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i

(FY2) MEAl Sot7 SOHZ 201, MEIS M2E HH|-2092 (283, STHHI2IEIRI2)

(F12, A[dd2) MEAl ST+ SLH2 201, MoolS MX2E MA|-213= 214=

FQUAAS7IHS : M X 3039 =

H|ZX} : Cepheid (O]=, 904, Caribbean drive, Sunnyvale, CA 94089)

Hz=®Hz % |2712F: Mz BAAR EH2

HFEILD(UDI) : MZE@ HEAARY &2

EHCER - M= ZZ chelof whEct
K& - 2.28°C
A2 E2H At2tol ZEIZ Z2k AKX M  blakPC, blaNDM, blaVIM, blaOXA-48 % blaIMP-12] S{HXIE

A S LR LA S E(Real-time PCR) 22 Fd & FEsI0  Fiothd e HU

OH'

Mzt (Enterobacteriaceae),  OFA|L|EYE]  HFOtL|(Acinetobacter ~ baumannii) HE&= o

(Pseudomonas aeruginosa) &€ OlF =010 =22 F&= MUTICHE 2&27|7
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[AHEEd]
1. AAH EH 3py

1.1 ZEER[X] &=H|
Swab& Sample Reagentd| 27| 2|f;
@ KitdlA ZFE2|X|2 Sample Reagent Ha 7{HLC}
@ HM3El= Sample Reagent HO| 42 AF Swabs ol E=Ct
® Transport tubed| EX| &2 Swabs WAt T 2-28°CO| Al X ZFSHCE
Fo: 29| 2[HE 2A31517| 251K Swabl| UTHREE Tubel| UTE EBFE HZZ ZMLCH

@ Reagent #O| 7PEXI2] 20| Swab UCHE ZD, Swab2 & HIEHCZEE % mm S0 Reagent #H 7HFEXZ[0f CHD

g
lo
rg
ofr
o
=
X
_(')_I-
o

£ Reagent Ho| FH4Z TS| E=Cf

Swab ZCHE FHZICt SwabO| Reagent E0| H=Z 2| H2

® Sample Reagent #H& E

rlo

Lo
IT —

I

= EZ 10%x 59 vortex$tLt,
® 7IE2|X| F3& 2t MEE Transfer pipetteg O[83t0| Transfer Pipetted| EA|E YTHE Sample ReagentS OIS0l
= (CHEf 1.7ml, 38 1) Xpert Carba-R 7tEZ|X|2] Sample Chamberd| A|2%S 7 EECH (AE 2) MAAIF 23 H2,42

THAAL &S FOSHC}

[=] o [

—agp——Fill line

3% 1. Transfer Pipette to Transfer Sample to Cartridge

Sample Chamber
(Large Opening)

13 2. Xpert Carba-R Cartridge (Top View)
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12 HQSHX| SSEX = HE
+  GeneXpert Dx System; GeneXpert &H|, ZFE, HEZE AJ|LH, AHSHEHA
e GeneXpert Dx System; GeneXpert Dx Software
o A ®MF 27
«  IZZIE: Cepheid Technical Support2 H25t0] HTEl= Z2IE AYZ ZQlIstC)

o Vortex mixer (2&7|)

@ Swab 22 & 1nE ZHAEA &0

OHL

0 2CEA TSt o Aol MY =% FME =TTt
@ Transport TubeOf swabg &€&Ct.

® Transport Tube2| swab2 15-28°COIlAl Z|C{ 6A|ZH 2-28°COIA 7&Zt Mg & UL

@

g S2st 2% =2 AN = Sample Reagent'd0f 2-28°CO| Al Z|Cf 427F K& E £ UCH

w
oY
>

at

oz

i

S8: AME MEBH| ol 2ZE0{0f| Xpert Carba-R 24 Z2I70| GX|E|0f A=X| =QISICL 0] MHMME= HA| 7|2 TAE

Agsich xpMIEE LI 2 GeneXpert Dx System £ GeneXpert Infinity System®| AM2X Il YS Rr=sict

o: A|AR BE|XLTt A AR Workflows HZETH A2 AL UH2 HAE £ QAL

o Hio

4

@ GeneXpert ZHH|E ZiCH
+  GeneXpert Dx ZH|E ASSICHH, 74 HX GX DxHHIE A T, HEEE 7ZICh GeneXpert software=

AHsoz MAECt ERE Z2 Windows® desktopOll U= GeneXpert Dx HIZ7t7| OlO|2& & ¥ Z8& ot

=
rir

e GeneXpert Infinity SH|IE ALSSICHEH, 7|A[Q] MRS ZICE Xpertise software= X522 MAECH LY HE2
Windows® desktopdl & GeneXpert Dx HIZ7}7] OI0|2& & ® 22| ot
@ AFEAt 0|2 U ASE 0| GeneXpert System LZEQ0{0 2191 ShCf,

® GeneXpert SystemOi| A, Create Tes(GeneXpert Dx) SE= Orders ! Order Test(Infinity)S 2 2/$HC}

iy

@ Patient IDE A7HoCH(ME) QHeF 7|2 HYS & B9 oM Y SHYU=X| =olottt. patient IDE @ Zatet

A0 A7 F 8 BE BAMO| B®AIECL

® Sample IDE 27 SHALE 7|2 YL U £7|2 Y2 & 2 FLoHH YHSRAE=Al 2elottt Sample IDE

AAntel AptE|d A7 & 8 RE HIMO| ®A|ECH
® 7HEZ[X| HIRES Aoty HIZE JEE ARSI A9fQ] Lot ID, 7IEZIX| €EHHS, /&7 S0l AsS2=2
YHEL]
FO| : FIEZ|X| HIRET} ATHE|X] 242 FL, MAA Ao M2t 22 HAE 2B
@ Start Test(GeneXpert Dx) ==+ Submit (Infinity) HES Z2/oIC ZRst 42 HZHTE AHICH
® GeneXpert Infinity@! &%, ZAH[O[G{EEQ| ZtEZ|X|E =Ct FtEZ|X|7t AtE522 Z2E |0 HAZE ZHECHL HAL =

MEE ZIEZX|= H7|=87|0f BT}
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(Xpert Carba-R)
[
GeneXpert Dx2! 42
A ZE0| 20| Zwd mf FE2 E1 FIEZXE S2HEL
B. 2E 22 =Lt ZANZE AZEH 9| ZurQo] HEO, HAZE ELIH 2E9| 0| JHTICH
C B2 22 €7 Mo 2 Eo| &a&X[7t sixE W7tx| 7|Ccte{ofstct, 20| & W, FLEZ|X|E X HTHC}
D. AtE% FtEE|X|= HEH H7|E M2| 2R wat Ha|sHCt
4, @3 g
4.1 GeneXpertOil A =™ E YAz or LEE =20l Ld2|ES Sl siATt Zit= “View Result” &0 =0l g

UALL Xpert AssayOll A 211

Zit= otz ®of ¥

=4 Z2ate] Tttt BE ZE2 AZEQO oD s EARX] =0 SHX|E O OAlE OldEls Aotel /Y
BojEL)
Fo| : b # U J”-2 Xpert Carba-ROIA O E = A= ZAut o hEXQl oS LIEHHCE 571X| Target =Aat Zujol
7bss ZE Z§0| EAEE A ofyct
2 3| A

IMP1 DETECTED;

VIM NOT DETECTED;
NDM NOT DETECTED;
KPC NOT DETECTED;

a8 3

OXA48 NOT DETECTED;

IMP-1 Target DNA Sequence 7} ZZ | RICE VIM, NDM, KPC, 3! OXA-48 Target DNA Sequences =

HEZIX UL

«  IMP-1Target PCR TZ2 Ct3t0| 857 =2l 20| =X8IH Fluorescence Endpoints 7t &Y &l

E|AZHECH =L VIM, NDM, KPC, 3 OXA-48 Target DNA Sequences & S17{L} Detection Level O]
St
e SPC: HE3}IX| =Lt IMP-1 Target DNA SEZ1t ZMs & ooz [A|giCt

e PCC: PASS; 2 & Probe Check ZA1t= E1pstct

IMP1 NOT DETECTED;
VIMD ETECTED;

NDM NOT DETECTED;
KPC NOT DETECTED;

ad 4

OXA48 NOT DETECTED;

VIM Target DNA Sequence 7t ZZEIICE IMP-1, NDM, KPC, X OXA-48 Target DNA Sequences =

AEEX| QUL
e VIM Target PCR 3E2 Ct 30| 8 #? 20| =X{5IMH Fluorescence Endpoints 7t A7 &l

E|AZHECEH =L IMP-1, NDM, KPC, 3 OXA-48 Target DNA Sequences = S217{L} Detection Level O]

2Lt
e SPC: M83}X| &ELE VIM Target DNA SZ1F AME 4= ooz FA|stC}

. PCC: PASS; 2= Probe Check Z1t= StstCt

IMP1 NOT DETECTED;
VIM DETECTED;

NDM DETECTED;

KPC NOT DETECTED;
OXA48 NOT DETECTED;
g s

NDM % VIM Target DNA Sequence 7t BZEE|RACE IMP-1, KPC, X OXA-48 Target DNA Sequences =

HEEIX| FRACL

= o
[Slamir==

. NDM S VIM Target PCR Ct 240l 78 H9l oto EXStH Fluorescence Endpoints 7t &Y =l

Z|AZHECE =CE IMP-1, KPC, 3! OXA-48 Target DNA Sequences &= S17Lt Detection Level O] Tt

oFL
LQI_

A

Z4 x4 St =

«  SPC: HE3}X| Ct. NDM S VIM Target DNA ZZ1 ZAWg 4= ooz ZA|siC)

. PCC: PASS; 2= Probe Check Zit= E1tstct,
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IMP1 DETECTED;

VIM NOT DETECTED;
NDM DETECTED;

KPC NOT DETECTED;
OXA48 NOT DETECTED;
a8 6

IMP-1 % NDM Target DNA Sequence 7t &AZ&

E|RACE VIM, KPC, 5! OXA-48 Target DNA Sequences &

HEEIX| FRACL

IMP-1 8! NDM Target PCR 5&2 Ct%t0| f7 #H%l 20| EXSIH Fluorescence Endpoints 7t

HEE ZAZED =L VIM, KPC, I OXA-48 Target DNA Sequences = S17{Lt Detection Level O]
St
SPC: M83IX| 2Lt IMP-1 3 NDM Target DNA

PCC: PASS; 2 & Probe Check Z1t= Sutstrt.

IMP1 DETECTED;

VIM DETECTED;

NDM NOT DETECTED;
KPC NOT DETECTED;
OXA48 DETECTED

a8 7

IMP-1, VIM % OXA-48 Target DNA Sequence 7| A&

Z&|ACH NDM 3 KPC Target DNA Sequences =

AELIX| UL

IMP-1, VIM % OXA-48 Target PCR S%2 Ct4/0| 57 He| 20| ZEXHStH Fluorescence

Endpoints 7t &M El XAZHECH =CH NDM 3 KPC Target DNA Sequences & 217{Lt Detection

Level O] RLC}.
SPC: HME3}X|

=Lt IMP-1, VIM % OXA-48 Target DNA =1 ZAMT = ooz ZA|siot,

PCC: PASS; 2 & Probe Check Z1t= Sutstrt.

IMP1 DETECTED;
VIM DETECTED;
NDM DETECTED;
KPC NOT DETECTED;
OXA48 DETECTED

a8

IMP-1, VIM, NDM ! OXA-48 Target DNA Sequence 7} ZAZE| ULt KPC Target DNA Sequences £ ZHZEE|X|

IMP-1, VIM, NDM % OXA-48 Target PCR 322 Ct 40| 92 #e 2o =X{StH Fluorescence

Endpoints 7t A=l Z|AgHELCE &Lt KPC Target DNA sequences & 1Lt Detection Level O] L}

SPC: H&3tX| ooz

@=Lt IMP-1, VIM, NDM 2! OXA-48 Target DNA SEZ1} Z™g 4
S ALY,

PCC: PASS; 2 & Probe Check ZA1t= Stetct.

IMP1 DETECTED;
VIM DETECTED;
NDM DETECTED;
KPC DETECTED;
OXA48 DETECTED

a8 9

IMP-1, VIM, NDM, KPC 3! OXA-48 Target DNA Sequence 7} Z

dE At
IMP-1, VIM, NDM, KPC % OXA-48 Target PCR 522 Ct 20| f& Hel 2ol EXSIH Fluorescence

Endpoints 7t BFEl XAZEC =0t

SPC: HE38}X| =Lt IMP-1, VIM, NDM, KPC 3! OXA-48 Target DNA SEZ1t ZMe 4= ooz
S ALY,

PCC: PASS; 2E Probe Check Z1t= Sutstrt.

IMP1 NOT DETECTED;
VIM NOT DETECTED;
NDM NOT DETECTED;
KPC NOT DETECTED;
OXA48 NOT DETECTED;

IMP-1, VIM, NDM, KPC 3! OXA-48 Target DNA Sequence 7} ZZEE|X| &tCt.

IMP-1, VIM, NDM, KPC % OXA-48 Target DNA Sequences £ 7Lt Detection Level O] <LCf,
SPC: PASS; Target PCR S22 Ct 740| f1 #H?l 20| =X 5IH Fluorescence Endpoints 7t A =l
E AL g )

PCC: PASS; 2 £ Probe Check Z1t= Sutstrt.

a2 10

IMP-1, VIM, NDM, KPC, 3 OXA-48 Target DNA Sequences 2| =X& =Qlgt &= QICt AL HS Sl
INVALID HAALE =HotCt
1211 e SPC: FAIL; SPC DNA sequences =& X| %AHLL Ct 20| f8 HRE HOA KL} Fluorescence

Endpoints 7t AFE ZAZECE ZOf
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. PCC: PASS; 2 & Probe Check Z1t= Sutstrt.
IMP-1, VIM, NDM, KPC, %! OXA-48 Target DNA Sequences 2| =S 2QIst 4 QICt XZHLHE S
HAALE sE it
e SPC: NO RESULT
ERROR
e PCC: FAIL, 3tLt == ZE Probe Check Result 7} FAIL O|Ct Tube 7F MCHZ XX UX| LHLE
Probe 2| X2 Qlof Zdstct,
* QFOF Probe Check 7F PASS FACHH ZH|AO| EXZ Error 74 lZiCH
IMP-1, VIM, NDM, KPC, % OXA-48 Target DNA Sequences 2| =X& =Qlgt &= QICt ZALHS Sl
MMEALE DEsict AE Aot 258 & I LIEHHCEH O S0 HAIXZE AAMS BTHAIZ| AL "TO|
NO RESULT LWMSIO] ZALZE BEHEl Z20] LtERHCE

. SPC: NO RESULT
. PCC: Not Applicable
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& 3 Carba-R.IMP-1 Detected & 4. Carba-R.VIM Detected

13 5. Carba-R—VIM and NDM Detected 13 6. Carba-R—IMP-1 and NDM Detected

. = ——
ot - “ / T

13 7. Carba-R.IMP-1, VIM, and OXA-48 Detected

1% 8. Carba-R—IMP-1, VIM, NDM, and OXA-48 Detected
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= ——
Aasay Name YouiCIRBAR Varaion 1
Tast Remlt I NOT DETECTER:
N0 DETECTER:
A ETECTED:
o i (¥ HCTHY
X :|
[FabViG Dagoa U oy
i 1% i/ nlt-:m | Jﬂ ‘7 !Lt’;m 4
¥ WPy, Prmary ¥ ey, Prmary
a0 | vt pimary ] @ik Prman
' 1 i€/ W prmary L ¥/ WOk Promary.
L ¥ ] Py i ¥ prman
i 1 % /] At iy i 1] COAAE, Primary
2% ém]
0 n X W " 0 ] - ©
Cyetee Oz
! il 2| i i) Bl
13 9. Carba-R—IMP-1, VIM, NDM, KPC, and OXA-48 Detected 33 10. Carba-R—IMP-1, VIM, NDM, KPC, and OXA-48 Not Detected
| TestResut | Ayt Do | Enors
hssay Nae e CARBAR
lﬂlllnlilml.l:
ForhS Dotk Use O
H Lot
109 7 S9G bury
¥ | W Py
0 v | ik priary
e i
H # 7| QR Primary
S«
n
—
] ] ® ®
Opies
™ m :

& 11. Carba-R—Invalid

4.2 A
IH740| oot 42

M=Z2 7tEZ[XIHAMEE ZIEZ[X|= MALESHA| RE=CDt) 3|42 23l A Sample ReagentE AESHY X HSHCY.

4o

@ INVALID: Target SISPC Ctg{0| Ru#PI0 =XSIA| BFe E2, dAZE HEY ALK FR/AALL PCRO| X & E2,

SampleX0| E&5&ot 4% LIEFHCE
@ ERROR: Probe Check AIf, oA 3 Xt L& HFGAXQl #E QX & ¥ 22 LMsin AAZL SLHEICH

® NO RESULT: &d Z1t7} 25= & O LIEtHCE OE S0 AARZE HAE STAIZ|ALE FHO0| 2450l HAL

@ Kitol A Af ZHE2|X|QF Sample ReagentE HHHC

-

@ Z[Z= AA2| Sample Reagent Fo| F0tU= AU AM =H X MYLH & H)Z M Sample ReagentHOf| &ZICH
® 8UZ F! Sample Reagent Ho| FAS EOF 10&X7t XX EZE VortexBHC}

@ 1. AL ® EH K8 - 1.1, FtELX| EH - @ 0|F dAAaFES Wel HALE Tt

—

—_
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(Xpert Carba-R)
5. = #2| (Quality Control)
51. LR E =2
Zt HAHE Sample Processing Control (SPC), Probe Check Control (PCC)E ZE&-$HCt,
1) Sample-processing control (SPC)
AAZE M2 A A=A =Helzgr 4 QUCh SPC= AxE HIE HEZ TREO AW HH<el XED
NelZ2 ABS7| QI8 Bacillus globigiRl sporesE ZEtSHCL SPCE @37t EMste 22 MESH 752 87t
O|ROBEX|, ME N2|7b MEMYE=X| HQISCE FIFHOZ Real-time PCR 2 AXE #QISHH PCR HHS
ZARE A AZHo| SEDF HEM=X], AIA40| Mz HEJ=X| EZSCt SPC= 29 X dAY 8%
&d0[0jof St A HE AAY 22 298 Ee Ldd4Y = ULCL SPC7t =8 7|1ES £FSts 49 PASSE
HA|ECH
2) Probe Check Control (PCC)
PCR A|ZF ™, GeneXpert Dx System2 H|E9| X{=Z}(rehydration), Bt& FE L} Ol |F, ZE2EJ} MU=Z =
282 XD X O2|D dyell oY OIS 5t ZR2EEH=RE HWd MZ(Fluorescence Signal)E
gttt Mef =8 J|ES S5OHE, PCCE PASSE EA|ECH
52. R EE e
QEF =2 HAE #dst= 4 XY, 77t A siSE= S 7|20 mat AFgE 5= UCH
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M. LA 2022. 03. 31
(Xpert Carba-R)

= MBOM 7tEZ|X|E WL Of BO{=2l FtEZ[X|E AHESHA| WL

«  ZIEEXIE 2= EeCh 7IEE[X] BHE HSet = JIEEXE 2574 Eolxe|H BXE Zit U
2 9}
« ME D 2HEE FIEE|X| FHO|L} HIZE 2P0 20|X| @=Lt
@ o A IIEEX|= Y82 E ot HHo] HAME H:MSt= O AMEECL 0|0 AEE FHEER|X|E MAHESHA| =Ct.

o RRS HYEL HUS AL Z4 HE MElots Aolof LS mASot

o MY SHolLr FHIZF HA = SxEE=EE 2FE 4% g4 BUMNE 111022 34 OF 70% OfE

S,
2 EE 70% 0|22 Aoz FE IS HBXY| Yoot AL HASH| o &Y dds 2T
7-

[

A ¢ Reagent 2= Guanidinium chloride (H302: &7|® |alef, H315: L2 At=55 €2, H319: w0 dot A=5

Yo mBHIL
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Trademark, Patents and Copyright Statements

Cepheid®, the Cepheld logo, GeneXpert™ and Xpert® are trademarks of Cepheid.
Windows? is a trademark of Microsoft Corporation.

THE PURCHASE OF THIS PRODUCT CONVEYS TO THE BUYER THE NON-TRANSFERABLE RIGHT TO USE IT IN
ACCORDANCE WITH THIS PACKAGE INSERT. NO OTHER RIGHTS ARE CONVEYED EXPRESSLY, BY IMPLICATION OR
BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARE CONFERRED WITH THE PURCHASE OF THIS
PRODUCT.

Copyright © 2020 Cepheid. All rights reserved.
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