST A E T B SE K. BetHils
K 2-19 80 2-20 FR BRI BRI R 5. fb 4 el fa o ) A5 Sk DAk 2t
A, B 2-19 EIRSERUEINN Xpert Check #i#fREE.
RS N, fd Bl R T B RS R Y A E AL DL UG4S Xpert Check
TR R _EHEF] Xpert EHEH L.

HEHI IR GIRICIIE LA ST, SR E A H ARSI 1 IE .

Xpert Check f#iFHi0A
302-6125-ZH, f&iThR C 2024 4F 4 H



= pert Choc S T T T — -
— B -

Cepheid . SR

:l Press arrow to continue ( #%#;3kbI4k4: )

fish 5 B B DAZR 82 3 R — A
BE% o

TE: AEZoRfI, —AMERIE
FEREAT I

K 2-19. WA5ER (Test Completion) ff¥: — Al

B.  WHMNAA L), I 2-20 hEURIIBE, BIRBHUIRES. 0
FUF AT NG A5 s B o B N AR Y ST

BB A T o LR
ik S 7 ) s 8 [ — A B
BHIRE M EEFIS TR T

e ofistl.  fupEek ]
LA SEHEAT 1T AS ST R
ZILE 2-21,

Hi bR Al A DL
i

E: izt 4
BEPLIEAE AT I

2-20.  WHAZERL (Test Completion) Bi%E — AR EL R

C. HEIRADRIHIBELIRET, %5 R4k 57k (anlEl 2-20 Fr
R, BRI AL (Confirm continue) e, S WE 2-21,

2-16 Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H



2T

TR [ 3] 42 B o Bl 4k 48

(Press retry or cepheid . 00:00
continue) Jif e A B R bR (ko )
1O, f s ol &

H Press retry org

Confirm continue (#i\4ks:)

(D EE DAL
AL E R, &
FERE TSRS XL
B A S PG -
)

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

modules will not be checked.

BRSNS F AR e
8o O L E A S RN
(Confirm continue) J5f%E)E

—

K 2-21. ®aiAgk4: (Confirm continue) FE2INE M

BT kB gk sz, Bl p il 4k 225 % (Confirm continue
Screen) BINE I LA Fik 4k 4, EEAZIETUE S BN 26 FRid 5
Ped Frdt ik, B urPiR 20 Bridtis b sk & il .

N RIS A A 4R 22 (Confirm continue) 5% AL MIA 4L
X BEbRR A B B E RS (Press retry or continue) BfH:PAE i
CEHIED pRiciiish, BT EMEIIPE D #iR,

D.  WURMIERKENR (FERRREKE 2-21 B ER), il i
R, IR BRI (Scan Barcode) Bide (K 2-14) LA5E
5 R I 32 S R R
THER, HH AT A PR A
D EAIFE— e B0, 7R H B B RO
R EREMPIDEE LS R L

2) fHERGETRORE G B WOREE R AR, SO, SR e
SR I AR b IR SRS L R R A B B ok
A i [

EBATEFIRAERES, WRMAS 5 Xpert Check £, FIReE BRI, WELHIMA
VE Xpert Check FESLIH, HERREM ASP 243 Cepheid HIARIFMI TP AAL . LEBEIT AR R
FE#IE4T Xpert Checks

FESERL Xpert Check ¥ REEERE)E, W€ T E4EB MBS LUE R I brpric (WA 2-
i 20) o W YEAE B BT T P P, TEIR ARG MY ASP B4 Cepheid BARSIFFELIT
VIYAL LR

20.  FEIBUAT Xpert Check K REERINTEMIA, WIREAT B I ELIKERE,
e iy AT Sk LB R & 2-22 TR EOREIBRRE. AR, AEMARATE
HRWIERE, BEAE Xpert Check MURIYIA] ¥ R B AEISAT A A TR YIS,

Xpert Check f# 0 2-17
302-6125-ZH, f&iThR C 2024 4F 4 H



ol B 1Z B R AR L 2
Eﬁi’??iﬁf ;&éﬁ%ﬁ% Error Code 5037, Cepheid
System ID 803488:

(Write Xpert Check Data to System failed to upload Xpert

CD) / Check data. Proceed to write

. WA 2-31. Z Cepheid Xpert Check data to CD. Try
to upload CD later, or contact

| Cepheid Support.
B (45i%%H9 5037, Cepheid System D 803488: H%
% Tovk 4% Xpert Check #i#i. #4k4:¥% Xpert Check
HHEE N CD. RYfEZAR R38Rk CD, SEER Cepheid
XHE )

A RE BN I — T8 Xpert Check fXIZ44i% (Download Xpert Check
code error) FEHiak FEA R 1% (Upload incomplete error) s

(B 2-23), $E8R1E¥ Xpert Check S AEHE CD DMEAFIRLGER
ASP BCUHLIY) Cepheid FiARZCHFESI T AL, EIXFHEH T, REEBIARFE
PP ER 4 (FE58 2.3.1 1R JFaab i sl, CAERBE BB MIER T
P 4kst,

FEAHIBATH HIRPOER BT, RGN IEWASHT CPIR 21) JFH Xpert Check URBRIIT

2 STH, WE 2-24 .

Cepheid @

£ Uploading Xpert Check data ( -# Xpert Check (i)

~

Cepheid

2-22. k%% Xpert Check ##fi (Uploading Xpert Check Data) Bi%s

Cepheid

K 2-23. E#HAEEERE (Upload Incomplete Error) FE%:

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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21.

g5 3 Xpert Check RS, X EHREHUT BRI E . WRAE T
B2, ¥ EZIFE Xpert Check 8L, ES WK 2-24,

WSR2, 25 (R 2 75 B YRS Bl #J H 2 ISt b b
it. WFEH—FSHE), 1EBER Cepheid MG X4HL ASP 8% 4HL Cepheid
HARSZFFR T TIM AL

 Xpert Check

Cepheid @ U; .

& Downloading Xpert Check code (iE7EF#; Xpert Check ftfi})

K 2-24.
22.

IEfE T &, Xpert Check 0% (Downloading Xpert Check Code) 5i%:

1E F# Xpert Check MIRAEEHE )5, Xpert Check U< H T H6:4N A K
Dhps s, ARG AREe O UinS + 19, S ILE 2-25. Wb R,
B IR IE R 2 2T o

Xpert Check f#iFHi0A

302-6125-7H, f&iThi C 2024 4F 4 H



— Xpert Check

O 2 4 Xpert Check [RISRI T4HMBEHHY,
@= Applying Xpert Check code CIE7E[N ] Xpert Check f{/5) 11 s () IS InEER O Rk R B4 .

Cepheid

W Xpert Check status (Xpert Check R7)

— Xpert Check

R A AR I T g
BRI (B4 mMARINS (5, iF
FEEER ASP B4 Cepheid FHARIHF

AR L= 00/

K 2-25. IEFEMH Xpert Check U5 (Applying Xpert Check Code) %

i FER 2-25 thiRoRIBERED, A LSBT RE R 7 SRS AR B SR ARk T AR K

23.  {EFTA Xpert Check ARAY R TMHAIN B G (R B = 1
UL L) , Xpert Check 58 (Xpert Check complete) BEFHefs ¥,
HZWE 2-26. ZFHER Xpert Check FHEIRERIMNE, WA FEAE,
AT EE

. Xpert Check o] & (=3

Cepheid

-I-Xpert Check complete (Xpert Check &) .
| _—— &% Xpert Check JRZS

() Date 04 May_ (Review Xpert Check
Review Xpert Check Statusf| 5/ Status)

(Hit% Xpert Check {RZ)

C:\geneXpert\XpertCal\reports I

Xpert Check Data Directory
(Xpert Check ¥4 H3)

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

(BRAEEME R, IRERE B AR G AR, TR
ek ) \

Xpert Check R&MINIE

N >IN ccl

2-26. Xpert Check 58/% (Xpert Check Complete) Fi%:

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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24.  WUHFIFEFFER Xpert Check FEfu. WHZMRAFE A E (DI EFAT
AR ED) o M5ER, b iR H ErR LR BT . 1
Z LK 2-27,

' MR T, WA
I R (B0
2-28) .

Remove and discard all Xpert Check cartridges.

bl s, REEMIA UR i1 JFEE SN Xpert Check HEMTE D |
A PERIY s J— ™~
B 2-27. BHEEF

25. X HEMIE R A EARRHFT R, A HIE 2-28 F R
B %o

Cepheid

Are you sure you want to exit?
(e BZhR e )

figh 5 g B oy A IEIR A 4 fio A5 o B AR A IR R

K 2-28. #aiAiBH (Confirm Exit) Bt
XONIERH MBI P 528 Xpert Check M.

e HR BT, FRREZBURS RSN Cepheid FHAIZFRR T AL .
% EHEER Xpert Check 455, EZ WA 23 ME 2-26, HH Xpert Check Z5HEM Xpert
Check #EMLEBAEMNE.

Xpert Check f# 0 2-21
302-6125-ZH, f&iThR C 2024 4F 4 H



2.3.1 XFFAREELBMEIH K Xpert Check 581

ST ARERE BB, TGRS 200, BREREE 2.3 FidPl 1 &
W19 DCREHE.

Lo XWTEZEEBMNEHF, AR RITE 2.3 PR 18 18R KL IELE
47+ (Data collection in progress) Bi#ELA A& 2-18 FiHIEHE 46 .

rxmc,mi--—-—-——
-

Cepheid O 00:18

W Data collection in progress (i R4 IEZE 4T )

PIbRR R B0 TLKME %

(e N i A R T 7 et
FIFHI T (18 224 o

2-29. HIGKEILEAHITH (Data collection in progress) 5i%e

2. FEMBGERUA, BEERTTR AT HAESR EOT T 2K 5B 2-30 Fis
P 5 A BAFR) B S E L o 5 P ol e 0 14 [ A Sk AR AR R — A
B %

‘XpenCl:e(k----.-—--- M

Cepheid ‘ LB

-l Press arrow to continue ( %L bI4k%: )

fih B B T AR TR — A
Ji# i o

2-30. MR 5EA% (Test Completion) Fise — A%IH

2-99 Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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3. ¥ Xpert Check HIEBEANEYE CD (Write Xpert Check data to CD)
HIN (E 2-31), KSR DVD ahds BRgset (Eject) F%4EHLA
BIRIIAE R Xpert Check {4 CD, fH#&nI+H N2 A MG CD.

i FEULI BB, R AR CD EAZE] DVD SREN I E NG o FERPAIREN S G 1IN, #fR CD 58
STRAEFEAE T

T A E A 7 B ELIRE A F PS8 AT AR, SRR 2 25 ELIBE I B R U 38 — MR B
% (B 2-23), MIRFELETE 4 FFih, SEFI0T 12 UIWRE EHRER.

T, #A CD FEE 10 Bey, JFRGHETE B3 TFRIMS, S35 Aok sos ardk 47 3k A4k
7+ gk, RN S CE SR 2 N RN SAS BTG, AEeip G pri e gk, X
¥ 838 Xpert Check FEFFFTHHI Windows CD ZI5%FE%E,

4. CREAM D FAUHENLK DVD XEhER N, SRJEKREF DVD IXEhAS LA IR
CD B

FiE— N, AARTAIREAF LR CD M SR A I S 3. R A PR R 3,
THRMEANT, AR5 R fih 5 e o ol piT b 4% A1 4k 25

T Foert Chack WA W S — T —

Cepheid
Write Xpert Check data to CD (4 Xpert Check ##EE N CD)

Remove the existing CD, and then
insert the blank CD.

(B AR CD, SRJEHEAZ A/ CD. )

A CD J5#EfE 10 0%,
SR R B B Ty AR SR B T —
A o

\
\
P>

{

K 2-31. ¥ Xpert Check ZFHIEE AN CD (Write Xpert Check data to CD) Fite — ¥ 1

5. fEHATEAM CD J5, FREBRAEERN, £k D SHiRm. ES I
K 2-32. ke ER, 5HE D BAEAETEK.

i AT b EEAR B NI S, BUAIZE R 2 B 3.

Xpert Check f# 0 2-23
302-6125-ZH, f&iThR C 2024 4F 4 H



7 Xpert Check (o] ®

Cepheid @

Write Xpert Check data to CD (¥ Xpert Check #ESA CD)

K 2-32. ¥ Xpert Check FIEE AN CD (Write Xpert Check data to CD) Bi%ke — I 2
6. HRJ5, CD BEART (CD Writing Wizard) siZIxF)65 (Burn to Disc)
BEEE (B 2-34) B4 bR 2-32. BRI BRI S 5% .
M NS RER, BN CRMBER (K] 2-33 K] 2-37) EIox CD HAFE
?ﬁ%o
©  Windows® 7 FIJ: AR I THER M 5R%E
«  Windows®” 10 /7. 1E KIS,

A AR L, ERIPRBIEER CD 5, BRPEORIEMEREA
1) CD M FR. WU R B dr N 25 (Next) $Z4H DAME T H B ERIA
PRGN, Rz, RN E NG ERP R 2K,
flan “xXvZ Bfe 7, ARJEMEER SN —2 (Next) . 1S WA 2-33.

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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£ CD &R/ Sefthr@irp
BENIEFTIENLA B4 FR

-~ A
&) - Burn to Disc

Prepare this disc

Disc title:

JAug 01 2014

Recording speed:

New files being burned to the disc will replace any files already on the disc if they have the
same name.

[Tl Close the wizard after the files have been burned

|
T9F (Opening) B#%: - Windows 7

~ & Burnto Disc

Prepare this disc

Disc title:
Oct 30 2018

Recording speed:

8x N

New files being burned to the disc will replace any files already on the disc if they have the
same name.

[Jclose the wizard after the files have been burned

#TJF (Opening) FE#%: — Windows 10

2-33. CD G ANFEF - #TH (Opening) Jf%

B. W AKIRA CD, K 2-34 FEIRPIFREATREHIL, mA R 2-35,
SRIGIENTT GRS, EXFH T, 7582 mT ARG S
K] CD. A REEBAN—IR, XEWE— AR CHEEHIFDERE, X
B B K AARA
B EIE RPN B R B S 8UE RS, WA 2-39 B,
WRAE CD B NS FEATAT I A A, S FTHE RS0 ASP B4 Cepheid HiACHFMEI 1/ AL

it CLFoREpBI. BUERH] Xpert Check BIEXTER YR %4, BN Xpert Check U A ORAT IAE
ft b, AR EREEE.

Xpert Check {#F i 2-25
302-6125-ZH, f&iThR C 2024 4F 4 H



[ —— I

&) (4 Burn to Disc

Insert a disc

There is no disc in the CD or DVD burner.

Please insert a writable disc into drive D:.

WA—9K)6EE (Insert a Disc) % — Windows 7

~ &2 Burnto Disc

Insert a disc

There is no disc in the CD or DVD burner.

Please insert a writable disc into drive D:.

{iihatkind of disc shouid T use#

' Cancel |
WHA—KEEE (Insert a Disc) HFE%: — Windows 10

B 2-34. CD BN (CD Writing) F&FF — #AAIBYA LAZkS: (Insert a Writable Disk to Continue) JF¥
VN
C. TERIHIRBAMm4 CD, filidalpdi N—2 (Next) IZHIA4RS:. S5 AT
PR H BTG
D. FEBAN/ZIFdfEF, REDESEIES. HS LK 2-35,

Xpert Check i ijiHH
302-6125-ZH, f&iThk C 2024 4F 4 H
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U ‘_i: Burn to Disc

Please wait...

Adding data to the disc image...

Please wait...

Performing final steps to finish this disc...

Estimated time left: 30 seconds

Net
AR (File Burning Progress) Si%e — Windows 7

X
“ & Burnto Disc
Please wait...
Burning the data files to the disc...
|
| [

N AHZ)GHEE (File Burning Progress) Bi% — Windows 10

& 2-35. CD BN/ ZIZi##E (CD Writing/Burning Progress) 4

E. 3 CD HASEHN, E 2-36 FrnsfbEstg i, Al pdgh )
(Finish) #Z#HPLBH CD BARERF -

Xpert Check f#iFHi0A 2-27
302-6125-ZH, f&iThR C 2024 4F 4 H



You have successfully burned your files to the disc

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

[7] Yes, burn these files to another disc

To dose this wizard, dick Finish.

(G Come )
58K (Completion) Ff#%= — Windows 7

& & Burnto Disc
You have successfully burned your files to the disc

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

To dose this wizard, dick Finish.

[CEn I} ~ Cancel |
58 (Completion) BFE%E — Windows 10
K 2-36. CD B A5 (CD Writing Completion) GE%:

F. £ Windows 7 &AL L, EMIISA CD J5, EAEIE 2-37 iR
(GEe. FEAKSE AT, MBS alE (OK) $54H 06 2 B BE 57 REH
%Ko

Compressed (zipped) Folders l&]

Please insert the last disk of the Multi-Volume set and
click OK to continue.

K 2-37. CD BAZMJG Windows 7 HIH& 5%

7. fEMEIERDE CD BABERE B (Finish) %4, & CD REMBAUR
S 32t (Send the CD to your Authorized Service Provider) Bf%eks Hi#l
(Z LK 2-38) o ML IRBhAS FHCH 5E ) Xpert Check % CD FHifE#
WREE, WsbYR 10 k.

9-98 Xpert Check i ijiHH
302-6125-ZH, f&iThk C 2024 4F 4 H
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Cepheid

User 1

Send the CD to your Authorized Service Provider
(#5i% OD SRR HAERS )

//Cepheid

A

VTR, e ol A

ARSI F— -
2-38. it CD EEAIFAURSSHRMER (Send the CD to your Authorized Service Provider) F%: - &
% 3
8.  WIRAE CD B NIFEH BT AT I A Az inl i, 45 RIS & T R B IR o
(Z WK 2-39) .
o WRECHAN D FA WA MR R RN EdE, B CD
FEEA—KR T AR CD, AR5 il el B o H A I Aw
o WM KRARNECE AN, ANERPI BRI, S IUR BT

maRE, KAK
.

] ASP BY4Hh Cepheid FARSCFEERITIA AL LT R

SHATTEN (B HHE

T pen Creck

Cepheid

The CD in your drive already contains data.
Insert a blank CD and press the retry button.
CERIRalEs T CD oA EdE . mA—TK AR O JfFigE Rz, O

I - EGO]
\ HX KR

K 2-39.

—BE AR

— xpen Chec e -

Cepheid

Error writing Xpert Check data CD (5 A Xpert Check %{#E D Hift)

Error Code 7008, Cepheid System ID 803488:
File read or write error of
calibration_info_803488_2015-11-24_18-11-55.gxc.
Contact your Authorized Service Provider
CHERAREYD 7008, Cepheid System 1D 803488: calibration info 803488 2015-11-24_18-11-55. gxc
PSSR S N R . IR B B BUIRSS SRR )

BN\ Xpert Check ##i CD Hi4: (Error writing Xpert Check data CD) Fite — Wi/ N7nfl

Xpert Check f#iFHi0A
302-6125-ZH, f&iThR C 2024 4F 4 H
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MR TER G, AR HFEFER Xpert Check FEf[H (Remove and

discard all Xpert Check cartridges) JHEHIBH (Exiting) FEHeaHHL
(ZIHE 2-40) .

Remove and discard all Xpert Check cartridges
R IEEFEHTA I Xpert Check i [H. )

fish 5 B B LUR R o

2-40.

B (Exiting) Bf%
10.

FHREAERIRIGIE) Xpert Check %idfg CD A% L5 F HMH. AUAHFRIN
MPAT MR B FTAENAE / A2 B ZIE 2-41 PRIFRER .

— T Ve HPHSEEEGR D FRAS b EH
NEH. SRR BRI S RRILE
[ ) [ )
//Ce,oheid&
/ - \
| / \ \

REEIEHNIEEHE CD WiARZE T BE S 2L
Bt 0k U GE IR UG IS R Xpert
Check HAACHY

HH - A riR

PITEENLAE . AL

General Hospital, Anytown, USA

5
R
6}8

Ce, R
Phejq ae.C
-~ 904 Caribbean Drive, Sun™" B
— o

2-41.

Hym CD Fraean

2-30

Xpert Check i ijiHH
302-6125-ZH, f&iThk C 2024 4F 4 H
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1. Ak ER calibration info. gxe HE XM (AL T-WIKIE AH Xpert
Check #¢#& CD ) FHidid B WS fb B dl SO B ik ASP, B4
Cepheid FHARSCFFLTTIMAMTAEMEE CDo R o FRBAFA & — LT, K
Xpert Check CD2 JRAFHFIT CD iZi%(5 & vh 3 A4 M MR BUR 55
FEALRS (ASP) BYH) Cepheid HEARSCREMITIMA AL LLEAT H4E Fi & frilb s
BHA R Xpert Check fRAG.

12. &K ASP UML) Cepheid BORSIRFHSIIM AR HAT RERIEH I, FF
HAnR sy, Kl o7 4 s s [ 456 Xpert Check A0S, BT
Z TS MATRE AT AT

EFEHEH AR R W2 ORAFRITIT I S e AR DU KR - 1520 B3

£ CDo it B R A s 9 HR IR A ¢ A B2EFEREPE CD.
13.  HEJBHH GeneXpert Dx. GeneXpert Xpress B GeneXpert Infinity FRZA
THEML.
W+ RIS Xpert Check fURDI, AT LAk SEA4E FHE IR S
2.3.2  NARERE BRI P ES Xpert Check

2 Xpert Check ZATHI, MRAGETHFMEES  RIRIEAT A 5B 88 3 BA #iid
GeneXpert RGFE ML EHB M ZITEN AL o WREEYEREM Xpert Check ARIHRN

= P2 18T BE AR AR TR YEAB A / S e, BT BRI 2 B T Xpert Check Mg #E
1 H .

% UL BT, 5 CD 4l DVD BREhER P B NG fERMIIKENa & T, BifR CD 582 ST A
F.

1. JBH GeneXpert Dx. GeneXpert Xpress ik GeneXpert Infinity %HAf.

2. BZEWH Xpert Check IIHE, WEHKHAF CD BNIER: GeneXpert Dx Y
GeneXpert Xpress X ZRHITHEANLET DVD BXEh#8 N EL GeneXpert Infinity MY
H AR 25 e iH AL

3. e IR AR My Computer), 4Rt /E 8o0td 45/ DVD Bikzh
# FIEHRS s F T R, BEARMT D _bErscfl. &R, A5
B I 42T B XpertCheck. exe NIRRT / PREESELLE s

4. FBFEH GeneXpert Dx. GeneXpert Xpress BY GeneXpert Infinity F8EH
/44 (USER NAME) FH%5H5 (PASSWORD) (ZULE 2.1 5ff) “ HE”
). RIES WK 2-4 UAEER (Login) BFa.

NGRS R EIG, Bl s b i S a2k m Sk el CAmr A~ — A4
% (Xpert Check ETFEHE) »

A 4 %55 GeneXpert Dx. GeneXpert Xpress BY Xpertise #/HF ABRIAEE . dnBH/S ASP
e (FSE) ZHiHWAT Xpert Check FHIMTEANTEING, WiFRALR ;42 F% b8 DL E ol B4 AAAS . 40
BHPAEBACEIAEARTTH, HEARER ASP S &4 Cepheid FARIZERERI TP AL,

Xpert Check f# 0 2-31
302-6125-ZH, f&iThR C 2024 4F 4 H



5. fihfE i N Xpert Check fUFY (Enter Xpert Check Code) 4. 1EZ
M,
2-42, i\ Xpert Check fUhE (Enter Xpert Check code) FEZe ¥
WZILE 2-43.

Cepheid

A& Home (:77)

E *

Collect Xpert Check Data Upload Xpert Check Data CD
CR4E Xpert Check % (% Xpert Check %
i) D)

*

QH#

Enter Xpert Check Code Upload Xpert Check Data File
(ki Xpert Check fUH3) (_L#k Xpert Check ##E3f4)

a2 \
K 2-42. FET (Home) %, HE#iN Xpert Check {8 (Enter Xpert Check) F%4H

. Xpert Check

(o] & ==

Cepheid
Xpert Check fUAE=

Enter Xpert Check code (i \ Xpert Check %) - P E N X

* Required
(G739

Enter Xpert Check Code Q/HYC-rnfQ-R5x=-sjZu-ATk2-cfom-nnpf-4 A<v-wwxy-z#
C4fi\ Xpert Check fRF%)

Y7ol nd DA

2-43. i\ Xpert Check fUF% (Enter Xpert Check Code) e

9-39 Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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% F pridf N &R Xpert Check fRHg.
Bz B, N Xpert Check fUiH 2R, XEURTEMASZ. N

I TR BTN E T .
Ao IR 1 (UEH T GeneXpert Dx B GeneXpert Infinity RGH/) :

D.

AR SS L R TR NS 1k, i T R O
FIEFR. Xpert Check VRS (& 2-44) SHBIAEGEKIFESR L. 2K
T AT 2% A I S 6 BRI RTEAY, /N0 LLIRE G A jF?jE‘“E’JH?EH%%
MRS AT . A% Xpert Check ARBSSCHFHIREI, 15Z

K 2-44.,

I 2 GER T RS « TE—4r Xpert Check ARG, SRJEAL
HARZRFRITE T LB . A% Xpert Check ABS LI,

WA 2-44.

W 3 (EHT GeneXpert Dx Al GeneXpert Infinity RGEH/) :
B 1) S 7~ K AR 2 7 SR FEORY I 2 A ARES (Enter code) BfFEo

RSB fEE 2-44 LEF.

I 4 GEFTIA RS - AR5 BT BN U ERfE B T
UNAMEE SRR

I ANARDS 5, B Bl oo B S R R AT gk Sk DAk 2. IEZEN A Xpert
Check 1R (Applying Xpert Check code) FHf L. S WK 2-45.

Xpert Check i FHijiHH

302-6125-7H, f&iThi C 2024 4F 4 H



(GX (UBEH :

( Cepheid &4 ID :
(BRHEERRA
(BIEREA
(HEEH
(RBREEWH:

( #TE ML

(/™

(/&

( BBYR
(ERHX :

( B FHR :

( FRENEBESE !
(BH5

( FNEMW :

(ASP %5 :

Xpert Check

//Ce,oheim

Xpert Check Code File
( Xpert Check 533X 4 )

Here is the Xpert Check code for the recent data collection of your modules for the system identified below.

( XRUATHRRE R SR EIRIE B IR R &M Xpert Check A8, )

Xpert Check data collection performed on 30 September 2020 15:02:31 PST
( Xpert Check U gt E 9 2020 & 9 A 30 H 15:02:31 (PST))

) | GX Instrument Name: My GeneXpert
) | Cepheid System ID: 123456
) | Software Version: Xh1.5
) [Data Collected By: admin1
) | Institution Name: Institution1
) | Laboratory Name: Lab1
) [ Street Address: 100 Main Street, Suite 202
) [ City: New York
) | State/Province: NY
) | Postal Code: 10001
) | Country: USA
) [Email: user@institution.com
) [ Facility Phone Number: 408 400-0000
) | Extension:
) [Mobile:
) LASP Code: uUso1
Scan or enter the Xpert Check code to complete the Xpert Check process.
(A=A Xpert Check XEBLATER Xpert Check B8, )
B4

ESIAL

VDQ&-k<4x-Tkq3-@yww-s@DZ-Hgam-nnpA-d88U-xwxy-z# I

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

(1. Cepheid W , S F A Xpert Check iFfERGMRE, )

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 783 , EfEF Xpert Check = @# & GeneXpert® {X 85/ |-CORE 3R, NIST AlBMEE R FHEREITHX
RE, STEMEERENSH, Cepheid =MEKITAE 1SO 13485 M QSR ERMRBHRHIE, EEMZH, )

GeneXpert® Xpert Check Version: Xh1.5
(GeneXpert® Xpert Check hiAs : Xh1.5)

K 2-44. Xpert Check fRHGfE - RfFl

Xpert Check /#FiiMH

302-6125-7ZH, f&iThR C 2024 4 4 H
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. Xpert Check o B =

Cepheid O

@= Applying Xpert Check code (IE7EifH Xpert Check f{A%)

Kl 2-45. 1EfEMN A Xpert Check XY (Applying Xpert Check Code) JBfZ/nfil

E. fEMNH] Xpert Check fUhE)5, Xpert Check &/ (Xpert Check
Complete) JF<HHL, Hd Xpert Check #t45 (Xpert Check Report)
HIAL B 2 ILZE Xpert Check % H % (Xpert Check Data Directory)
X . WHTRE T Xpert Check & SCAFMISCIFEEAFIN B . 1H 2
2-46.

'~ Xpert Check

(o] @ s

Cepheid

= Xpert Check complete (Xpert Check 5E&)

| — 1% Xpert Check IR

Review Xpert Check Statusf( 5/ 7N (ReVlQW Xpert

(% Xpert Check 4R Check Status)

C:\geneXpert\XpertCal\reports I

Xpert Check Data Directory
(Xpert Check i H %)
Your results have been saved. Make a note of the folder
name should you want to review your resullts later.

(BIRAFEILR . WRER R AR ERLR, ERX

fESeias. ) T~ Xpert Check % HIHL
=

= OO

2-46. Xpert Check 58/ (Xpert Check Complete) Ff%:

F. fitfe i85 #% Xpert Check IRE (Review Xpert Check Status) F%4H
(ZWHE 2-46) ,

Xpert Check f# 0 2-35
302-6125-ZH, f&iThR C 2024 4F 4 H



G. Xpert Check JRZ (Xpert Check Status) FiseaHiHl. 15K 2-47.
1F Xpert Check ARZA (Xpert Check Status) FEFerh, RINE & fkEess
TRt I B RUnS () FRor.

— Xpert Check ==

Cepheid

M Xpert Chack status (Xpert Check RZ)

 / B Th

2-47. Xpert Check JRZE (Xpert Check Status) Jfie

7 WRIFENLER Xpert Check i S MIbk, BERER ASP si4Hbf) Cepheid FiARIZHFFIBITIHA

7. HBICHIE C:\GeneXpert\XpertCal\Reports H VA KH] Xpert Check F

&
A
8.  HRIEIE C:\GeneXpert\XpertCal\Reports F A Xpert Check 1

R S

A.  nFE Xpert Check HZEHRZRE, 1HZ WK 2-48,
Xpert Check i Z4i & 71 HMAAS Rl Dh H 75 22 3 0 X B 412 A B
B E IR e gy 5 TR 2-48 R ERIER 1 N
BORAEAERT, KX LA 725 3R AL 1 1 ASP BT Cepheid
HARZFE 14t
M5 B IR IR 2.

2-36 Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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//Cepheim

Xpert Check Summary Report
( Xpert Check #ZERE )

( GX X ZFAE® : )|GX Instrument Name: My 6Color
(2 F515 : ) |Instrument Serial Number: 12345
(BIEREA ;) |Data Collected By: User1
( ML¥EF ) |Institution Name: Institution1
(SRBEEF : )|Laboratory Name: Laboratory Sunnyvale
(#fEHt ) [ Street Address: 123 Main Street
(™ ;) |City: Sunnyvale
( MM/# : )|State/Province: CA
( #R4% : ) |Postal Code: 90001
( ERHMX : ) [Country: USA
( B FER4E : ) |Email: User1@Institution1.com
( FRENFIBESHT )| Facility Phone Number: 408-400-XXXX
( #¥5 : ) |Extension:
( FHBE : )| Mobile:
(ASP #2433 : ) |ASP Code: US03

Please Note: (i&EE : )

( BERHTTEN R

Xpert Check data collection performed on 30 September 2020 09:37:04 PDT

( Xpert Check ZIEUSERTIEIS 2020 & 9 A 30 H 09:37:04 (PDT) )

All modules that DID NOT pass Xpert Check are listed in Table 1: Modules Requiring Service.
Gateway Informations are provided in Table 2.

( FTERIEE Xpert Check IR FI TR 1 EELBHER, MXEFEERK 2, )
Complete test results for each module are listed in Table 3: Detailed Test Results by Module.
WHF 3R 3 RERBEFINFERN AL R, )

Table 1: Modules Requiring Service ( R 1 : BESSHBR )

Module Serial Number / Location Module Status

(BRFIISHIR ) ( BRRTE )

639563/A2 Skipped and Retest required
(B, BEEFNR )
639565/A1 Requiring Service
(BE4E)
Table 2: Gateway Information (% 2 : RXEL )

Gateway Serial Number MAC Address

( MXxF515 ) ( MAC it )
804471 00:21:38:00:2E:1B
804470 00:21:38:00:2E:1A

GeneXpert® Xpert Check Version: Xh1.5
(GeneXpert® Xpert Check A : Xh1.5)

Page 1 of 2
(1, #2W)

K 2-48.

Xpert Check HHERE~H] -

1w

Xpert Check i FHijiHH
302-6125-ZH, f&iThR C 2024 4F 4 H



/Ce,oheid®

Xpert Check Summary Report
( Xpert Check FZRE )

Table 3: Detailed Test Results by Module Serial Number
(R 3: RIEURFYISHFIENIEAMIHER)

The column header will show Module Serial Number, followed by (Location / Cartridge Lot).

(FIRBRERERFSS AN (NEMHERERR ). )

If a module undergoes multiple tests, the Module Serial Number will be shown as Module Serial Number: Cartridge - Test Run.
(WMR-MEREF 2R |, NERFFISHERANERFIS  #RE - WAET. )

., 639565
Test (i) (A1/00402)
( B mEE )| Cartridge Load pass (B18)

( MR ) | Module Tests pass
(¥FRBE )| Ambient Temperature pass
( £4#x EEPROM ) Motherboard EEPROM pass
(ICORE EEPROM)|  ICORE EEPROM pass
(+12V H#jR )| +12V Power Supply pass
(-12V @jF )| -12V Power Supply pass
(+24V R )| +24V Power Supply pass
(®WIRzh#143 )| Valve Drive pass
( ®#R%M%E )| Valve Label Dropouts pass
(REREM{zBEM )| Valve Home Integrity pass
(RIER )| Valve Timing pass
(®Z% )| Valve Drift pass
( RIzHH3 )| Pump Drive pass
(B7&) Ultrasonic pass
( ICORE fn#ss ) ICORE Heater pass
(ICORE R\/® ) ICORE Fan pass
( 115 =%8] ) | Force Sensor pass

( X% )| Optical Check fail (REH)
(EBF{f& )| EBF Value pass
( #R¥t®ZE )| Probe Check fail

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

(1. Cepheid i , NEF M Xpert Check ARG MRE, )

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
1ISO 13485 and QSR requirements.

(2. Cepheid 8 , 2/ Xpert Check =m#& & GeneXpert® (2R |-CORE #3R, NIST AE ML ERR A FRHIZKR
E. REMXLRANSE, Cepheid RIS 1SO 13485 M QSR ERMWAEHRGE, EEMEH. )

GeneXpert® Xpert Check Version: Xh1.5 Page 2 of 2
(GeneXpert® Xpert Check KA : Xh1.5) (%20 ,%2m)

2-49.  Xpert Check fH#ZRERH] - 2 2 7T

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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2.4

bag

2.4.1

2.4.2

2.4.3

R 2GR [0 1) 12 H A

%TF GeneXpert Dx. GeneXpert Xpress. GeneXpert Infinity-48s Y GeneXpert Infinity-80, #%
AT AR AP 2 — ¥ R Guk B B IR E 4.

GeneXpert Dx

ERC M GeneXpert Dx HHUHFTH Xpert Check FEAH[EFT CD.

1. HEFEH GeneXpert RGATTFHEMN . BEIF (GeneXpert Dx RGHEAERTF
Y (GeneXpert Dx System Operator Manual) TP HJUEEH .

2. ZARGHMERIFIT R,

GeneXpert Xpress

iR E M GeneXpert Xpress THUHFTHE Xpert Check FESGEFI CD.

1.  HEH)B3) GeneXpert Xpress HRGt. %M GeneXpert Xpress H/FFarg AT
A AT R A1

2. ZRGURAERS AT R AR

GeneXpert Infinity-48s &Y GeneXpert Infinity-80

R M GeneXpert Infinity—48s BY GeneXpert Infinity-80 TELHFFA
Xpert Check FEMEARI CD.

1.  HEJ3 Xpertise . #YE (GeneXpert Infinity RZE(EATFH)
(GeneXpert Infinity System Operator Manual) " HVd .

R T HB) (Automation) BERX, HERLFIHAT 82 HAE.

Xpert Check f#iFHi0A
302-6125-7ZH, &I/ C

2024 % 4 H



2.5 {EEH (Information Key) Ff%:

7 Xpert Check - = ESNRENT

Cepheid

i Information key ({z&3i8)

Selected Not selected Module unsupported Module unavailable.
(Bi#t#) (FitH) for Xpert Check (HHARATH. )
(BEHRHF Xpert Check)

“+

Data collection in Data collection Module Xpert Check Retry suggested Service required Lost communication
progress complete complete
CHURRARIEAE AT ) (MR A e i) (3R Xpert Check 5EM) (AR ) (BG4S ) CEfEh7)

2-50. {EBE4iH (Information Key) BE3e

2.5.1 fHHBHMEESE Xpert Check HFEH
MR FREER RS TR, RS 2-16 TURETE B o = 2 IR,

2.5.2 fFEHFE—MEMBEEE Xpert Check FIHEH

AR SR AT S o o (PR B R BSE, BDCH SRR (B, EFT IR i (B 2R TR, 4T
Thai, KM, AR EHIEAREGE . N2 Xpert Check FEFF.

2.5.3 Xpert Check fCHEN HE| R4+

¥ Cepheid FEBHH) Xpert Check AUHGMNH RN IEAESATINAM RE 2 AT, Xpert
ACheck RE5ER. WCRIHE Cepheid HIfURLREE Xpert Check fUHDJE,
i Xpert Check #AFHEARCHSRH BB RGLLSER Xpert Check 27,

2-40

Xpert Check i ijiHH
302-6125-7ZH, f&iThR C 2024 4 4 H
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