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R .
NG 45R.
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[CONTROL] 4 /Mt 7] & I 40 S BEAS AL B R 4% (SPC). REAZ MRS (SAC) DL 45AT K 75 R
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FEAA IR 42 (SPC): HRRAE AN EE SRR IER I« BRI S Y SPC AL
BRZF AT R 2R R ZH DNA. SPC 1] LABGIEAA/E U E YT H AR DNA 2 a4 &
e, FFIIEREAR A 2B IEM . ok, ZBdssill T s2rf PCR N 55¢
KRABRANHIVEH o SPC AE D AT IHPEREAS A NOBATE s AE A Y B PR A ]
BB . W RAFE LA YPR#E, W SPC &%,

FEARFT YRS (SAC): WRIRFEAE S NI DNA. 2 A A2 fa il
FAPE U NFER B 5| AR ER « SAC 15 SANAE M I FEA A T L e . B
SAC R/Rx, HTHEARRAENR D BAEARENY, AT,

BREFKEFi#E (PCC): 1E PCR RN FFURZ H, GeneXpert R GUK I EIREN I W
KBS, PARINA TERETEKA . OV RIRESRS . BREF SR ekl f e P .
WMRFFE LN USARAE, T PCC &1 .

A NARYE ZHb . PNATBFRIAEA LA ZK Camsd D s AR %
(=PRI — AN .

SR

GeneXpert 2 HZIEH PCR 73 it RGARE N & B IENHl 3R 2R 65 51T 1HA.,
HEATSE R, Fn BoRE SRS R E Db, IR4EH L, Xpert CT/NG Assay X CT F
NG ¥EFRIIA I 45 Rk 1 s
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R LG CT/NG LT RER B &AM 45 R

iR CT1 NG2 NG4 SPC SAC
CT fH; NG H + + + +/- +/
CT AriH; NG AR th + + +/- +/
CT #riH; NG AR th + + +/- +/
CT ARArHH; NG Rth + - +/- +/
CT RiEH; NG REH + +/- +/
CT RirH; NG R + +
TR +/-
TR +/-

AIREMIAE RANK 2 PR .

R 2.Xpert CT/NG Assay 45 AL

R

= SElIE

CTftH; NG
DL 4,

K 4 CT ¥UFRFI NG #EFR DNA 551 .

CT #ARAIPFHA NG 4EFRZ: PCR ¥ B 553K CtEER
ROE RN, HAZ ST e i IME

SPC: A& . SPCAE 54 ZH&, KA CT Al NG #Ebrd™
W 5 RS S

SAC: ANiEH . %Cu?ﬁ%% [R5 CT A1 NG #Ekrd™
W 5 RS S

PCC: &H%; %ﬁ%ﬁ#ﬁ BRI G

CT KA H;
NG ¥
LK 5.

%#ﬁmﬁMﬂWAﬁﬂ fr i NG #5r DNA 751,

CT AAAESK TSI K IS NG #4548 PCR
PSS RK CeEAER BVERE N, HRe& ST e
) f5e/MEL

SPC: A i&H. SPC 15
W5 RS
SM:KE%OMCE
Wl 5 isE S 5%
PCC: &%, %ﬁhﬁ#ﬁ BRI G

SRR, Ky CT M NG 4EFR9™

Wi 28, KR CT F1 NG $EArd

CT f H;
NG FAH
LK 6.

#&mﬁ%ﬂmAﬁﬂ A NG #06r DNA 51

CT $EA522 PCR ¥ 38 515 211 Ct{EAEA BEEIN, Hw
JEZ R T ROE B /ME s NG AEEECE AR T &
i 7K

SPC: AiEH . SPCAE S #ZHE, KN CT Al NG #EAs
WA 5 R E TS

SAC: ANi&EH. SACE 52N, K2y CT A NG $EAr9"
W5 G

PCC: &#%; %ﬁ%ﬁ#% - LA A
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_ FAH CT #8451 NG 4K DNA 51,
CT RKH; . ‘ \
. CT M1 NG AR AEAE BLIAAE T 750 B il 7K ~F
NG R H . SPC: &#%: SPCHIHr%Z: PCR ¥ 553 CtHAEAR 2L
L 7, VBN, HP2e&smTiteEnm/ M.

SAC: & ¥ SAC HEARZ PCR ¥ 1 515 21 Ct {E1EA 2%
LRI, HPE% SE TR Em/ME.
PCC: &#%; FTAREMG A 45 R &7

o3 TCiEHE E e T AFTE CT A1 NG #2465 DNA. &I ERFEFFT
PLEE 1 R OLA | s AU B A .
fl, UL 8. . SPC: AN&#%; SPC #Ebngs B oNEAM:, SPCCt{ENER

RE R, HA L ST e i /IME

SAC: &#%; SPCHI Ct EABIGHEN, HRICAmmT
WE I B /IME -

PCC: Ak%; FTAREMEESE RIEH .

SPC: &#%; SPC I Ct fEHRGERIN, H7%EMmT
W M /ME -

SAC: ANEH; SAC ¥EbRg: FANBHYE. SAC 1) Ct ANEH
ROEE N, HARL ST e M i /ME

PCC: &% FTAREMGES RIEH -

SPC: AHtk; SPC FEbRg: FoNBAYE, SPC ) Ct AEA
Ra P, HO L ST e M i /IME
SAC: A&EHE; SAC BEFREE RN, SAC I Ct ANER
REEI N, B2 SR T B E i i /ME
- PCC: &1%; PraREHaas RIYEH.
iR TV E A2 S AF(E CT A1 NG ¥E45 DNA. 1SR ERIET =
1 R U B E S A
SPC: 45k
SAC: 45k
PCC: NEM; FrEIUE—IREE S RAGH . &M
B R RS R BRI B ERET TE B A AE ), RS R 2
4z (PCC) 1R BEJ ML .
TN RIRE A B A%, MRS B2 ARG A 5] .
TR TCVEM E A S AF1E CT A NG #2465 DNA. &R R 7 &1y
WU B R A . SREE R A RS S B
(fltn, #HAEEEIE T IEEA TR
SPC: o4k
SAC: &5
PCC: Ai&EH

AR EI bR (B4 2K 14) 5 B 1E GeneXpert Dx {X#% _Liz1T 1) GeneXpert Dx K ff. i

FERE s S A R P FEEAT CTNG. CT 5% NG RS R
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6.CT-NG Assay-CT KrHH. NG Ak H

! lfr TR
NG 2t

& 7.CT-NG Assay-CT KK H . NG KA H
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& 8. CT-NG Assay - L3

K 9.CT Assay -CT #Hi
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&l 10.CT Assay-CT A H

& 11.CT Assay- T
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12.NG Assay-NG & H

NG F4a

& 13.NG Assay-NG FA%
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(FonaR | upae | v
\misERE XpertNG Bk 2
(T

For In Vitro Diagnostic Use Only.

NEZ 32 |
s 400 v [/] NGZ; £ |+
¥ [7] NG4; £
Vi |/ sac; =
300 7 v || sPC; X%
L
100
; 0 = =
| @ 10 20 30 40
/ FiEaE
W/.F’//////fﬁ.’/////%{r"’//ﬁ’%.—?'// A o z’/r‘.'/ B

& 14.NG Assay-T3L
=K
=R AL
AN AT RIS 2 LU S5 5, 0 4% B SRR AE P o B0 1 B A A
TR L5 FR SPCAI/E SAC R4, REAFMEERIALE, PCR A HIskhE
L
FRGEIREIR PCC NG, JFHWTREH T OB B HERREE R . R 2k7m) a8t
SEREE ) R R 7 R A 0 38 R 1] A o - BRI
LA RFRRERN I AR . B, #AEE I 7 IEAEIAT e .
BREF
3£43 CT/NG Swab Transport Reagent. Xpert Swab Transport Reagent. CT/NG Urine
Transport Reagent ¢ Urine Transport Reagent if\E %l 4 ) E AL B FEAS . e FH Al

SEERN. WRRARAEAEA L, SHERVIRGTR. HIREELIR, KEHF
AR IFAE B e I &3k AT = A

Pr
i
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U567 VA R R 4]

Xpert CT/NG Assay X ZiE | LA FEAKA (i ] Cepheid Xpert CT/NG
Vaginal/Endocervical. Xpert Vaginal/Endocervical.Xpert CT/NG Urine 8% Xpert
Urine Specimen Collection Kit K%E):

BT

S RN 2 P SR
KA R R T RE 2 H TREAREASA Y HARME IR, HEARE, Bl T
A A A T e 7 A P R H B
o7 TR S AR U5 B S DA R T A TR A U B SO A A e iR &5
Xpert CT/NG Assay YR H AUt B 5 WS (LR P AT i . X L8R e iz ol
A e A M 12 RE
T CT F1 NG A B e T-REASH DNA AR, PR AT S5 45 SR B vk T-REAS ()
IEWIREE . BRAERE LT
RIS BFEAR, MK (>1%v/v) BUEH (>0.8%w/v) HIAFLE T BEXT
M3 T o
R REREARS, MR (>0.3%v/v). MiEH (>0.2%w/v). JHAZER (>0.2
mg/mL) BY Vagisil ZERALIF LR (>0.2% w/v) FITEHL, AT BEXTH M i Ak
T
REEFHAH A Xpert CT/NG Assay arill FRIEFEA AR T8 A5 ke & A E 30K
FE, DAI2 Wil JiR 2B FE T8 IR o FLA A PR A R JB% G ] E At A% Gt 3 S AR 5]
V) AT E LG R 8 4 i A AR 2% P BEAIRE AR AR SRR N ) HARIB AE
A FE 52
BHVERS I 25 S AS e e A HERR B T ge e, PUAREAREA Y. FREIR.
FEAIRE - Rl B2 HUA 29697 B S8 M AE B E R TRl R B RE 2
SR ARG 25 5
Xpert CT/NG Assay A3 H T PPV E A7 B VA R S E MORE » 448 FH 14 B0 fi B
PEZE RGO R IR LS BOOERZ R, @R IO AT B I .
Xpert CT/NG Assay Al $RfiLE 45 R . CtH IR/ S 2 YA TR i 40 i £ =

Z B ANFAEAE R

) A R TR B e 4 T NI SO 2 o R AN [R) N R B TROME, 52

2 3 23K 6,

H AL T 14 % 1) B FH P Xpert CT/NG Assay HIPERE.

AT T B VIR BB P Xpert CT/NG Assay HI14EBE .

E\fiﬁﬁﬁ%ﬁ%ﬁﬁ CT 8¢ NG Him 4903697 1) 835 31T Xpert CT/NG Assay
JTEIT

5V 22 WikniAH R, oA N 2 -G H B S = Ml PRE s 0 Xpert CT/NG
Assay %5 Rt A7 HuE.

Xperti 56 5| WA/ SRR i 78 25 11 41 1R A2k R 28 X 85 P 1) 548 B FL A AR A6 m]
Re FECCERI 2 B bR A .
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(2]

BFENBEFR CT F /B0 NG B0 B R B T4 TG R 2R, 4 S 1 EeRe
PEGI . A2 PUER IR DL A TR s e A R B2 %« 7E Xpert CT/NG
Assay WG PRIFANTHATE], ALERBI A LR E M CT B E 20N 5.4%M1 5.7%. MR
AR NG IR 25308 1.4%H 3.5%.

KB BA A S S8 A

{8 H] Xpert CT/NG Assay IR e fili v AN R 93 A A R AR AN A PE U (PPV A1
NPV) W& 3 £ 6. KXETHREEHET Xpert CT/NG 2 HCollim PRAJE 78 39 1] UL 22 21 1
(B fE AN R ARy et (5 B GRS ELD (3R 7 F15E 8D

XTT BT REA, CT M R B FIRE 7% 53701 8 96.0%F1 99.6% (3K 7). NG 1]
o RAE AR 5 A 100%A1>99.9% (£ 8). & 4 Bon T B W ERERITHHE,
B3 FFEA ) PPV A NPV,

+ 4% PPV Ml NPV -BH# T

CT NG
BRE

(%) REE | 7% | ppv NPV | REUE | Rt | PPV NPV

(%) (%) (%) (%) (%) (%) (%) (%)

1 96.0 99.6 68.3 100 100 >99.9 97.4 100

2 96.0 99.6 81.3 99.9 100 >99.9 98.7 100

5 96.0 99.6 91.8 99.8 100 >99.9 99.5 100

10 96.0 99.6 96.0 99.6 100 >99.9 99.8 100

15 96.0 99.6 97.4 99.3 100 >99.9 99.8 100

20 96.0 99.6 98.2 99.0 100 >99.9 99.9 100

25 96.0 99.6 98.6 98.7 100 >99.9 99.9 100

30 96.0 99.6 98.9 98.3 100 >99.9 99.9 100

50 96.0 99.6 99.5 96.2 100 >99.9 100 100

XL VEPRIAEAS, CT WU RAEE R 71470 74 98.1%A1 99.8% (58 7). NG 1)
S R RN 4 N 94.4%H11>99.9% (£ 8). & 5 B T Bl R s B Rt 5,
VR JRIFE A Y] PPV A1 NPV,

18 Xpert® CT/NG
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Xpert® CT/NG Assay

# 5./815% PPV 1 NPV - {4 JR ¥R

CT NG

BRE
(%) REE | 7% | ppv NPV | REUE | Rt | PPV NPV
(%) (%) (%) (%) (%) (%) (%) (%)
1 98.1 99.8 85.5 100 94.4 >99.9 97.3 99.9
2 98.1 99.8 92.2 100 94.4 >99.9 98.6 99.9
5 98.1 99.8 96.8 99.9 94.4 >99.9 99.5 99.7
10 98.1 99.8 98.5 99.8 94.4 >99.9 99.7 99.4
15 98.1 99.8 99.0 99.7 94.4 >99.9 99.8 99.0
20 98.1 99.8 99.3 99.5 94.4 >99.9 99.9 98.6
25 98.1 99.8 99.5 99.4 94.4 >99.9 99.9 98.2
30 98.1 99.8 99.6 99.2 94.4 >99.9 99.9 97.7
50 98.1 99.8 99.8 98.1 94.4 >99.9 100 94.7

X B VERIBAEAS, CT WU REUE R 71470 54 98.5%F1 99.8% (58 7). NG 1)
A TR RN St BN 98.3% 41 99.9% (K 8). K 6 o JF R BRI,
SR FEA Y] PPV F1 NPV,

# 6./8# PPV 1 NPV -5 14 R K

CT NG

BRE
(%) REE | FRtE | PPV NPV | REE | FRiE | PPV NPV
(%) (%) (%) (%) (%) (%) (%) (%)
1 98.5 99.8 82.2 100 98.3 99.9 91.7 100
2 98.5 99.8 90.3 100 98.3 99.9 95.7 100
5 98.5 99.8 96.0 99.9 98.3 99.9 98.3 99.9
10 98.5 99.8 98.1 99.8 98.3 99.9 99.2 99.8
15 98.5 99.8 98.8 99.7 98.3 99.9 99.5 99.7
20 98.5 99.8 99.1 99.6 98.3 99.9 99.6 99.6
25 98.5 99.8 99.3 99.5 98.3 99.9 99.7 99.4
30 98.5 99.8 99.5 99.3 98.3 99.9 99.8 99.3
50 98.5 99.8 99.8 98.5 98.3 99.9 99.9 98.3

Xpert® CT/NG
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Xpert® CT/NG Assay

[ 7= e TR R ]
I PR 1 BE
E—TRZ TR RTIEME A B BT AR E T Xpert CT/NG Assay [P BEASAE, % FAE

5% E NS [E 1) 36 M FEHIAL BT, FRAE B IR (PIS) BVLELEL | Xpert CT/NG
Assay 5P NAAT £ MAF & A 45 3

MAZS5HERENEN . AERATCER W ER B M v, £ T5RE (EA
RT) mtiz: @r=fl. MALHELIR (STD). H4E. AL PANFRAET1E. kit
MRS EEFLERN 303 % (14-83 %); BUH RS 5H VHERN 377 & (17-
74 %),

TR A AR AT S PR AR A PR VR PR B 81 PRIE ST AT
BERENHER T (FERARME N RE).

WA NAAT Fa il 5 45 8, CT B NG 1 PIS 2/ — AN NFHME, WK Z o ERt 5t
S 585 RNZEG (Do WERPMFEARER G FIRTD 1) NAAT il 5 5L 3545 B
iy, TP PIS IRZS ® SUN“PHiE” (EQ). IX A4k PISEQ MIME—Ifi; WAMAZSS
HIEARTF A K BNX — 5. WIRLHE RS 5 EH W S5 RIFEA N FE P,
MR ZE BT REA NN MR RAEGE (D, MIRFREANRELR (ND.
HARSE RIS H AT RN ARG (ND.

U NAAT R4 5 25 3, CT 88 NG 1 PIS 2/ — AN NFHME, WP Z 55 Mt 7t
S 5F FNZEG (Do WRMMFEARZR G FIIRIBD 1 NAAT il 25 535 A B
ff, WA PIS IRZSE SN E” (EQ). XL A PISEQ MME—1f5; WAHAMASS
FAEARH TR 0 R BIX — 200 . HAh S RPE R A A8 0 TN RBEG” (ND,

RAE 3 FhlctrEAs CEHET . B RN ER RO A5 R AEAR
PIS, 1% Xpert CT/NG Assay AL

£ Xpert CT/NG Assay HIIARTEO A, LA 212 BilZ2oPE 52l gy CT. 72tk
YRR RE T, 2RA 41.0% (87/212) F134.1% (1221/3579) HIFwn R
HREAR . 3t 54 Bl 2oV 328 g NG E LRI R B G2l & v, 70 53.7%
(29/54) A1 34.1% (1273/3729) WIRGIRIL AR . 3L 196 4 55 1 52 i F & G CT.
7 B G R RBgeZ i T, A 62.8% (123/196) F118.0% (584/3248) [f]
2R I HURER o 3% 119 1] 55 1 52338 G NGo 75 5 PRI AR B G 2 il E 00l
4 89.1% (106/119) F118.1% (601/3325) I HIZ I HHAEIR .

T 14790 1 A AT, H 416 MFEARE R, LRAECLE R (2.81%, 95% CI

2.56-3.09) TEFRM. HAd, 355 MEFEALTHEIRNEHREARER (18 ML
ARHATEFRID . WG Bk S E N 99.6% (14,729/14,790).

20 Xpert® CT/NG
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YRR R MRS R

¥ Xpert CT/NG Assay &5 R 5 B EFH KGR (PIS) FIEHATHLE, DMHE R B .
FESEVEATIIE . #2000 PEARSRAL KA CRE R At ) CT REUE R ks 7 pir

7N o
% 7 Xpert CT/NG Assay 5 EHBRYRE (CT &)
e SR N 0 |ep | TN | EN BR | REBE%% FrRE% PPV% NPV%
% | (95% CI) (95% CI) (95 CD) (95 CI)
100 98.4 79.8 100
HEWR | 1294 | 79 | 20| 1195 | 0 6.1
(95.4-100) | (97.5-99.0) | (70.5-87.2) | (99.7-100)
99.2 99.5 91.7 >99.9
PC-VS | TC¥EdR | 2472 | 121 | 11| 2339 | 1 4.9
(95.5-100) | (99.2-99.8) | (85.6-95.8) | (99.8-100)
99.5 99.1 86.6 >99.9
i | 3766 | 200 | 31| 3534 | 1 5.3
(97.3-100) | (98.8-99.4) | (81.5-90.7) | (99.8-100)
96.2 99.6 93.8 99.8
HREIR | 1293 | 76 | 5 | 1209 | 3 6.1
(89.3-99.2) | (99.0-99.9) | (86.2-98.0) | (99.3-99.9)
95.9 99.5 91.4 99.8
% ES | TUEMR | 2464 | 117 | 11| 2331 | 5 5.0
(90.7-98.7) | (99.2-99.8) | (85.1-95.6) | (99.5-99.9)
96.0 99.6 92.3 99.8
Fifg | 3757 | 193 | 16 | 3540 | 8 5.4
(92.3-98.3) | (99.3-99.7) | (87.9-95.6) | (99.6-99.9)
98.8 99.7 95.5 99.9
HeEAR | 1292 | 84 | 4 | 1203 | 1 6.6
(93.6-100) | (99.2-99.9) | (88.8-98.7) | (99.5-100)
97.6 99.9 98.4 99.9
R | TAEIR | 2475 | 123 | 2 | 2347 | 3 5.1
(93.2-99.5) | (99.7-100) | (94.3-99.8) | (99.6-100)
98.1 99.8 97.2 99.9
g | 3767 | 207 | 6 | 3550 | 4 5.6
(95.2-99.5) | (99.6-99.9) | (94.0-99.0) | (99.7-100)
97.6 99.7 98.4 99.5
HIEWR | 706 | 120 2 | 581 | 3 | 174
(93.0-99.5) | (98.8-100) | (94.2-99.8) | (98.5-99.9)
100.0 99.8 93.6 100
éﬁR R | CRER | 2730 ] 73 | 5 [ 2652 | 0 | 2.7
(95.1-100) | (99.6-99.9) | (85.7-97.9) | (99.9-100)
98.5 99.8 96.5 99.9
Fifs | 3436 | 193 | 7 | 3233 | 3 5.7
(95.6-99.7) | (99.6-99.9) | (92.9-98.6) | (99.7-100)

TP=E[HM:, FP=fFHM:, TN=EM:, FN={&M:, ES=EHiHT, PC-VS=FEFE REMHIER T

Xpert® CT/NG
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Xpert® CT/NG Assay

WMERBE RS R
¥ Xpert CT/NG Assay &5 R 5 B EFH KGR (PIS) FIEHATHLE, DMHE R B .
R AR . F MM FEASE Y SR TRRER A I NG R R FIR: = 1 LR 8.

& 8.Xpert CT/NG Assay 5 B HBEILRA (NG WD

23 ; =0 0 0
Reks SR N || TN | EN ] R ¥ RH% PPV% NPV%
E% | BE%(95%CI) | (95% CI) (95 CI) (95 CI)
100 99.8 93.1 100
BHRER | 1294 | 27 | 2 [ 1265 | 0 2.1
(87.2-100) | (99.4-100) | (77.2-99.2) | (99.7-100)
100 >99.9 96.2 100
PC-VS | TCREIR | 2472 | 25 | 1 | 2446 | 0 1.0
(86.3-100) | (99.8-100) | (80.4-99.9) | (99.8-100)
100 99.9 94.5 100
i | 3766 | 52 | 3 [3711] 0 1.4
(93.2-100) | (99.8-100) | (84.9-98.9) | (99.9-100)
100 99.9 96.4 100
HREIR [ 1293 | 27 | 1 [ 1265 0 2.1
(87.2-100) | (99.6-100) | (81.7-99.9) | (99.7-100)
100 100 100 100
§ ES TeEIR | 2464 | 25 | 0 [ 2439 | 0 1.0
(86.3-100) | (99.8-100) | (86.3-100) | (99.8-100)
100 >99.9 98.1 100
i | 3757 | 52 | 1 | 3704 | 0 1.4
(93.2-100) | (99.8-100) | (89.9-100) | (99.9-100)
96.6 100 100 99.9
BEER | 1292 28 | 0 | 1263 | 1 2.2
(82.2-99.9) | (99.7-100) | (87.7-100) | (99.6-100)
92.0 >99.9 95.8 99.9
FRYE | ORIk | 2475 | 23 | 1 | 2449 | 2 1.0
(74.0-99.0) | (99.8-100) | (78.9-99.9) | (99.7-100)
94.4 >99.9 98.1 99.9
i | 3767 | 51 | 1 | 3712 | 3 1.4
(84.6-98.8) | (99.9-100) | (89.7-100) | (99.8-100)
99.1 100 100 99.8
HARER | 706 105 0 | 600 | 1 | 15.0
(94.9-100) | (99.4-100) | (96.5-100) | (99.1-100)
92.3 99.9 80.0 >99.9
é’ﬁR R | AR | 2730 12 | 3 [ 2714 1 | 05
(64.0-99.8) | (99.7-100) | (51.9-95.7) | (99.8-100)
; 98.3 99.9 97.5 99.9
Fi | 3436 | 117 | 3 | 3314 | 2 3.5
(94.1-99.8) | (99.7-100) | (92.9-99.5) | (99.8-100)
22 Xpert® CT/NG
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Xpert® CT/NG Assay

B BME (CO) SRES ARG

EEEAMIE 36 ZREF D, KET 3781 Bl LA GEERENHERT.
BT MRBFEAD LUK 3444 6155 HEPRIEEAS . L 212 5 2o A0 196 151 55 14 ik e
CT; 3£ 54 7Lt F0 119 41 B 1B 4% NG. 722 4% CT 1 NG A AL X G4, Xpert CT/NG
Assay CT 1 NG [H 445 5 82 73 A7 70 ) W& 15 FE] 16.

80 -

70

60 -

50 -

40

FEAYE

30 -

20

10 -

0 -
10 20 30 40

CtfH

& 15.2F PIS B CT 834 Ct 9

B NG2
25
B NG4

v 20

I
5'15—

10 20 30 40
CtfH

K 165 T PIS HiEH NG FHIEEE Ct 4040
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J

R 9 on TARYE PIS ik, RGLEORIEKGE CT MMM IR B AE IR 1 25 SR B i

R 9B BRYPRO—LHk CT

NAAT1 NAAT2 Xpert FER
PIS? it
SWa URa sw UR PC-VSa ESa UR BHRER | AR
NIb - - - 1160 2269 3429
NI IND - - 6 8 14
NI - - INDe - 6 16 22
NI - - IND 5 6 11
NI - + + - 0 1 1
NI - + - - 6 4 10
NI - - + - 3 5 8
NI - - - + 1 0 1
NI EQd - - - 6 20 26
NI EQ IND IND - 1 0 1
NI EQ - - - 3 4 7
NI EQ - - IND 1 0 1
NI - + - - - 0 7 7
NI + - - - 3 0 3
NI + - + - 0 1 1
NIf + - + + - + 7 1 8
NIf + - + + - - 0 1 1
NIf + - + - - + 0 1 1
NI + - - - - 1 0 1
NI + - + - + 1 0 1
NI + - - - 4 8 12
NI + + - - 2 1 3
NI + + + - 1 2 3
NI + - + - 0 1 1
NI + + - - - - 1 0 1
NI + + - - - + 0 1 1
NI + + - + + + 1 1 2
NI + + - + - + 1 0 1
NI + + - - + - - 1 0 1
RIRGeE Bt 1221 2358 3579

24
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R 9B RPRO—LHE CT

NAAT1 NAAT2 Xpert SER
PIS? Bt
SWa UR= SW UR PC-VSa ESa UR ARER | FEER

Ie + + + + + + + 65 104 169
I + + + + IND + + 0 1 1
I + + + + + IND + 0 1 1
I + + + + + + IND 1 0 1
I + + + + - + + 0 1 1
I + + + + + - + 0 1 1
If - + - + + - + 7 1 8
If - + - + + - - 0 1 1
If - + - + - - + 0 1 1
I - + + + + + + 0 2 2
I + - + + + + + 1 0 1
I + - + + + - + 0 1 1
I + - + + + + + 1 0 1
I + + - + + - + 3 2 5
I + + - + + + + 4 2 6
I + + + - + + + 3 4 7
I + + + - + + - 1 1 2
I + + + - + - + 0 1 1
I + - + - + + + 1 0 1
I + - EQ + + + + 0 1 1

RYE R 87 125 212

PIS = B YRIL; SW =T UR=JR¥; PC-VS =& REMAERTF; ES=FIHF
NI =& Gy

c. IND =AMfiiE- Xpert CT/NG Assay for #3345 RO E " “ToR s 45 R”; Xpert IND &5 R AR
FINXF BEFEA T IV RERAS

d.  EQ={UEAHZFEARERIAME LR PIS RS REEAH E -

e. I=/@

f. R RRRBAEA G, MK FREAS RIS AR B T I

Xpert® CT/NG 25
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R 10 Bon JARYE PIS Sk, AL HR AL NG ) LA IR BOCREAR R 45 AR
R 10.BFH BIRI—LE NG

NAAT1 NAAT2 Xpert FER
PIS? Bt
SWe UR= SW UR | PC-VSe ESa UR | BER | BER

NIb - - - - - - - 1229 | 2390 | 3619
NI - - - - IND¢ - - 6 9 15
NI - - - - - IND - 6 17 23
NI - - - - - - IND 6 6 12
NI - - - - + - + 0 1 1

NI - - - - + - - 1 0

NI - - EQd - - - - 2 5 7
NI - - - EQ - - - 9 20 29
NI - - - + - - - 1 3 4
NI - - + - - - - 7 4 11
NIe - + - + + + + 1 0 1
NIe - + - + - - + 1 0 1
NI - - + + - - - 1 0 1
NI + - - - - - - 1 1 2
NI - - EQ - - - IND 1 0 1
NI - - - EQ - IND IND 1 0 1

REBEGE BT 1273 | 2456 | 3729
If + + + + + + + 19 19 38
I + + + - + + + 2 2 4
I + - + + + + + 1 1 2
Ie - + - + + + + 1 0 1
e - + - + - - + 1 0 1
I + - + - + + - 1 2 3
I + - + - + + + 1 0 1
[ + + - + + + + 1 0 1
I + + + EQ + + + 0 1 1
I + + EQ + + + + 1 0 1
I + EQ + - + + + 1 0 1
RGeS 29 25 54

PIS = #H BYWIRIL; SW =HT; UR=JR¥; PC-VS=EE REMAERT; ES=FHIHTF

b. NI =AY

c. IND =A#fisE- Xpert CT/NG Assay il 15 2 1145 R v B 1R" . “TCRCB T4 1" Xpert IND 25 RIFEAR
FINXS REFEAR T I VERE R A

d.  EQ={UEMAHZFEARMAH ELER:  PIS IRESHRIEIHLRFEAHE .

e. IXUEREAREIRIRIBFEARY,, M FREARRBEE. EARPHI T PR,

[ =&y

®
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11 BoR THRHE PIS Sk, BYLal R B YL CT 158 M FE R BTG RE R B 45 4=
R 11L.EHBRIRI—B M CT

NAAT1 NAAT2 GX KER
PIS: it
SWa | URa | SW | UR | UR | AR | TER

NIb - - - - - 568 2621 3189
NI - - - EQc - 0 19 19
NI - - + - - 2 1 3
NI + - - - - 6 1 7
NI + + - - - 1 1 2
NI - - - + - 2 7 9
NI - + - - - 2 1 3
NI - - EQ - - 0 1 1
NI + + - - + 2 4 6
NI - - - - + 0 1 1
NI - - - - | INDd 1 6 7
NI - - - EQ | IND 0 1 1

RIEGE Bt 584 2664 3248

Ie + + + + + 104 50 154
I + + - + + 8 10 18
I + - + + 4 7 11
I + + + - + 2 2 4
I + + - + 1 0 1
I + - + + 1 0 1
I + + + + 0 1 1
I + + + EQ + 0 2 2
I EQ + - + + 0 1 1
I + + - - 2 0 2
I + + + - - 1 0 1
BRGgeE Rt 123 73 196

PIS = F K IUIRIL: SW =4{F; UR=RI; PC-VS=EHFREMPERKT: ES=FHT

o

b. NI =AY
c. EQ=AUErAHZFEARRBMATELR;  PIS ISR HRFEAHE
d. IND =4 ffiE- Xpert CT/NG Assay il 15 2|25 Ko ER" . TR BTEZER”; Xpert IND &5 R IR AR
TN REFEASS T BV RE AR
e. =&
Xpert” CT/NG 27
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R 12 o JARYE PIS Sk, AL HR AL NG 1) 55 PR AR BOCREAR R 45 R AR
R 12.BFH BRI —FE NG

NAAT1 NAAT2 GX KER
PIS2 Bt
SWa | URa | SW | UR | UR | AR | TR

NIb - - - - - 597 2680 3277
NI - - - EQc - 0 21 21
NI - - EQ - - 0 1 1
NI EQ | EQ - - - 1 0 1
NI - - + - - 0 3 3
NI - - - + - 0 3 3
NI - + - - - 0 1 1
NI + - - - - 2 5 7
NI - EQ - - + 0 1 1
NI EQ - + - + 0 1 1
NI - - - - + 0 1 1
NI - - - - | INDd 1 6 7
NI - - - EQ | IND 0 1 1

RIRGE Bt 601 2724 3325

e + + + + + 105 11 116
I + + + - + 0 1 1
I + + - - 0 1 1
I + - - + - 1 0 1
RRYE Bt 106 13 119

PIS = F KGRI SW =T UR=/R¥; PC-VS =& XENHERT: ES=E% T

o

b.  NI=AREEH
c. EQ=AUErXHZFEARRBMATELER:  PIS ISR HARFEAHE -
d. IND =/ ffiE- Xpert CT/NG Assay Farill#3 2 (1125 R R TR BT R Xpert IND 25 RIFEAR
IR RIFEASE R 1 R s
e. =&
28 Xpert® CT/NG
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SR (KRHFRD

AR FHEFD T A6 CT SRR IR R AR IR & BB R A 55 1 R v

J51, DAKCHERN T NG 20 g B 14 VR A AU B S 4 AR & 55 1k PRVBHE I, AR 7€ Xpert
CT/NG Assay I HrkadlfR (LOD).

BEER &R

It 30% RERE R E B O AL R CT IfiE A (ATCC v885 IfiliE A D A ATCC vr879
MiEH 0 BEA, FHREE N B REEER T BT R E . RS TR E R
FRFFRES MG, F Xpert CT/NG Assay #EATRM . AT T 8 MIKER) CT MG
B D A7 ANREER CT SR H, SIREEZNE 20 Ik, FHRAMZESHiH5 LoD.
/DA 20 ke 22 LOD I BE 1 BRAARAE AU IR 75 FR 1K) LOD . ASHH 8 A FRI LoD JE X
RNED 20 IREERMF, 95%2E 5 2 BHMER BRI Z

FE T2 i P 4k i) CT MyEZY D R44 (EB) 1) LoD Jy 84 EB/mL. [Hi&#{ T
FeRRrhaifbif) CT M55 H EAKK) LoD N 161 EB/mL (K 13). AHFFH, H4exaitk
) CT MyERYH) LoD (HAf7A EB/mL) 4358 A (600). B (6). BA (1900). C (34).
E (6). F (202). G (96). I (21). ] (150). K (117). LGV I (31). LGV II (20)
A1 LGV 111(210) EB/mL.

x 13, REHERTERTFHA CT MIFERH LoD

iR pi LoD
CT ATCCvr885 152 D (EB/mL) | 84
CT ATCCvr879 Ifiif# H (EB/mL) | 161

Kl 7 P FE NG HikkE (ATCC 19424 F1 ATCC 49226). 1P T 6 PN & H ik,
BIREELNE 20 K. FHAMZESPTiHHE LoD,

T ME R 0 B Al B AR AR T 2L i NG ) LoD 4 1.5~1.6 CFU/mL (% 14). f#
FH& T 833 T LoD 1) 3 £ 34t 30 A NG Btk (L) EEFEARIE LoD.

R 14. BEFAERKFER PP NG BRI LoD

S LoD
NG ATCC19424 (CFU/mL) 1.5
NG ATCC49226 (CFU/mL) 1.6

Xpert® CT/NG 29
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Xpert® CT/NG Assay
BE BRI ER

43 ARSI BH PR VR & 55 1 PR VRS J5 A 4 A AL R € B P AP CT IMLIE B (ATCC vr885 i
757 D A ATCC vr879 MyEM H) BIJREAE. PR 7 8 NMKER CT MyEH D A1 7 MK
FER) CT MUyETL H, ZikEEEINE 20 K, KA M5 LoD. £/0FH 20 17
e 2 LOD MR IR JEARFEASIGIE A5 FR[F) LOD . ASHT 5T B FRIF) LoD & X W& /D 20 IKE
SR, 95% 45 B 2 BHYER B Rk E

T PRV L BT h 446 CT G2 D R AR LoD 4 75 EB/mL. 554 bRVEE 1 H 46
1617 CT M2 H JFEAKRM) LoD 24 134 EB/mL (K 15). A5+, HAR4ik CT fig
AU LoD (AN EB/mL) 4054 A (900). B (11). Ba (3037). C (34). E (12).
F (151). G (48).1(43). J(112). K (88). LGVI(31). LGVII(40)F1 LGV III(157).

# 15. BB HREERH P CT MiFZLMH LoD
MmiER LoD

CT ATCCvr885 Iii%% D (EB/mL) | 75
CTATCCvr879 Ifii5%¥ H(EB/mL) | 134

K 7 A VRS B PR B P P AT NG Ak (ATCC 19424 11 ATCC 49226).
PR T 6 MR R HE bR, SIREREENE 20 K. HBER P A LoD,

3 M R 0 BT A G S PRWE B R NG ) LoD A 1.2~2.7 CFU/mL (% 16). f#
T 8% T LoD 1) 3 4y Hoth 30 B NG B #k 331 JRW3E i A ) B2 FEAIGAIE LoD

£ 16. IBE BHRBER FHM NG BRI LoD

B LoD
NG ATCC19424 (CFU/mL) 2.7
NG ATCC49226 (CFU/mL) 1.2

okt (IR

e FE 22 /05 106 CFU/mL B 105 LR 20 4% UIEL / mL ) 101 FiAS RG99 ) 3k
177 3WMEENE (R 17). i Bk E N CT R H ; NG RfEH ; Xpert CT/NG
Assay A AR — R . WIS E T BHYE S B R4 . M R N
100%.

# 17 Xpert CT/NG Assay FITETERL X R SR A

R F5A 51T B LiEaiviov 3ok it THERER R (3)
TETEA BT FRANYR 2R 11 A 1 R ETRE (2)
GO THE NIRRT 75 1 R
TEK A RIFIELEH KL G
7T BT AL
LIS FOFT B JEE T 1 G TG PR T
HES5IFT MR 5 5 1 BT B
BT B = 2 TEFT
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Xpert® CT/NG Assay

A=K H LT Hr B2 G
TR AT H TR 42 ]
F1EE AR K E N
LI BT TN Al R P
VTP S SEHES B KA1
A 22 BE LY BT L FHIF HRIBBE L]
VBT R AT B 1T E
BRCFIH 1L IRA R BT 1T
T LT B BT B Ry RS B WGP i G
TR ELCERR B E yik k294
LI aEFT HEY7 BT i AN R R
TAREERIT IR 55 LG i ST i 2 T
PTG SRR 5 T2 A LA GETR
EL2H s 75 1 NIRRT ML 74 B FEERR G
I S8 B SRR S B MEH C I RERR
R SRR Z i 72 D SR CERR
22940 MIHRER S ML 72 W135 HK GEFR
SRIG TR B MIRA S5 W 72 Y PRIKEERK
VY. 2 KO BTG M YR GETR [
B4/ 1 i VE e M EEFR T
WS HERFEIRE (3) K #G IR
A5 OB I T
i A It A R 95 4 T 2 FEH Z BT (2) PGETG KN AR
AT H AWFEIRE (5)
BIE NI W BT (3)
I AL TR TR S B RR
TR ILAT B ZHER BTG

(o) AL 1 T PR K

UAE 1 x 105 B ZH#% UK / mL 3R Al

2 B RR N A AR 2 17

Xpert® CT/NG
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Xpert® CT/NG Assay

TRV B 5T

TEEAE TR ARAE TV 7 Xpert CT/NG Assay ItERE . BT R EE T
445 5xLoD CT &% D Fl NG # ¥k ATCC49226 8% 5xLoD CT IfjEA! H 1 NG &bk

ATCC19424 B8 2HE T A3 o AN PR 3L 5

TEEMEN (58 18) MR (£ 19) &FH FHRENTIYER, Aok

BT
R 18 EHERPHEBET YR
/il W
I 1.0% v/v
KiEH 0.8% w/v
F R 5.0% v/v
WR 7 mg/mL #AAE+ 0.07 mg/mL B #f —
LGV II (CT EB) 10°EB/mL
Vagisil TR A 0.25% w/v
L 8 M [T LA 0.25% w/v
Preparation H FiEE 0.25% w/v
K FRE P 3 0.25% w/v
TR IK R 1 0.25% w/v
Zovirax L EZ 7L 0.25% w/v
Vagisil PRIEFE 0.25% w/v
Vagi Gard {RiT#E 0.25% w/v
KY JBIRIE T 77 0.25% w/v
Yeast Gard Vi 0.25% w/v
Delfen [ i 22K 0.25% w/v

VH Essentials 5§ .5 Itk i il it 25 FH 3 1

0.25% v/v

SHIEEN

106 /41 / mL
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Xpert® CT/NG Assay

R 19K BE R HEETIMY R
YR WE
11 0.3%v/v
K H 0.2%v/v
FR 5.0%v/v
N 7 mg/mL A&+ 0.07 mg/mL B #fE — %
LGV II (CT EB) 106 EB/mL
SHEZS 106 M4l / mL
Norforms [ 5 A2 5] 0.25% w/v
BSA 10 mg/mL
H %I BE 10 mg/mL
EEA 0.2 mg/mL
B =] DL AR 40 mg/mL
AR 1.8 mg/mL
EQUE NN 3.6 mg/mL
o R — IR IR 7 (28 5 / 2 | 2.9 X 104 CFU/mL
H O &R | A 57 [CE
Xt LB 3.2 mg/mL
Vagisil 2 MEFALL S 2Ky 0.25% w/v
PR R TR pH 4.0
B PRI pH 9.0

T EHFEA, LUNIRAFAER AT e TP il

WERT 1%v/v B
WERKT 0.8%w/v HIENEH .

X FPRBFEAS,  LUNPORAFAERS AT BE TP il

WERT 0.3%v/v HIIILIKE;

WERT 0.2% w/v RS H .

WE KT 0.2 mg/mL (20 mg/dL) HIAHLL &,
W KT 0.2%w/v i Vagisil ZcPEFALN R .

Xpert® CT/NG
302-3037-ZH-CN, f&iThix E 2024 4F 3 A

33



Xpert® CT/NG Assay

T Jet A

WFFRIERT, — s P . B b 6255 () GeneXpert A4 &0 AT T 4 78 ] — A5 Ay I [ 41k
FEZR J5 0 R 7K P B AR A B35 V5 e ASHIEFL 48 FH AR R 1) GeneXpert AR BRI BH 14
FEAS 5 SE RIS AN 5 CT /K~F (1.9 x 104EB/mL) F1/5 NG 7K~F(5.2 x 105CFU/mL).
ARG TR & CHNRGYIMRBEARRY b)) CANEE PR
THEARRT . 43 HITE 4 1 GeneXpert BLHAKGI S FEARRA, PRI BIHELT 44
W, 1 H 20 ANFAVESE AT 24 NRIYELSS R . BTG 40 4 FIVEREA B ERRIR & N CT &
H: NGHH”. Frf 48 i IEFEA IS EMH A A CT R NG REH”.

HEH

VR A B 55 1 R B A M Lo M B TE 78R CT 1 NG, SIpFEAS, 76 3 A4
B 7T HR 0 5E N Xpert CT/NG Assay EEHIVEY . fE3 K IGFEYE (1XLoD). H
SEFHME (2-3XLoD) FI5HEFHME: (>20XLoD) FHR B /K il 44 REFh o B FREAS . BH MRS
AALE VR G B B R AR A T B B A . 7E 3 DML 5 DMARH I
ZHE 2 BASERERIE Skl —24 22 e (11 (i JRIEEFREAS; 11 47 Bk
A, FERAGI 4 R (22 FEARX2 ZHEAF x5 Rx4 WWEENE/RKx3 ML) .
A FAEH =4 Xpert CT/NG 5, ®ABFFRALIREN T 2 MKk, 1R Xpert
CT/NG Assay #AERE 7 ATRM . AFRFEAS A CT 1 NG 45 R — B R A R 5T
HL B T3 20 AR 21 .

R20.EFHER GAAFO); HTreRp—8#E

. BAROL | BREG2 | BROS [
(GeneXpertDx) | (Infinity-80) (Infinity-48)
CT >20X LoD; CT | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG >20XLoD | NG | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT >20X LoD; CT | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG 1X LoD NG | 87.5% (35/40) | 97.5% (39/40) | 95.0% (38/40) | 93.3% (112/120)
CT >20X LoD; CT | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG B NG | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT 1X LoD; CT | 90.0% (36/40) | 97.5% (39/40) | 95.0% (38/40) | 94.2% (113/120)
NG>20XLoD | NG | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT 1X LoD; CT | 97.5% (39/40) | 100% (40/40) | 100% (40/40) | 99.2% (119/120)
NG 1X LoD NG | 92.5% (37/40) | 90.0% (36/40) | 90.0% (36/40) | 90.8% (109/120)
CT 1X LoD; CT | 97.5% (39/40) | 90.0% (36/40) | 90.0% (36/40) | 92.5% (111/120)
NG B NG | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT 2-3X LoD; CT | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG B NG | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT A CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG >20X LoD NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT A CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG 1X LoD NG | 100% (40/40) | 97.5% (39/40) | 97.5% (39/40) | 98.3% (118/120)
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Xpert® CT/NG Assay

CT B k; CT | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG 2-3X LoD NG | 97.5% (39/40) | 100% (40/40) | 100% (40/40) | 99.2% (119/120)
CT BPk; CT | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG P NG | 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
R2LEEMLER GEHAT L) RBHEAR—HE
Bk B 1 lﬁ%tlﬂu 2 lﬂ??itlﬂu 3 e
(GeneXpert Dx) (Infinity-80) (Infinity-48)
CT >20X LoD; CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG >20X LoD NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT >20X LoD; CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG 1X LoD NG | 92.5% (37/40) | 97.5% (39/40) | 97.5% (39/40) | 95.8% (115/120)
CT >20X LoD; CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG F1E NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT 1X LoD; CT | 92.5% (37/40) | 95.0% (38/40) | 90.0% (36/40) | 92.5% (111/120)
NG >20X LoD NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT 1X LoD; CT | 95.0% (38/40) | 80.0% (32/40) | 87.5% (35/40) | 87.5% (105/120)
NG 1X LoD NG | 95.0% (38/40) | 85.0% (34/40) | 87.5% (35/40) | 89.2% (107/120)
CT 1X LoD; CT | 87.5% (35/40) | 97.5% (39/40) | 97.5% (39/40) | 94.2% (113/120)
NG B NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT 2-3X LoD; CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG Ff# NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT B CT | 97.5% (39/40) | 100% (40/40) | 100% (40/40) | 99.2% (119/120)
NG >20X LoD NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT Bt4; CT 100% (40/40) | 100% (40/40) | 97.5% (39/40) | 99.2% (119/120)
NG 1X LoD NG 100% (40/40) | 97.5% (39/40) | 100% (40/40) | 99.2% (119/120)
CT Bt4; CT 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
NG 2-3X LoD NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
CT A CT 100% (40/40) | 100% (40/40) | 97.5% (39/40) | 99.2% (119/120)
NG FH M NG 100% (40/40) | 100% (40/40) | 100% (40/40) | 100% (120/120)
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Xpert® CT/NG Assay

AR &R AR 65 5 (BL Ct{ESR R ), X Xpert CT/NG Assay ) 2 5 4 i3
177 V- . ANEIREALEDTFE A0 lE] bk E] L H [A]
AR /E (CV) W3 22-3% 24.

R 22 FHRBAEA K E B BIE—CT1 b7

AT T IME . FrifElmZE (SD)

HbR H’TT; T am AW | wEfFRe | R | A
i,j CT NG | —&¥y | —BE | £ D cv SD cv D cv D cv - cv sp | &V
(LoD) | (LoD) | &% (%) Ct (%) (%) (%) (%) (%) (%)
>20X | >20X | 120/120 | 100 |20.67 | 0.21| 1.0 | 0.11| 0.5 | 0.11| 0.5 | 0.00| 0.0 | 0.29 | 1.4 | 0.39 | 1.9
>20X | 1X | 112/120 | 93.3 |20.73 (029 | 1.4 | 037 | 1.8 | 0.00| 0.0 |0.00 | 0.0 |1.59 | 7.7 | 1.66 | 8.0
>20X | BI¥E | 120/120 | 100 | 20.59 [ 0.00| 0.0 |021| 1.0 [ 006 | 03 | 008 | 04 |026| 1.3 |035| 1.7
1X | >20X | 113/120 | 942 |37.20|0.10| 0.3 | 0.21| 0.6 | 0.00| 0.0 | 0.00 | 0.0 | 1.15| 3.1 | 1.18 | 3.2
1X 1X | 106/120 | 883 |37.04|0.17| 0.5 | 0.00 | 0.0 | 0.00 | 0.0 |0.12| 0.3 |1.08| 29 | 1.10 | 3.0
x| g 111/120 | 92.5 |37.04 |0.06 | 0.2 | 0.00 | 0.0 | 0.00| 0.0 | 0.00| 0.0 | 1.12| 3.0 | 1.12 | 3.0
” 2-3X | Bi¥E | 120/120 | 100 | 3563 (0.13| 0.4 [0.00| 0.0 |0.15| 04 |0.10| 03 |0.77 | 2.2 | 0.80 | 2.3
Pt | >20X | 120/120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A |N/A
Pt | 1X | 118/120 | 98.3 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A |N/A
FAtE | 2-3X | 119/120 | 99.2 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A |N/A
FAE | BATE | 1207120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A
>20X | >20X | 120/120 | 100 |21.46 | 0.23| 1.0 | 0.00| 0.0 | 0.12| 0.5 | 0.02| 0.1 | 031 | 1.4 | 040 | 1.9
>20X | 1X | 115/120 | 958 |21.33|0.13| 0.6 | 0.05| 0.2 | 0.13| 0.6 | 0.00 | 0.0 | 043 | 2.0 | 047 | 2.2
>20X | B | 1207120 | 100 |21.36 | 0.19| 0.9 |0.00| 0.0 |0.12| 0.6 | 0.02| 0.1 | 047 | 2.2 | 0.52 | 2.4
1X | >20X | 111/120 | 925 |37.24|0.36| 1.0 | 0.00 | 0.0 | 0.00 | 0.0 | 0.00 | 0.0 | 1.33 | 3.6 | 1.38 | 3.7
1X 1X | 97/120 | 80.8 |37.15|0.40| 1.1 {0.18| 0.5 | 0.17 | 0.4 | 0.00 | 0.0 | 1.02 | 2.8 | 1.13 | 3.0
| 1x | Bt | 1137120 | 94.2 | 3739 | 0.10| 03 [ 032 | 0.9 |0.00 | 0.0 | 0.00 | 0.0 | 1.38 | 3.7 | 1.42 | 3.8
W | 2-3X | Bt | 1207120 | 100 | 35.26 | 0.24 | 0.7 | 0.00 | 0.0 | 0.30 | 0.9 | 0.00 | 0.0 | 0.80 | 2.3 | 0.89 | 2.5
FAPE | >20X | 119/120 | 99.2 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A
FA¥E | 1x | 118/120 | 983 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A |N/A
Pt | 2-3X | 120/120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A |N/A
FAPE | BATE | 119/120 | 99.2 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A

@ PIBAT I RE SONRE— BT Do i) — A4 A E RAERE— RO REAMEA R R AGI 4 K.

Agrmt=—%(. Conc=iRE. CV="LRRH. N/A=JIMEFEAANEH . SD=Frfif 2%

R WRSRE AR SRR SRR D, AR R AR SUE BT RE N

PEVEN 0.

LM DL, ] SD A CV JISE AR 5
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Xpert® CT/NG Assay

R 23 TFRRBAEA ) E S HEHE—NG2 ¥R

| PRC L wm | omm | mmme | mmew | wi
B CT NG | —B#y | —3E | 1 cv cv cv cv cv cv
(LoD) | (LoD) «%t/ (%) 42’3 Plow | P 1o P | > o P w| > |w
>20X | >20X | 120/120 | 100 | 19.65|0.03 | 0.1 | 0.09 | 0.4 | 0.07 | 0.3 | 0.02| 0.1 | 0.24| 1.2 | 0.26 | 1.3
>20X | 1X |112/120 | 93.3 | 3538 0.22| 0.6 | 0.00 | 0.0 | 0.00 | 0.0 | 0.00 | 0.0 | 1.98 | 56 | 1.99 | 5.6
>20X | FATE | 120/120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A |N/A
1X | >20X | 113/120 | 94.2 | 19.69 | 0.12 | 0.6 | 0.00 | 0.0 | 0.19 | 1.0 | 0.00 | 0.0 | 0.43 | 2.2 | 0.49 | 2.5
1X 1X | 106/120 | 88.3 |35.61|0.00| 0.0 {053 | 1.5 | 0.00 | 0.0 | 0.80 | 2.2 | 1.37 | 3.9 | 1.67 | 4.7
| 1X | BIME | 1117120 | 925 0 |N/A|N/A|NJ/A|N/A|N/A|N/A|NJ/A|N/A|N/A|N/A|N/A|N/A
T | 2-3X | BIM | 120/120 | 100 0 |N/A|N/A|NJ/A|N/A|N/A|N/A|NJ/A|N/A|N/A|N/A|N/A|N/A
P | >20X | 120/120 | 100 | 19.60 | 0.10 | 0.5 | 0.07 | 0.4 [ 0.00 | 0.0 [ 0.07 | 0.4 | 020 | 1.0 | 0.25| 1.3
BT | 1X | 118/120 | 983 | 3543|039 | 1.1 [0.00 | 0.0 [ 004 | 0.1 [022| 0.6 | 094 | 2.6 | 1.04 | 2.9
FATE | 2-3X | 119/120 | 99.2 | 33.97 | 0.00 | 0.0 | 0.15| 0.4 [0.00| 0.0 [015| 0.4 |0.71 | 2.1 | 0.74 | 2.2
FAtE | BATE | 1207120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A
>20X | >20X | 120/120 | 100 | 20.34 | 0.06 | 0.3 | 0.09 | 0.4 | 0.00| 0.0 | 0.07 | 03 | 023 | 1.1 | 0.26 | 1.3
>20X | 1X |115/120 | 95.8 |35.41|0.00| 0.0 | 0.00| 0.0 | 0.19| 0.5 | 030 | 0.8 | 1.15| 3.3 | 1.20 | 3.4
>20X | BAPE | 1207120 | 100 0 |N/A|N/A|NJ/A|N/A|N/A|N/A|NJ/A|N/A|N/A|N/A|N/A|N/A
1X | >20X | 111/120 | 92.5 | 20.40 | 0.06 | 0.3 | 0.07 | 0.3 | 0.00 | 0.0 | 0.00 | 0.0 | 039 | 1.9 | 0.40 | 2.0
1X 1X | 97/120 | 80.8 |35.57|0.20| 0.6 | 0.00 | 0.0 |0.13 | 0.4 |0.10 | 03 | 128 | 3.6 | 131 | 3.7
| 1X | Bt | 1137120 | 94.2 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A
| 2-3X | BItE | 1207120 | 100 0 |N/A|N/A|NJ/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A
FAPE | >20X | 119/120 | 99.2 | 20.39 | 0.00 | 0.0 | 0.07 | 0.4 | 0.14| 0.7 | 0.05| 03 | 026 | 1.3 | 031 | 1.5
BT | 1X | 118/120 | 98.3 | 35.35|0.00 | 0.0 | 0.11 | 0.3 [ 0.00 | 0.0 [ 036 | 1.0 [ 092 | 2.6 | 099 | 2.8
BT | 2-3X | 120/120 | 100 | 33.80 | 0.00 | 0.0 | 0.18 | 0.5 [ 0.00 | 0.0 [ 0.00 | 0.0 | 054 | 1.6 | 0.57 | 1.7
FAPE | BAME | 119/120 | 99.2 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A

@ PIBAT I RE SONRE— BT Do i) — A4 A E RAERE— RO REAMEA R R AGI 4 K.

Agrmt=—%(. Conc=¥K[E. CV="LR R¥. N/A=PAPEREAANIEGH . SD=h5fE M %

R IRSRE AR SRR EARE D, AR R AR BUE BT RE N

PEVEN 0.

LM DL, ] SD A CV JISE AR 5
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Xpert® CT/NG Assay

R 24 BT HIRBHEA K EZ 55 - NG4 47

bR PARC ) wm | omm | mmme | ommw | s
e I R
7 CT NG —“ﬁlﬁ/ BE | 7y SD Ccv D Cv D cv D Ccv D Cv SD Ccv
(LoD) | @oD) | B | ) | Ct ) | > w| " | ® o0 | > | oo

>20X | >20X | 120/120 100 19.34 | 0.00 | 0.0 | 0.12| 0.6 | 0.11| 06 [ 0.00| 00 [039| 2.0 042 | 2.2

>20X 1X 112/120 | 93.3 3500041 1.2 |0.00| 0.0 |0.00| 0.0 |032| 09 | 189 | 54 | 196 | 5.6

>20X | BitE | 1207120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A | N/A

1X >20X | 113/120 | 94.2 19.41 | 0.07 | 04 [ 0.00| 0.0 {0.14| 0.7 | 003 | 0.2 | 049 | 25 | 052 | 2.7

1X 1X 106/120 | 883 | 3547 (032| 09 |0.00| 0.0 | 000 0.0 {070 20 |090| 2.5 | 119 | 3.3

| 1X | B | 1117120 | 925 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A | N/A

F | 2-3X | Bt | 1207120 | 100 0 |NJA|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A | N/A

B | >20X | 120/120 100 19.35|0.02 | 0.1 [ 0.04| 0.2 | 0.00| 0.0 | 0.07| 04 [0.28 | 1.5 | 0.29 | 1.5

[ 1X 118/120 | 983 | 35.05|0.00| 00 |0.16| 0.5 | 0.00| 0.0 [ 0.00| 0.0 |1.00| 29 | 1.01| 29

FAPE | 2-3X | 119/120 | 99.2 33571014 | 04 | 017 | 0.5 | 0.00 | 0.0 | 0.00| 0.0 | 0.78 | 2.3 | 0.81 | 2.4

FAPE | BATE | 1207120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A

>20X | >20X | 120/120 100 20.06 | 0.12 | 0.6 | 0.12 | 0.6 | 0.09 | 0.4 | 0.00| 0.0 | 0.39 | 19 | 043 | 2.1

>20X 1X 115/120 | 958 | 3527|017 | 05 |0.13| 04 | 0.00( 0.0 [0.00| 0.0 |1.04| 29 | 1.06| 3.0

>20X | Bitt | 1207120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A | N/A

1X >20X | 111/120 | 92.5 20.16 | 0.00 | 0.0 | 0.08 | 0.4 | 0.00| 0.0 | 0.12| 0.6 | 0.56 | 2.8 | 0.58 | 29

1X 1X 97/120 80.8 3525 (0.00| 00 |0.00| 00 |041| 1.2 |[0.00| 0.0 |1.17 | 3.3 | 1.24| 3.5

B ax | gt | 1137120 | 942 0 | N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A | N/A | N/A

i 2-3X | BItE | 1207120 | 100 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A | N/A

B | >20X | 119/120 | 99.2 20.1210.09| 05 | 010 | 05 | 0.06 | 03 | 0.00| 0.0 | 041 | 2.0 | 0.43| 2.2

A M 1X | 118/120 | 983 |35.05|024| 0.7 {000 0.0 |0.15| 0.4 | 0.12| 0.4 |1.09| 3.1 | 1.13 | 3.2
Pt | 2-3X | 120/120 | 100 | 33.67 | 0.00 | 0.0 | 0.33 | 1.0 [ 0.00 | 0.0 [0.16 | 05 [ 083 | 25 | 091 | 2.7
Pt | BAME | 119/120 | 99.2 0 |N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A|N/A
a8 — RIS AT I E SONFE— BT 0 () — B B A AR — RS AR SR Y B A 4 1K
Agrmt=—%(. Conc=IKJE. CV="L5R 2% N/A=PAMEFEARAEH . SD=Frifkf %
R R R S E AR SRR N, WA SR SUE B TR f . R AEIXRME B, (T SD AT CV s AR S
PEREN 0,
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Xpert® CT/NG Assay

D RGREEE

PN B KS 25 FE T AT SR PR 7 CT A0 NG 97 B 0 99 P PR VR BB 400 9 0 48 7 35 Jg o)
GeneXpert Dx 5 Infinity-80 4 HzlJEEH PCR 73T REHIPEREIEAT L. Il 8 BEFH
W 7E 7 AR 55 FE M (0.25~0.5XLoD). F1 &5 A (2~3XLoD) MgfHME (>20XLoD)
WL AT BIREA o BH PR A A0 45 BE 1 PR TR0 BH P AR R . WS 42 44 B AE 12 DMASE H
WX —2H 20 I FEA (10 M IRIBFERFEA, 10 X FRFFEA) 47 TR . A 424
VE R BFRIERAN AT R G L B SAERERIZAT 4 Ik (20 FEAX4 IR/ Kx12 K
X2 ZBEAERX2 NI RGD . AT Tt Xpert CT/NG Assay. #R#E Xpert
CT/NG Assay #RAEREFREAT R . ARIFEA ST CT 1 NG &5 R0 — 3Rz A RS
HIF3 25 F1R 26 .

£ 55 FEMBRER: RFERH—BE

FeA GeneXpert Dx Infinity-80 AR S —BEY%

CT >20X LoD; CT 100% (96/96) | 100% (95/95)2 | 100% (191/191)
NG >20X LoD NG 100% (96/96) | 100% (95/95)2 | 100% (191/191)
CT >20X LoD; CT 100% (96/96) 100% (96,/96) 100% (192/192)
NG 0.25-0.5X LoD NG 62.5% (60/96) | 52.1% (50/96) 57.3% (110/192)
CT >20X LoD; CT 100% (96/96) | 100% (95/95)> | 100% (191/191)
NG A NG 100% (96/96) | 100% (95/95)P | 100% (191/191)

CT 0.25-0.5X LoD; CT 46.9% (45/96) | 42.7% (41/96) 44.8% (86/192)
NG >20X LoD NG 100% (96,/96) 100% (96,/96) 100% (192/192)
CT 0.25-0.5X LoD; CT 55.2% (53/96) | 60.4% (58/96) 57.8% (111/192)
NG 0.25-0.5X LoD NG 50.0% (48/96) | 66.7% (64/96) 58.3% (112/192)
CT 0.25-0.5X LoD; CT 61.5% (59/96) | 62.1% (59/95)¢ | 61.8% (118/191)
NG % NG 100% (96/96) | 100% (95/95) ¢ 100% (191/191)

CT 2-3X LoD; CT 100% (96,/96) 100% (96,/96) 100% (192/192)
NG 2-3X LoD NG 100% (96/96) 100% (96/96) 100% (192/192)
CT BAE; CT 100% (96,/96) 100% (96/96) 100% (192/192)

NG >20X LoD NG 100% (96,/96) 100% (96,/96) 100% (192/192)
CT BAE, CT 100% (95/95)b | 100% (96,/96) 100% (191/191)

NG 0.25-0.5X LoD NG 58.9% (56/95)b | 62.5% (60/96) 60.7% (116/191)
CT BATE; CT 100% (96,/96) 100% (96,/96) 100% (192/192)

NG B NG 100% (96,/96) 100% (96,/96) 100% (192/192)

a.  —IMFEARMIVIGE KRR LS A
b.  —FEA[Y CT > 20X LoD; NG BH1EFT CT BH1; NG 0.25-0.5X LoD FEAI I IRAR IR 45 5, RiFITER.
— I REAAE R, RBEATREI .
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Xpert® CT/NG Assay

R 26T RGBSR, RRERI— 5%

EFI GeneXpert Dx Infinity-80 FEAH B2
Y%

CT >20X LoD; CT 100% (96,/96) 100% (96/96) | 100% (192/192)
NG >20X LoD NG 100% (96/96) 100% (96/96) | 100% (192/192)
CT >20X LoD; CT 100% (96,/96) 100% (96/96) | 100% (192/192)
NG 0.25-0.5X LoD NG 46.9% (45/96) | 49.0% (47/96) | 47.9% (92/192)
CT >20X LoD; CT 100% (96/96) 100% (96/96) | 100% (192/192)
NG FH NG 100% (96/96) 100% (96/96) | 100% (192/192)
CT 0.25-0.5X LoD; CT 50.0% (48/96) | 52.1% (50/96) | 51.0% (98/192)
NG >20X LoD NG 100% (96,/96) 100% (96/96) | 100% (192/192)
CT 0.25-0.5X LoD; CT 44.8% (43/96) | 39.6% (38/96) | 42.2% (81/192)
NG 0.25-0.5X LoD NG 62.5% (60/96) | 58.3% (56/96) | 60.4% (116/192)
CT 0.25-0.5X LoD; CT 46.9% (45/96) | 46.9% (45/96) | 46.9% (90/192)
NG $ 1% NG 100% (96/96) 100% (96/96) | 100% (192/192)
CT 2-3X LoD; CT 100% (96,/96) 100% (96/96) | 100% (192/192)
NG 2-3X LoD NG 100% (96/96) 100% (96/96) | 100% (192/192)
CT A, CT 100% (96/96) 100% (96/96) | 100% (192/192)
NG >20X LoD NG 100% (96,/96) 100% (96/96) | 100% (192/192)
CT A, CT 100% (96,/96) 100% (96/96) | 100% (192/192)
NG 0.25-0.5X LoD NG 36.5% (35/96) | 33.3%(32/96) | 34.9% (67/192)
CT B CT 100% (96/96) 100% (96/96) | 100% (192/192)
NG B NG 100% (96,/96) 100% (96/96) | 100% (192/192)
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Xpert® CT/NG Assay

AR H AT M EE AR 2 6(5 5 (LA Ct{HZRIR), X Xpert CT/NG Assay R % Bt

17 TV e ARIFEAREAESE . HIE SATREFSE tafifmzZ (SD) AR R 524
(CV) W& 27-29.

R 27 BRI A KRS EHAE-CT1 47

HITWRE e -dL! H 1] BATIA] 2 BT it
—%
CT NG |— 34 cv cv cv cv
it S x i SD SD SD SD sop | &
(LoD) | (LoD) | &% % Ct (%) (%) (%) (%) (%)
(V]
>20X | >20X [191/191| 100 [23.52{0.05| 0.2 [0.02| 0.1 [0.00| 0.0 [0.25| 1.1 |0.26| 1.1
25-
>20X %5?( 110/192| 57.3 [23.52{0.00| 0.0 |0.00| 0.0 [0.08| 0.3 [0.18| 0.7 [0.19| 0.8
>20X | BItE [191/191| 100 [23.55/0.03| 0.1 [0.00| 0.0 [0.00| 0.0 [0.22| 0.9 [0.22| 0.9
%‘25;' >20X | 86/192 | 44.8 [38.77[0.00| 0.0 |[0.00| 0.0 [0.32| 0.8 [1.38| 3.6 [1.42]| 3.7
0.25- | 0.25-
| oox | ooy | 39/192 | 307 |3846/0.00| 0.0 1030 0.8 |0.00 00 |135| 35 |139| 36
Hr 0.25.
dsx Bt |118/191| 61.8 |38.05(0.08| 0.2 |0.00| 0.0 |[0.00| 0.0 |1.26| 3.3 |1.26| 3.3
2-3X | 2-3X [192/192| 100 |31.49|0.04| 0.1 |0.00| 0.0 |0.06| 0.2 |0.24| 0.8 |0.25| 0.8
P | >20X |192/192| 100 | O |N/A| N/A [N/A| N/A |[N/A| N/A |[N/A| N/A |N/A| N/A
0.25-
B 14 0.5% 116/191| 60.7 | 0 |[N/A| N/A [N/A| N/A |[N/A| N/A |[N/A| N/A |N/A| N/A
FAPE | BAME [192/192| 100 | O |N/A| N/JA |[N/A| N/JA |[N/A| N/A |[N/A| N/A |N/A| N/A
>20X | >20X [192/192| 100 [24.35|/0.05| 0.2 [0.20| 0.8 [0.10| 0.4 [0.30| 1.2 [0.38| 1.6
>20X %‘25";' 92/192 | 47.9 [24.25/0.00| 0.0 [0.06| 0.3 [0.00| 0.0 [0.62| 2.6 |0.62| 2.6
>20X | BitE [192/192| 100 [24.12{0.00| 0.0 |[0.15| 0.6 [0.19| 0.8 [0.34| 1.4 |0.41| 1.7
25-
%52( >20X | 98/192 | 51.0 [38.33]0.12| 0.3 [0.00| 0.0 [0.84| 2.2 [1.03| 2.7 [133]| 3.5
0.25- | 0.25-
‘ ocx | ooy | 48/192 | 250 |3826/0.00| 0.0 |0.00 00 |0.56| 15 |1.05| 27 |119] 3.1
IR0 25
dsx FATE | 90/192 | 46.9 |38.39(0.00| 0.0 |0.00| 0.0 [0.00| 0.0 |[1.09| 2.8 |1.09| 2.8
2-3X | 2-3X [192/192| 100 |31.85/0.00| 0.0 |0.11| 0.4 |0.18| 0.6 |0.32| 1.0 [0.39| 1.2
Pt | >20X |192/192| 100 | O |N/A| N/A [N/A| N/A [N/A| N/A |[N/A| N/A |N/A| N/A
0.25-
15K ooy | 67/192| 349 | 0 |N/A| N/A |N/A| N/A |N/A| N/A |N/A| N/A |N/A| N/A
FAtE | BAM [192/192| 100 | 0 |N/A| N/A |[N/A| N/A |[N/A| N/A |[N/A| N/A |N/A| N/A

@ PABAT I FE ORI T Lo ) — A4 S AR RS — RO JEAMEACR I AR 4 2K

Agrmt=—F(. Conc=IKJZ. CV="L7 RE. N/A=PIVEFEAANEH . SD=FrfEfh %=

WRE: RN R S HHA R ARE N, MR EARE LR . ERAEXREN, £/ SD A CV IlE K75 R
¥ EN 0.
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Xpert® CT/NG Assay

R 28T AR A HIRE 5 E e - NG2 #8457

H iR B X 23 18] H (8] ZATIH 2 BITH Bt
CT NG | —3 —HE 5 cv cv cv cv cv
v ‘ﬁﬁ/ iig SD SD SD SD SD
(LoD) | (LoD) | ¥ (%) Ct (%) (%) (%) (%) (%)
>20X | >20X [191/191| 100 |19.03[0.01| 0.0 [0.02| 0.1 |0.00| 0.0 |0.21| 1.1 [0.21| 1.1
>20X %252)(_ 110/192| 57.3 [37.63(0.07| 0.2 |0.46| 1.2 |0.00| 0.0 [1.55| 4.1 |1.62| 4.3
>20X | FAPE |191/191| 100 0 [N/A| N/A |N/A| N/A |[N/A| N/A |[N/A| N/A [N/A| N/A
%255;’(' >20X | 86/192 | 44.8 |19.08[0.00| 0.0 [0.00| 0.0 |0.10| 0.5 [0.31| 1.6 |0.32| 1.7
0.25- | 0.25-
‘ osx | 05X 59/192 | 30.7 |[36.78/0.00| 0.0 |{0.24| 0.6 |0.00| 0.0 [1.47| 4.0 [1.49| 4.0
Hr 0.25-
dsx FH# |118/191| 61.8 0 [N/A| N/A |N/A| N/A |[N/A| N/A |[N/A| N/A [N/A| N/A

2-3X 2-3X |192/192| 100 |31.35|0.00( 0.0 (0.00| 0.0 |0.00f 0.0 [0.33]| 1.1 |0.33| 1.1

B | >20X [192/192| 100 |19.02{0.00| 0.0 [0.00| 0.0 |0.07| 0.4 [0.22| 1.2 [0.23| 1.2

[ (())251_ 116/191| 60.7 |36.77(0.00f 0.0 [{0.46| 1.2 |0.00| 0.0 |1.65| 4.5 [1.71| 4.7

FAPE | BHME [192/192| 100 0 |N/A| N/A |N/A| N/A |[N/A| N/A |[N/A| N/A |N/A| N/A

>20X | >20X (192/192| 100 (19.85(0.00| 0.0 |0.15| 0.7 |0.00| 0.0 |0.34| 1.7 (0.37| 1.8

>20X %251' 92/192 | 479 |36.72|0.15| 04 [0.00| 0 |0.00| 0.0 |136] 37 |137| 37
>20X | BI¥E [192/192] 100 | O |N/A| N/A [N/A| N/A [N/A| N/A [N/A| N/A [N/A| N/A
0.25-
oox | >20% |98/192 | 510 [1951]0.00| 0.0 [0.00| 0.0 [000| 0.0 |120] 61 |1.20| 61
025 | 0.25-
| osx | osx | *8/192| 250 [3638]026] 07 |000| 00 [198] 55 |113| 31 |230| 63
PRI 70 25
oox | Witk |90/192 | 469 | 0 |N/A| N/A |N/A| N/A |N/A| N/A [N/A| N/A |N/A| N/A

2-3X 2-3X (192/192| 100 (31.53|0.00| 0.0 |0.09| 0.3 |0.16| 0.5 (0.42| 1.3 |0.46| 1.4

FIfE | >20X [192/192| 100 [19.26|0.14| 0.7 |0.00| 0.0 |0.17| 0.9 [0.43| 2.3 |0.49| 24

0.25-
B 0.5X 67/192 349 |36.88(0.00| 0.0 (031 0.8 |0.00] O |1.45| 39 |1.48| 7.5

BIfE | BAME [192/192| 100 0 |N/A| N/JA |N/A| N/A |[N/A| N/A [N/A| N/A |[N/A| N/A

= PIABAT I RE SO KB T Lo ) — A4 B RAERE— RO REAMEA R AL R AR 4 K.

Agrmt=—3(. Conc=IKJZ. CV="L7 RH. N/A=PIVEFEAANEH . SD=prifEf %=

WRE: R BES R SHAEREARE N, MHA S EERE AT . AR ARSI, fHH SD A1 CV I5E 1A
¥ EHN 0.
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Xpert® CT/NG Assay

R 2980T MR A BIRE 5 B % - NG4 3845

HITWRE e dL H 1) 1Z4TIA] 2 ZAITH Mt
CT NG | —B%y | —B% cv cv cv cv cv
Byt \ﬁﬁ/ S5 Ct | SD SD SD SD SD
(LoD) | (LoD) | & (%) (%) (%) (%) (%) (%)
>20X | >20X [191/191| 100 | 18.67 |0.00| 0.0 |0.00| 0.0 |0.19| 1.0 |0.34| 1.8 |0.39| 2.1
>20X %‘ii’(’ 110/192| 57.3 | 36.94 |0.49| 1.3 [0.00| 0.0 [0.10| 0.3 [1.63| 4.4 |1.71| 4.6
>20X | BAtE |191/191| 100 0 |N/A| N/A [N/A| N/A |N/A| N/A |[N/A| N/A |N/A| N/A
%‘25;' >20X | 86/192 | 44.8 | 18.72 |0.06| 0.3 |0.00| 0.0 |0.21| 1.1 |0.41| 2.2 |0.46| 2.5
0.25- | 0.25-
| oex | osx | 39/192| 307 | 3657 |0.00| 0.0 |050| 14 |0.00| 00 |155| 43 |163| 45
=7 0.25-
dsx FHPE  |118/191| 61.8 0 N/A| N/A |N/A| N/A |[N/A| N/A |[N/A| N/A |[N/A| N/A
2-3X | 2-3X [192/192| 100 | 31.06 [0.00| 0.0 [0.05| 0.2 |[0.00| 0.0 |0.42| 1.4 |043| 1.4
FH | >20X |192/192| 100 18.69 [0.00| 0.0 [0.00| 0.0 [0.22]| 1.2 |0.38| 2.0 |0.44| 2.3
0.25-
B ooy |116/191) 607 | 3631 10.08| 0.2 |0.13| 04 |0.00| 00 |1.24| 34 |125| 34
FHPE | BAME [192/192| 100 0 N/A| N/A |N/A| N/A |N/A| N/A |[N/A| N/A |[N/A| N/A
>20X | >20X [192/192| 100 | 19.44 |0.01| 0.1 |0.10| 0.5 | © 0 |045| 2.3 |046| 2.4
>20X %’25?(' 92/192 | 479 | 3631 | 0 0 |004] 01 [0.17] 05 [1.18] 3.2 [1.19] 6.1
>20X | FAtE |192/192| 100 0 N/A| N/A {N/A| N/A |[N/A| N/A |N/A| N/A |N/A| N/A
0.25-
ooy | >20X | 98/192 | 510 | 19.08 | 0 0 0 0 0 0 |[1.35| 7.1 [1.35| 6.9
0.25- | 0.25-
‘ ocx | osx | 48/192| 250 | 3616 | 0 0 |024] 07 | O 0 |[1.98| 55 |[2.00]| 10.3
IR0 25
dsx Pt | 90/192 | 46.9 0 |N/A| N/A [N/JA| N/JA [N/A| N/A [N/A| N/A [N/A| N/A
2-3X | 2-3X |192/192| 100 | 31.09 | © 0 |016| 05 [011| 04 [049| 1.6 [0.53| 2.7
Bt | >20X |192/192| 100 | 18.80 [0.04| 0.2 | O 0 |0.14| 0.7 |047| 25 |050| 2.6
0.25-
FF ooy | 67/192/| 349 | 3658 |018| 05 | 0 0 |0.74| 2.0 |1.40| 3.8 |1.60| 8.2
FIvE | BATE [192/192] 100 0 N/A| N/A |N/A| N/A |[N/A| N/A |[N/A| N/A |[N/A| N/A

= PIABAT I RE SO KB T Lo ) — A4 B RAERE— RO REAMEA R AL R AR 4 K.

Agrmt=—%(. Conc=¥KFE. CV="LR 5. N/A=[IMEFEAAEH . SD=FrifEf %

R R R SBA R N, AR B RE BT REN
¥ EHN 0.

ERAEIXFE, HH SD A CV il g AR
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Xpert® CT/NG Assay

[(EEE]
T

FEA

PRS2 W

I RAEAS o] BEAFAESURZEYD, BRI 2R B M S S R 58 P 22
PIREAR (BRI A &) SN R RRVE R el . 118
T TCVE A B R LEAE A B AR e, DRI R T s v TR £ i AL B T AR AR
PR A AL 415 5 J ) AT DA S (] 5 9 42 1) RT3 o DA R Ml PR R S 36 S8 A A P 2%
CRTAR N B R PR SE B AR HEAL R ) 3R, 78

TR ST 2 A RE AL BN A7 S N A IR AR

HEIREAS « e M e BT G I 5 L AR O e 8 A%k HL 7 BRI v 197 4
it ) A eV S A o SRR TG T CE LA AR S IR AL B 223 Ab B i A
TGAURAE AR X AR AT BE BTt A G B R RO, 75 IR X
B DCRS 2 UL IR Y o IR SR XV R XS I AL B AL R =, U
NARYE WHO [ 57 B A S B2 yr IR M AL BRI Ak B 45 g Ab B A e AR A i
il &

T B FREARR RS, M H Xpert CT/NG Vaginal/Endocervical

Specimen Collection Kit 8¢ Xpert Vaginal/Endocervical Specimen Collection Kit.

XTPRIBFEARBORPIE (JF) KK, #EEMEH Xpert CT/NG Urine Specimen
Collection Kit 8% Xpert Urine Specimen Collection Kit K4 .

AR Z T Urine Transport Reagent iR E HLE IR, AT BEFZI A7 & 11
ﬁ%o

B T FEAR W AIFE Swab Transport Reagent /& b 1R F 2 20 H #A R R AN
ol

JRIEFEADAZAE Urine Transport Reagent 130 Fr IR A0 2% 2% H AT AS I .

FEREA IS ST RE R FFE S AE A 251, AR ORFEA I e 38 . RIHERESNZ
AT N REA RS E MEREAT VPO
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Xpert® CT/NG Assay

winl& / el

AR FEAGH EAX Xpert CT/NG Assay a5

B InEESN, 152041 IF Xpert CT/NG Assay +o il & 55

T 27048 FH kv BA PR FR A T 4

TH VAR 1D by 2 I & 5 B Ak T AR 2 |

VB Z)A% F S S A5 O R A I 5
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