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https://www.eurosurveillance.org/search?option1=pub_affiliation&value1=Charit%C3%A9+%E2%80%93+Universit%C3%A4tsmedizin+Berlin+Institute+of+Virology,+Berlin,+Germany+and+German+Centre+for+Infection+Research+(DZIF),+Berlin,+Germany&option912=resultCategory&value912=ResearchPublicationContent

H 4. QlAstat-Dx Respiratory Panel 445 H|0|E{

TP/(TP+FN)  miztg / 95% Cl TN/(TN+FP)  =0]M / 95% Cl
PPA(%) NPA(%)

A 2507/2579 97.2 96.5~97.8 1081/1125  96.1 94.8~97.1
Hfo|2{A
otg| . HO| B A 136/139 97.84 93.85~99.26 2616/2625 99.66  99.35~99.82
D2 LIHIO|{ A 229F 38/39 97.44  86.82~99.55 2735/2735 100  99.86~100.00
AZLIHFO| B A HKUT 73/74 98.65 92.73~99.76  2690/2696 99.78  99.52~99.90
AZLIHIO|3A NL63 88/97 90.72 83.30~95.04 2677/2677 100  99.86~100.00
AZLHHFO|2{A OC43 66/66 100 94.50~100.00 2704/2705 99.96  99.79~99.99
OIZ HE}S R HIO| A A+ 142/147 96.60  92.29~98.54 2627/2629 99.92  99.72~99.98
OIZZOlXt A 327/329 99.39 97.81~99.83  2407/2430 99.05 98.58~99.37
QIEZAXL A HI 0/0 sl gle s gle 2774/2774 100.00 99.86~100.00
OIZZUIRE AHINI pdm09  124/126  98.41  94.40~99.56 2634/2639 99.81  99.56~99.92
OIZZ AKX} A H3 210/214 98.13  9529~99.27 2558/2561 99.88  99.66~99.96
olZ=0lX} B 177/184 96.20  92.36~98.15 2591/2591 100.00 99.85~100.00
o2l Z 2 AKX} HEO| A 62/62 100.00 94.17~100.00 2713/2713 100.00 99.86~100.00
1PV 1)
T}H2}QIZ 2Rl XL HFO| A 8/8 100.00 67.56~100.00 2768/2768 100.00 99.86~100.00
2(PIV 2)
o2l Z 2 X} HEO| A 122/123 99.19  9554~99.86 2648/2649 99.96  99.79~99.99
3(PIV 3)
T2} oI Z 2K} HFO| A 38/40 95.00  83.50~98.62 2732/2733 99.96  99.79~99.99
APV 4)
55| M|Z 8% Ho|2{A 319/325 98.15  96.03~99.15 2442/2443 99.96  99.77~99.99
A+B
2| Ho| A/ 385/409 94.13 91.42~96.03 2317/2339 99.06  98.58~99.38
QEf| 2 Ho[2{ &
SARS-CoV-2 83 /88 94.32 87.38~97.55 171/189  90.48  85.45~93.89
utey 2| of
Bordefella pertussis 43/43 100 91.80~100.00 2716/2726 99.63  99.33~99.80
Mycoplasma pneumoniae 66/66 100 94.50~100.00 2703/2705 99.93  99.73~99.98
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HE §OHCE HELXL UIMRE: HELR e VYH 2 FHELICH dA HE
HE2 QlAstatDx Respiratory Panel & AMESI0] of HEE AAtS = QIO B2 02|t ZAXK|
70| oM = ELX HALE & = SlE Ut

O] &2t Chr[2 A0l M= QlAstatDx Respiratory Panel 24 0A UTM A& 4522
UM AZ22] 85 S U4 B3 B=2| S7HdS B7otAAr Lt

UTM Al2O| ®H| 4t BIZHE = 97.2%(95% Cl, 96.5%~97.8%) 2l A2 2H0Ig| YL L|Ch,
1081 7H2| MK SA M 0l A A AL E0|42 96.1%(95% Cl, 94.8%~97.1%) ¥ & LICt.

HA o2 mE A|RO| FA YA VLEE 94.9%95% Cl, 86.1%~98.3%)¢1 ZHo=
ol ASLICH HA HE HE A= M 4 E0|HE2 65.9%(95%Cl,
51.1%~78.1%) R & LIC}.
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= [
24 45
D= (HE SHA)
24 g5 AU L F AZE S (Limit of Detection, LoD)= AAISH AKX|2| 295%7 & TE S
Ydote 2N s 2 FogL Tt
E4FY LoD £ QlAstatDx Respiratory SARS-CoV-2 Panel 2 ZAZE 7tst 78 HIAXME
LIEtHL = MEHEl 23 *E AFESIY S ASLICH A2 0| E NPS AKX 7| Z(Copan
UTM O A il 217F ME)E 1 7) £ 1 0|Ae] WRIHZ ANFO|ESAT 20 JHo)
SHIZ01M AAEI I LT
2t EX0| T2t 2 LoD IS B 5 0f Lhgt YLICH
H 5. QlAstat-Dx Respiratory SARS-CoV-2 Panel 2 ZAlSH o2 S E7| EX #F25E 2538t LoD 2
el 25 FON 5= zzs
o= 2olx} A/New Jersey/8/76 ATCC® VR-897 28.1 CEIDso/ml 20/20
AHINI1 A/Brisbane/59/07 ZeptoMetrix® 0810244CFHI  0.04 TCIDso/ml 19/20
A/New Caledonia/20/99  ZeptoMetrix 08 10036CFHI 4.6 TCIDso/ml 19/20
SEE T A/Nirginia/ATCC6/2012  ATCC VR1811 0.4 PFU/ml 19/20
A H3N2 A/Wisconsin/67,/2005 ZeptoMetrix 0810252CFHI 2.5 TCIDso/ml 20/20
A/Port Chalmers/1/73 ATCC VR-810 791.1 CEIDso/ml  20/20
olmzoix o, A/Virginia/ATCC1/2009  ATCC VR-1736 2.6 PFU/ml 20/20
O HINT/2009  A/SwineNY/03/2009 ZeptoMetrix 0810249CFHI 14.1 TCIDso/ml 20/20
oI Z =X} B B/Virginia/ATCC5/2012 ATCC VR-1807 0.08 PFU/ml 20/20
B/FL/04/06 ATCC VR-1804 34.8 CEIDso/ml 19/20
B/Taiwan/2/62 ATCC VR-295 28.1 CEIDso/ml 20/20
(CH2 oI X|ol[M = A%
* 0|8E == Ux HILE HHO|2{ AT M2 07| T20f, & 2F(gBlock)]S AHE 350 SARS-CoV-2 HA 0| L%t
L4 24 7|H|M 200|323t LoD & ZHSIASLICE
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(B 5 A1)

HHH

T}
4

A

sk

HEE

HE8
SZLIHIO|B{ A 229F - ATCC VR-740 0.3 TCIDso/ml 20/20
IZLIHIO|3A OC43 - ATCC-1558 0.1 TCIDso/ml 20/20
AZLIHIO[ZIA NL63 - ZeptoMetrix 0810228CFHI  0.01 TCIDso/ml ~ 20/20
B ZLIHIO|2{A HKUT - ZeptoMetrix NATRVP-IDI 1/300* 19/20
SARS-CoV-2 - IDT (gBlock) 500 copies/ml 19/20
Tj2} oI Z 2ol R} C35 ATCC VR-94 23.4 TCIDso/ml 20/20
HFOIZ{A 1(PIV 1)
IOl Z 20X} Greer ATCC VR-92 5.0 TCIDso/ml 19/20
HFO|2{A 2(PIV 2)
2Ol Z 2ol X} C 243 ATCC VR-93 15.8 TCIDso/ml 20/20
HEO[2{A 3(PIV 3)
I}l Z 20X} M-25 ATCC VR-1378 2.8 TCIDso/ml 20/20
HFO|2{ A 4(PIV 4)
557 NESS A2 ATCC VR-1540 2.8 TCIDso/ml 20/20
HHo|2{A A
s yELe 9320 ATCC VR955 0.02 TCIDso/ml ~ 20/20
HFO|2{A B
QI7t HEH: 2 HIO|2{A  Peru6-2003(2E B2) ZeptoMetrix 0810159CFHI 1.1 TCIDso/ml 19/20
hMPV-16, 1A10-2003 ZeptoMetrix 0810161CFHI 3.0 TCIDso/ml 20/20
GB(OFHH| . HFO|2{ A B3) ATCC VR-3 50.0 TCIDso/ml 20/20
RI-67(OFE 0|2~ E4) ATCC VR-1572 15.8 TCIDso/ml 20/20
otgo|= ATCC VR 5.0TCIDso/ml  20/20
75(0FH| = HEO[ 2 £ C5)
OfEf| l= HEOf 22
ojH| 0| = ATCC VR-1 5.0 TCIDso/ml 19/20
71(OtG| = HEO[ 2 A C1)
oGt O] 2 A C2 ATCC VR-846 28.1 TCIDso/ml ~ 20/20
OO . HIO|2{ A C6 ATCC VR-6 505.6 TCIDso/ml  20/20

lot
I

(CHS HOIX| oA & A )
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(B 5 A1)

HAH o F a2 sk dEE

EEICINEES OIAF Z K| _ >1.0 copies/ml 20/20

g zbfojaa  /US/IL/1418952 ATCC VR-1824 50.0 TCIDso/ml ~ 19/20
(AE| 2HF0|2{2 D68)
o A HFO|2{ A 6(D-1(Cox)) ATCC VR-241 0.001 TCIDso/ml ~ 19/20

2| Ho| 3 A 1059(2| =Hto|2{ 2 B14) ATCC VR-284 28.1 TCIDso/ml ~ 20/20
HGP(2] = HIO| 2 A A2) ATCC VR-482 0.3 TCIDso/ml 19/20
11757(2] = HLO| A AT6) ATCC VR-283 8.9 TCIDso/ml 20/20
o8 1A ATCC VR-1559 5.0 TCIDso/ml 20/20

Mycoplasma M129-B7 ATCC 29342 0.1 CFU/ml 20/20

pneumoniae

Legionella CAl ATCC 700711 >0.01 CFU/ml 20/20

pneumophila

Bordetella pertussis 1028 ATCC BAA-2707 >0.001 CFU/ml  20/20
A639 ZeptoMetrix NATRVP-IDI 1/10000* 19/20

*

A% sEeRE S o4,

24274
Yot HQIF HE HE MM LR HEESE 452 24EUEM, 24U 24 450
Ciot Z4350| HItEASLICH HE 7t Z& HAAMO| thsl -4l 30 7H2| 7§ & HIQIF
HE HE&2 ZKXE QlAstatDx Respiratory Panel 2 415t & L|C

ZAret 2= ZH7F QlAstatDx Respiratory Panel 2| LHE CHEZZO| CHo 4 A 3
7o 45 ER/AS UL
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ST

2M gl HQ AHA r 57| FE= 0| o 2 of A ErEJXIXI B=
.I

EME = As AMRE =L ot dES HIE% %'emsi 1._FEJOI pyn (6* | =0l A
THESHAL 257 SdE REY), =% IF YT E= dEd 2GS EOAY
DTN ROl ZEEAS =+ A= Mz LT

= @M 7120 Amo[35te FH[SIH, HHO[Z A EHO| CHsY
10° TCIDso/ml &L SE{| 2| OF X Off CH3H 10° CFU/ml O] HEHEH2{SFLICt,

AM= SMA 0xt HE MES Mo 2528 71222 7tstt 21 s=0M Al22| 04 &
=

I O

S g
Bordetella holmesii & BAIMES M BEEZ[A}AELICE QlAstatDx Respiratory SARS-CoV-2
Panel 2 AFEE I, 15481 & BX FY2 = ALEdt= 40| Ciet CDC 70| =2t2loff e,
Bordetella pertussis Ol Ci$t CT 20| CT 29 01 42, =& £0|g AAZ} HEELCH &2
& 9| Bordetella bronchiseptica S Bordetella parapertussis | A= WAt BH-3430| A& | X|
UUESLICE Bordetella pertussis BE(MY QAL 15481)01 ALEE HEE |HXe
HeEZzZECRZ J|EF HEMEE oz EXNFUC #® 6(CHE | O|X|)ol= HAbe
Kol ZF0| Liet AFLICE.

Bordetella Z1to| S 40| Mk} BH2H0| OfH| A|HA SM0M LA £ SO
i

m &2
3o

01"
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1
Jjm

[
oE
[Fd

o

Jh

40

og

EHH

te| 2| of

Hpo|2{ A

]
]

Bordetella bronchiseptica
Bordetella holmesii
Bordetella parapertussis
Chlamydia trachomatis
Enterobacter aerogenes
Escherichia coli (0157)
Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Lactobacillus acidophilus
Moraxella catarrhalis
Mycoplasma genitalivm
Mycoplasma hominis
Neisseria elongata
Neisseria gonorrhoeae
Neisseria meningitidis
Pseudomonas aeruginosa
Serratia marcescens
Staphylococcus aureus
Staphylococcus epidermidis
Stenotrophomonas maltophilia
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes

Streptococcus salivarus
AtO| =0 Z 2 Hto| 2] &
UAELQI b} HEo|2{A
C

Che 8| 25 A HO|2A 1

[

& S| 2H A o[£ 2

Ofot
i)

M EES

T
N

2|

Aspergillus fumigatus
Candida albicans

Cryptococcus neoformans

64
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dAret 2= HANE 24 208 ER 20 QlAstat-Dx Respiratory SARS-CoV-2 Panel 0| A
o oo

oE
AR Mlof chof 2tEE WA HrSd2 RAASHCHE 7| FE Hreb 20| Bordefella

[l

holmesii = 0| 2l).

QlAstat-Dx Respiratory SARS-CoV-2 Panel Of ZotEl ZE Z2lo|H/Z2H A0 CHsy
QdE|E 2MS HAISHY, uxt g#8d §lo] ¥ st £0|H

IS

()

18
II

SARS-CoV-2 #H0|| ototof, MHHQl =2 Mz M| HAHE & A& L CHHaemophilus
influenzae, Streptococcus pyogenes, Ch/amydophila pneumoniae, Streptococcus pneumoniae,
Mycobacterium tuberculosis, MERS R ZLIHIO[2{A, SARS TEZLIHEO|2{A). O/A’E'/_::_’ el
Aol A EROAM deHez HAUE HEM(S7I =0 2HSsHAL 2

%AI-_
FEY) EE 2 DR YT = dAE 2ESZOoIU D/dE1ate I‘L*Pﬂ%’go

o
o=

TR (RA HHSA)

238 g BY MRS MY ChYNS LEE LSt 25284 750 A58
2X517| 9o 8 AT 2 EASLICE 012 M0 L3t F/RYS HESE, BE
NS0 h3t BEY FR7F AT EBE|ASLICH: 012 X|2|H Yo 2 2H, ol
0] SHE CHYY ASRAR A 237t ERE). B 7(CHS HOIX)olE 0] AROIA
A B57| Yol S 20| Liet YsLich

* G PA| B 7 F EXHE QlsH SARS-CoV-2 EH 0= S X 3.
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B7 2MU3E A EEY S5
A ord/EHY =+F LA
A/PR/8/34 ATCC VR-1469
HINI A/New Jersey/8/76 ATCC VR-897
A/Brisbane/59/07 ZeptoMetrix 0810244CFHI
A/New Caledonia/20/99  ZeptoMetrix 08 10036CFHI
A/Virginia/ATCC6/2012 ATCC VR-1811
A/Wisconsin/67/2005 ZeptoMetrix 0810252CFHI
OIZ 2 OlX} A H3N2 A/Port Chalmers/1/73 ATCC VR-810
A/Victoria/3/75 ATCC VR-822
A/Brisbane/10/07 ZeptoMetrix NATRVP-IDI
A/Virginia/ATCC2/2009 ATCC VR-1737
A/Virginia/ATCC3/2009 ATCC VR-1738
HINT(ZEY A/Virginia/ATCC1/2009 ATCC VR-1736

oIZ2olx} B ME 27t
A ZLIHIO| 2 A 229 A8 B7ts

A2 LIHIO| 3 A OC43 AE 2715

T E2L{HHO| 2 A NL63 Mg B2t

A2 L}HFO| 2 A HKU1 A& 27ts

A/SwineNY/03/2009
HINT/NY/02/09
B/Virginia/ATCC5/2012
B/FL/04/06
B/Taiwan/2/62
B/Panama/45/90
B/Florida/02/06
B/Maryland/1/59
A8 7S

A8 7S

g 27t

AHE 2715

AHE 2715

Arg 275

Arg 2715

AE 27t

ZeptoMetrix 0810249CFHI
ZeptoMetrix NATRVP-IDI
ATCC VR-1807

ATCC VR-1804

ATCC VR-295

ZeptoMetrix NATFLUB-ERCM
ZeptoMetrix 810037 CFHI
ATCC VR-296

ATCC VR-740

ZeptoMetrix NATRVP-IDI
ATCC-1558

ZeptoMetrix 08 10024CFHI
ZeptoMetrix NATRVP-IDI
ZeptoMetrix 0810228CFHI
ZeptoMetrix NATRVP-IDI
ZeptoMetrix NATRVP-DI

(CHS HO|X| oA & A )
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(E7 A

RSV A

RSV B

oIzt

0| E} 7 2 HFO| 2 &

>
ofo
s
N
or

>
o
s
N
olr

B1
B1
B1
B2
B2
Al
Al
A2

A& =7t
A& 27t
C 243

g 2715
ME 27t
M25

CH 19503

A2

Long

ArE 2715
9320

18537
WV/14617/85
g 2715
Peru2-2002
IA18-2003
Peru3-2003
Peru6-2003
Peru1-2002
hMPV-16, IA10-2003
1A3-2002
IA14-2003

G ord/d¥Y oF EES
C35 ATCC VR-94

oalQIZ 2R} | A2 271s st ol ZeptoMetrix NATPARAT-ST
st gle ZeptoMetrix NATRVP-IDI
Greer ATCC VR-92

ZeptoMetrix 0810015CFHI
ZeptoMetrix NATRVP-DI

ATCC VR-93
ZeptoMetrix NATPARA3-ST

ZeptoMetrix NATRVP-IDI

ATCC VR-1378
ATCC VR-1377

ZeptoMetrix NATRVP-IDI

ATCC VR-1540
ATCC VR-26
ZeptoMetrix NATRVP-IDI

ATCC VR-955

ATCC VR-1580

ATCC VR-1400
ZeptoMetrix NATRSVB-ST

ZeptoMetrix 08 10156CFHI
ZeptoMetrix 0810162CFH
ZeptoMetrix 0810158CFHI
ZeptoMetrix 0810159CFHI
ZeptoMetrix 0810157CFHI
ZeptoMetrix 081016 1CFHI
ZeptoMetrix 0810160CFHI
ZeptoMetrix 0810163CFH

(CHS ol X|o| A = Al

5)

QlAstat-Dx Respiratory SARS-CoV-2 Panel At

AM(HAA) 12/2020
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(E7 A1)

AE|2HIO|Z A A

QlE|2HIO|Z A B

e 2HO|Z A C

Qe 2Hfo|2{A D

EV-A71
E11

E-30

CV-A9
CV-B1
Cv-B2
Cv-B3

E17

Mg =27t
CV-A21

D68
EV-D68

EV-A71

Gregory

Bastianni

Griggs

Conn-5

Ohio-1

Nancy

CHHE-29

0f| ZHFO| 24 6(D-1(Cox))
Kuykendall[V-024-001-012]

US/IL/14-18952
US/MO/14-18947

A ofd/ddd a5 E

B21 AV-1645[128] ATCC VR-256

B7 Gomen ATCC VR-7
Oftf = titol2 2 B B3 GB ATCC VR-3

B3 A 2I1s ZeptoMetrix NATADV3-ST

C1 O} 20| E 71 ATCC VR-1

C2 A2 27ts ATCC VR-846
oestolEAC g0l 75 ATCC VRS

Cé A2 27ts ATCC VR-6
O ‘- HIO| | A E E4 RI-67 ATCC VR-1572

AR 27ts ZeptoMetrix 0601 178NTS

£7pol= M = A2 27ts ZeptoMetrix MB-004

ZeptoMetrix 0810236CFHI

ATCC VR-41
ATCC VR-1660
ATCC VR-1311
ATCC VR-28
ATCC VR-29
ATCC VR-30
ATCC VR-47
ATCC VR-241

ATCC VR-850

ATCC VR-1824
ATCC VR-1823

(ChS Ho[X|o| M & A
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(E7 A

B. pertussis

OLZ Pneumophila/
Philadelphia-1

1028
A639
18323[NCTC 10739]

A ot /EEY =4F AN
Al AR 2715 ZeptoMetrix NATRVP-IDI
1A AR 275 ATCC VR-1559
2| HIO[ A A A2 HGP ATCC VR-482
Alé 11757 ATCC VR-283
HRV-1B B4632 ATCC VR-1645
HRV-A39 209 ATCC VR-340
2| :-Hlo|2A B B14 1059 ATCC VR-284
1 Pl 1428 ATCC 29085
AR 27ts M129 ZeptoMetrix
NATMPN(M129)-ERCM
M. prevmoniae o oo M129-87 ATCC 29342
Ag BIHs O|E QIXte| FH #F[NCTC ~ ATCC 15531
10119]
CA1l ATCC 700711
Legionella pneumophila ATCC 43703
otE
P hila/169-MN-H
L. pneumophila S E7ts neumophila/
AR 27ts ZeptoMetrix 0601645NTS
ATCC 33152

ATCC BAA-2707
ZeptoMetrix NATRVP-IDI
ATCC 9797

AAte 2= SN HAtet

—

QlAstat-Dx Respiratory SARS-CoV-2 Panel At

AM(HAA) 12/2020

69




StLtol HIQI: HE BEE AMO| ZEE 02| QlAstatDx Respiratory SARS-CoV-2 Panel
TSRO0 HEE = UAS2S YBOH| st sA 4 A7t AL AS L

o3 M0 15k A Ms=2 stitel HHMoAM HEEASHCH Mz dEi2 2Ey,
FEE A QlAstatDx Respiratory SARS-CoV-2 Panel Cartridge 2| HiX|(0{2 HtS R L{
#Y Z2)E 7|E22 O|RORELICH

zHEE2 18E(50x LoD &) X H&EZ(5x LoD SE)0M AlZ20[FE NPS HH|

i
IMUTM oA BHYE Q17 ME)2 ATO|AEYUT off FHOE HAHAZLIC
H 80l 0] ATOIM ZARSH SA| ZYo| EEO| Ligt U LICH

E 8. FAR 54 2 58 28

CER =5 5=

QIZ 2 XL A/HIN2 A/Virginia/ATCC6/2012 50x LoD
ofcll = Hto[2{ A C5 Ot =0|E 75 5x LoD
QI EZ AKXt A/HIN2 A/Virginia/ATCC6/2012 5x LoD
OfH| ' HEO| 22 C5 otH|=0|E 75 50x LoD
o2l E XL 3 C243 50x LoD
QIZ 2K} A/HIN1/2009 NY/03/09 5x LoD
o2l E £l XL 3 C243 5x LoD
QIZ 2 X} A/HIN1/2009 NY/03/09 50x LoD
SEI M=ge o2 2 A A2 50x LoD
QIZRAUXt B B/FL/04/06 5x LoD
2E7| MZ8 Ho2{2 A A2 5x LoD
QIZ 2 AXt B B/FL/04/06 50x LoD
Oftl| = HtO[ 2~ C5 OtE|=0|E 75 50x LoD
2| .- Ho|2{A B, 8 HRV-B14 1059 5x LoD
OfH| ' HEO| 22 C5 OtH|=0|E 75 5x LoD
2| ' Hfo|2{A B, & HRV-B14 1059 50x LoD
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(ChS Ho[X|o| M & A5

(2 8 Al%)

EEL 2F S=
SEI|MEE Hol2{2 A A2 50x LoD
2| Ho| 2| A B, 8 HRV-B14 1059 5x LoD
SEI| MEgE Hol2A A A2 5x LoD
2| H}0|2{ A B, 8 HRV-B14 1059 50x LoD
SEI| MEgE Hol2{A B 9320 50x LoD
HIHHo[2{ A ArE B7ts 5x LoD
SE7| ME8E Hol2{A B 9320 5x LoD
HItHo[2{ A A8 E7ts 50x LoD
T ZLHto|2{ A 0C43 g E7ts 50x LoD
2| :-Ho| 2| A B, 8 HRV-B14 1059 5x LoD
FZLHto| 2 A OC43 A 27t 5x LoD
2| H}0|2{ A B, 8 HRV-B14 1059 50x LoD
QIZt HEHF 2 HIO| 22 B2 Peru6-2003 50x LoD
o2t E 2 AR} ] C35 5x LoD
QIZt HEHF 2 HIO|2{A B2 Peru6-2003 5x LoD
o2t E 2R} 1 C35 50x LoD
T2 Lpuo| 2| A 229E g 27t 50x LoD
2E7I MZ8E Ho|2{A A A2 5x LoD
T2 LpHo|2{A 229E A 27t 5x LoD
2E7| M=Z8% Hol2{A A A2 50x LoD
SEI| MEgE Hol2{A B 9320 50x LoD
A2 LIHFO|Z A NL63 A8 B7ts 5x LoD
SE7| ME8E Hol2{A B 9320 5x LoD
T2 L{HIO|2{ A NL63 A8 E7ts 50x LoD
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H 10. ZAfet Zd 04 S

0|4 E(EH) sE
Staphylococcus aureus 1.70E+08 CFU/ml
[ATCC CRM-6538)

Streptococcus pneumoniae 1.25E+07 CFU/ml
(ATCC 6303)

Haemophilus influenzae 6.20E+08 CFU/ml
(ATCC 49766)

Candida albicans 1.00E+06 CFU/ml
(ATCC CRM-10231)

Ch 8|20 A HFO|HA 1 1.60E+07 TCIDso/ml
[ATCC VR-1789)

OIZt AFO| ET| Zt 2 HFO| B A 2.0E+04 TCIDso/ml

(ATCC NATCMV-0005)

=2 sk

Utabon® 10% v/v
3 B27|(BE 23HH)

Rhinomer® 10% v/v
A 227|(E+=8Y)

EHatojo|Al 6 mg/ml

oz Al 2.5% w/v
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712 H

QlAstat-Dx Analyzer 1.0 0| A QlAstat-Dx Respiratory SARS-CoV-2 Panel ALE Al A& AR
wA eFo| HY 7tsd= EIot7| fldl 2| A7 AL FAS L CE

UM Ol NeM AMZE WLHSHH A|SHO0|ME NPS 7|Zo| AN E 3 CHO| QlAstat-Dx
Analyzer 1.0 Ol M =Y &L|Ct.

QlAstat-Dx Respiratory SARS-CoV-2 Panel 0| A ZK| 2t 7H2| b = 2HE E[X] RS LICE

X

QlAstatDx Analyzer 1.0 Off Ci®t QlAstatDx Respiratory Panel 2| M3 7ts3t 452
AB5t7| 2o, s EMEE(3x LoD H 1x loD) X 4 ANZ FHE Lo MEHSH
AHE AAHSLICH AH+E 02 2E2| QlAstatDx Respiratory Panel Cartridges £ A& 3t
SXH=E AASIRJA LD CHE ERof| CHE 2 AXL7F CHE QlAstat-Dx Analyzers 1.0 0| A ZHALE
HAMESLICH

e A EEH2 QlAstatDx Respiratory Panel O|A ZAZE CHE BX Mot 22
44| O 2 SARS-CoV-2 BE{O| Fes OjFL|CH

B 12. 45 ol sl HArt S 27] EEA =

HAN @

OIZZ0lX} AHI A/New Jersey/8/76

ol Z=olx} A H3 A/Virginia/ATCC6/2012
QIZZAUX AHINT pdm A/SwineNY/03/2009
OI=Z0lx} B B/FL/04/06

T2 LI A 229E AHE 27t
AZLIHO| B A OC43 Ag 27t
FZLtHH0[2{ A NL63 AR 27ts
FZLHR0| A HKU1 AE 27t

(CHS HOIX| oA & A )
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CEEEYEES
I EES
RSV B

hMPY
BHItHto| A

Mycoplasma pneumoniae

ey =%
o2t S 2 AU X} HEO| A €3
T}2HOIE 2 AR} HI0|2A 2 Greer
OI2tQIZ 2 X} HFO| A 3 243
o}atoI Z 2 AR} HHO|H A 4a M25
EPE N EES Al

/US/IL/14-18952(E| 2H}O|2{ A D68)
RI-67(OH| . HFO| 2 E4)

9320

Peru6-2003(9 B2)

Ol A}
=N

aH

M12987(28 1)

Chlamydophila pneumoniae TW183
Legionella pneumophila CA1l
Bordetella pertussis 1028
B 13. 7SS Aol c /88 LRIE 2%
sk Rk ol & At HEE o & Zufeto] UK E %
QIZRAR A HI* &4 20/20 100%
T 2LIHO|2 A HKUT ] 20/20 100%
3xlob PIV-2 ord 20/20 100%
&4
RSVB eI%| 20/20 100%
QIZ 2R AHI* oA 20/20 100%
FZUH0[R|A HKUT ¥4 19/20 95%
1xtob PIV-2 o 19/20 95%
RSVB o 20/20 100%
* HEE2 F BN, QAERAUKG AR HI Of 2F HEEHULCH
(CHE H oI XM & Al%)
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sk Rk ol & At HEE ol & Zatete| UX|E %
QIZEZAX AHT* =4 80/80 100%
oy T ZLEHFO| A HKUT 24 80/80 100%
PIV-2 24 80/80 100%
RSVB =4 80/80 100%
3x LoD E7tHto|g A& & 20/20 100%
1x LoD HItHEO| A RIES 20/20 100%
248 I = =4 80/80 100%
3x LoD QIZEF AR B & 20/20 100%
AZLIHIO|2{ A 229E & 20/20 100%
PIV-4a & 20/20 100%
QIE|2HFO|2{A D68 &+ 20/20 100%
hMPV B2 & 20/20 100%
B. pertussis & 20/20 100%
=N & 19/20 95%
ZZLIHMO| 2 A 229 & 20/20 100%
PIV-4a ok 20/20 100%
1xtoD Q| 2H0| 22 D68 & 19/20 95%
hMPV B2 & 19/20 95%
B. pertussis ivs! 20/20 100%
QIZEF AL B 24 80/80 100%
AZLIHIO|2{ A 229E =4 80/80 100%
PIV-4a =4 80/80 100%
248
Q| 2H0|2{A D68 24 80/80 100%
hMPV B2 =4 80/80 100%
B. pertussis 24 80/80 100%

*HEE2 F Y, ASRAXA U HI O 25 HEELCH

’

(E+S TO|X|of| M E A )

76 QlAstat-Dx Respiratory SARS-CoV-2 Panel AHE A EM(CtLHA]) 12/2020



(13 AlZ)

Sk HEAH o & Zat HEE ol & Zatete| UX|E %
OIZZ QX HINT (pdm)t A 20/20 100%
D EZLHHO[2{A OC43 & 20/20 100%
3x LoD PIV-3 & 20/20 100%
2| HRo[2{ A Al6 ¥y 20/20 100%
M. pneumoniae RiES 20/20 100%
OIZZRRE HINT (pdm)t A 20/20 100%
T ZLHHFO| A OC43 &4 20/20 100%
1x LoD PIV-3 &4 20/20 100%
2| =Hoj2{ A AT6 ¥y 20/20 100%
M. pneumoniae ivs! 20/20 100%
OIZZ QX HIN(pdm)’ S 80/80 100%
D EZLHHO|2{A OC43 =24 80/80 100%
=4 PIV-3 =24 80/80 100%
2| =Hol2 2 AT =4 80/80 100%
M. pneumoniae 24 80/80 100%
QIEZ AR} A H3* & 20/20 100%
T Z2LHHFO|2{A NL63 &4 20/20 100%
3x LoD PIV-1 &4 20/20 100%
OfH|t=H}O| 2 A E4 & 20/20 100%
L. pneumophila & 20/20 100%
QIEZ A} A H3* & 19/20 95%
A ZLHHO[2{A NL63 & 20/20 100%
1x LoD PIV-1 &4 20/20 100%
Ot| =Hto| 22 E4 ¥y 20/20 100%
L. pneumophila & 20/20 100%
QIEZ AKX} A H3* = 80/80 100%
T ZLIHFO| A NL63 =d 80/80 100%
=4 PIV-1 =d 80/80 100%
OG| .= HIO| 2| A E4 =4 80/80 100%
L. pneumophila = 80/80 100%
tHEE2 F ERAXA W HI/ZEH 25 HEF L
tAEE2 F ERURLA X H3 O 25 HEELCL
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AME o2 HH0A, of2] I:Of, T X AXLZL CHE QlAstatDx Analyzers 1.0 3 02
EEQ| QlAstat-Dx Respiratory Panel Cartridges & AFESHA] AALS [ 0§ 2 THH M =2 AAL

ZItE MEgs dSUSLIC

AH 88
QlAstat-Dx Respiratory SARS-CoV-2 Panel 2 ZAAtS 4 AX|ol Hat 22 EA517| {6k
AN HEE At A= AS L CH AlZ2 04 E NPS HA| 7| E (Copan UTM Off A i 2F &
21ZF M Z)0| M5 &= (0ll: 3x LoD)2| HIO| 2] = HHE| 2|0 Hi Y SR 2 ALtO| A E| S LT
AHE dALE 28l Chg A0 23S LI

e 15°C~25°C Of|Al 4 A|ZH
e 2°C~8°COIA 3 Y

e -15°C~-25°C O A 30 &
e -70°C~-80°C 0 30 &

REYEME K2 MY 25 A 70N dSH2 2 HEEJLD, HZH XA E 22t =A
X 7|ZofM QP8 H Rl A= LtEt RS L Tt

SARS-CoV-2 Of CH3t E-AOl AX oHEMH2 HAAGSHK| AUSLICH DL, S Lot
HFO|2{ A S} AL QI AR LIHIO|B{ A 229F, HKU1, OC43, NL63 S AFE 30| A& O
AAE HAISIR D 20 AFE ZAHSHOAN 24 H A 23 Al 50 OX|=

SASLIC.
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SHL|C} O] USB E2t0|E = FAT32 Wt A|ABRIOZ OHE|O{OF BFL|LC},

USB 0il A QlAstat-Dx Analyzer 1.0 2 M2 24232 7t 22{ M Ct3 tHA S ZId gL}
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