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FZR

NeuMoDx LDT Master Mix, RNA 22— 16 LK JESR - HaEAaNE B ERF RT-PCR F
TURGR - BRI E R BT RS E AR > 1 EEE =S NeuMoDx 288 Molecular
System i1 NeuMoDx 96 Molecular System (NeuMoDx System) _E » HRiRER&E I & 1T E R =6
Ml (Laboratory Developed Test, LDT) - &7 LDT &S [FHIEEEH ISP » NeuMoDx LDT
Master Mix, RNA /& &8 RT-PCR Ay Eiatm - (EAEEM = DT iz o It
B ET i Es LDT P H B LAY B4R -

i R L

4 A NeuMoDx LDT RNA Master Mix Test Strip 1fi7F NeuMoDx System & {ERE bz b &%
Tl RELER R E =R DT thEE ST 24 RS E - AR AR -
NeuMoDx System jikZE %20 ~ &fifl ~ FEIERIGE R HEE - S840 v B LG R fs - 456
R NeuMoDx LDT Master Mix, RNA F138 F BIHF 7 #88% (RTJPCR 307 » $1¥ REIEE RIS
B8y DT » fRftE R RErERI&EE - (HAE REE 2B NeuMoDx LDT Primer/Probe Strip
[REF 100400] 2t e HEms [ FRIZES - WESRPTFRAVANERE RT-PCR Zidh4R - BEPRE S
HE B EHEEEEE] NeuMoDx System 1% - 48 & H BIFAMARRER GG -

R ERR A

NeuMoDx System (i = ~ /A fflE ZRIZEHGARINVAL S I TAIRARE - RNA ZEH > W6 AE
HFEEEL RNA F2HE4ARNEF RT-PCR #E( U A - KVE(L/ bR R R R G S p R -
SAREF o RRIAZIE S IR R IE © BRI FI4S & IR & BEE 4585 F] NeuMoDx
Cariridge P - {#f] NeuMoDx Wash Reagent J&isifst & /0 BMEAS SRR » W
NeuMoDx Release Reagent #7145 &1 RNA  NeuMoDx System fEf iy RNA il {42
Y5 [ FRIREDR S - B — M AR Fy NeuMoDx LDT Master Mix, RNA Y&z
RT-PCR s EIEAK » HhEEBITEIR RT-PCR FriRaIprA =A « RIESRES - Taq DNA B4 -
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dNTP ~ MgClo FIH A& (B ATRR T AR ANGE @ o 5 tenz fl st L S IR A B R L
& (Sample Process Control, SPC2) Al REATR ST » LARIRE BN FI (] HAZ Ry S i RNA
%1 - NeuMoDx LDT Master Mix, RNA iz RT-PCR 5875 » k&7 SPC2 5[FFIERE LAY »
AEfEA DT ZHEs|FeiBEet CHERBHA )  HEREE O ZEHEAEMA
NeuMoDx LDT Primer/Probe Strip - Bi{s FIEHE LI5S [ F-RIBEEHES » WHCERZ RT-PCR &7
B > NeuMoDx System &S5 52 R0 RT-PCR st48R &0 » 2 HCE] NeuMoDx Cartridge 74 »
sEFIHEE (BH ) RNA FHIRE I - S IIER PCR FEENM#EIT - KRl
FEAYELET IS4 RT-PCR 1209880 T > A6 567 7] L pRiss a5 JL @b -

[ gl A1 I G P S R (R E SR SOk 5 | % RNA K255 %y cDNA - Z i G
e PYHETT RARRIENRF PCR - G AI/KBHRSHLEE CEHTER TagMan® (LE2) - [EHIE ]
H e T BB L H e et o T > BIRF DI HAE - TagMan BEEFHEELE ST
TSGR S' IRV CE R 3" IR EIGE R - BRET 5SS - BOCEAA AR AT -
BRI 148 FRET (CBCHIRRE ST ) AR ECEEE HRYEE -

TagMan $R$F3&ETAEHRRES | TR BRSNS « ¥ Taq REEFLERS [T
BRI » Taq EREGHY 5' £ 3' ERIMNIES S GIRAREEREE S OIS - Hbtirfr g
U S R Sy o e TeAk FRET #EpRAvAEIER » S I ss gt - &
AHVECERBTEE 8 PCR ZEIRE NEDHE] » BURRHAVEDCERIELL - 3 AR H
% RNA SR -

Fo TN BS RS ER > TagMan ZREFEE 5 IHLLEEAE (535/556 nm) #Z:0 > AiifE
3" U DR LA AR ST« NeuMoDx System 77 /- sk fEFE4E 50 - 50 TagMan #E81
FHAVECERTE « IEY SRR - NeuMoDx System #RES & HE (LR () i SR 4 - L4
& AT -
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# RT-PCR &7 - Efere/ErEmER 2 i
#7 TagMan ZEE1R15 /7 -
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T BRE AR I

REF A&
100100 NeuMoDx Cartridge

NeuMoDx Extraction Plate

100200 AR - SHBERR BREE SR

EZ74 NeuMoDx Lysis Buffer

400100 NeuMoDx Wash Reagent

400200 NeuMoDx Release Reagent

100400 NeuMoDx LDT Primer/Probe Strip

235903 Hamilton CO-RE/CO-RE II 441 (300 pl) [i34%

235905 Hamilton CO-RE/CO-RE I1 &4 (1000 pl) 48
s

® 10 mM Tris-HCl pH 8.0 » <& RNase/DNase #y7K » Bi& EDTA TE (0.1 mM)
o DT 5|FFifEst

R

® NeuMoDx 288 Molecular System [REF 500100] =t
NeuMoDx 96 Molecular System [REF 500200]

* [EFIAT - R RS R R A RO ES
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BENEESEH

TEERE LB ERT  BoOFREBENER = TER - WELTENEES - IFRHEEZHE

=
afl

HSHIHIERZ 27003 (Safety Data Sheets, SDS) « it iz £ i3 D7 (19 PDF

AL EHREE © www.giagen.com/neumodx-ifu - #1745 NeuMoDx St I B4
5y > BT DA TP RE] - BN HIED SDS -

W A28 EIRAEEC NeuMoDx System {5/ -

FEITERTFE R H A 1% 5 Fa -

PRI AR B SE SRR B, - S50 -

B EEFE L] NeuMoDx A sz -

B/ MRS ERURA R A S HEE AN « SFHEHGFE S R NeuMoDx System #2:1FE N &
FAFD LDT g% - (RRIEE R/ MENE R » TIREEES "HEAE ) $5:5 -

R TR IR 2 20 A= V) BAZ MBS (RNase) 755 - R MR &
RNase/DNase 2R &1 - B0 H i FH — @R s -

R AR R & RNase/DNase ~ [ffE4EHEE R & EE R EC LDT A - 451
THIEREHE FHBTHTE R -

Fo TGRS TR REE )M EHTH NeuMoDx Cartridge « 7E(EMEIEN T - #iaE21¢E
VG EREEYE S (NeuMoDx 288 Molecular System) siA4:¥)/G Z R HYI4E
(NeuMoDx 96 Molecular System) HiH NeuMoDx Cartridge = NeuMoDx Cartridge Hyz%

R eEE

EEEE W ETRRGERE PCR Al » DME/INVOFELE NeuMoDx LDT Master Mix, RNA ~

T IFT R AR MUFEM T - FEFTERALSEE AL ERM - LA NeuMoDx System
HRAZITH o

B3 NeuMoDx stEIFIFEMEF - MHZEEELT - I KBETE o B/ A ZhliE
NeuMoDx Cartridge #y | 75%0i ~ NeuMoDx LDT Master Mix, RNA 5% NeuMoDx
Extraction Plate fy255158i5 21 - 5% NeuMoDx Lysis Buffer 1Y E 521 5 (& FEE B %
IS A EUE & -

ik www.qgiagen.com/neumodx-ifu fE{t T GTEHN (H#EH) 1L EREE (SDS) -
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PRI AL BT ] NeuMoDx STEISUREM S » Bh Rl FIV I R AL F & -

HETIRAE R E T -

FE ST AS o FF7 R BB RIS FTR A SR -

S VMIE Biosafety in Microbiological and Biomedical Laboratories ( #4145

grpper > A-przees ) VR CLSI S0f: M29-A4 5RANZ2 2 B =18 K IR » B E

R EA R - 2

o TEE{E(LEY/ER: > BT EHENERE TR MEXTENEES - UFFELE
o SESREE 1% 2 EkF% (Safety Data Sheet, SDS) -

o (REBEIZK ~ BHES - &~ INFIHL T AR R B AR RSB BE S -

EEEH

W& il - fEhe | SRR R o FTREIRE A ERE BRI A

HIRRGE - B ATHUS R PR - SESelsl I B R P 2 2 S I
TR - (EAETE/PRER/E R/ HEER - NRFETIEE
FIRERREE | ST OR B M o LS - R NE Y/ AR

SRRV R -

CHEMTREC
EEFIIIEASMIE © +1 703-527-3887

7E

Tz

RS A ERE LS B AL HEYE - GRS B
AHIREM R EZOERR HEEEEYIEE - S tEARRERATER
AR R EAHKE -

SHEEZ 2 E R (SDS) Y -
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FEEI ~ FRPR B E M

NeuMoDx DT Master Mix, RNA FE@4 a8y » B 15 8] 28 °C T » EEEfmiEs% AT
AR HIAZ AT AT 4R R E -

S B A R H BARER

o an B EL S HRERE - FHEH -

##7% > NeuMoDx LDT Master Mix, RNA H[#£ NeuMoDx System _E4fEi4Ea, 23 X -

TR FEDR &R RIERZSGEE - & dRB B IR A B RS - 2F g8
Bfs ] BB L e P B R E DR &R -

o 5fit%] NeuMoDx LDT Primer/Probe Strip & LDT 5 T-f0#5ESF 2 SEdifE e - B E
REES=EmE -

e ~ EEHIGET

PR TR R S > R A R RES (R R A -

JE R 5 A E AU B B = o1 R AR RS AV B R THY A B BESY S (e Mo A I B
iR E N -
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{EFHE5R A

fa

%
1.

2.

A B

- FRR AL RS AR AL R T AR AR L sVE b o BRI IE BT NeuMoDx System 572 » o]

FER Gt E R E AR VE N - $HE— 0Tl - SRATEENEE 2 R NeuMoDx
FRIEA S FFT LDT M7 -
HECRTREFTA R E I N & T FHRIS RV MmsVE 28 5] NeuMoDx System (177

ERVETERN -
HAEFE
£ NeuMoDx System #A& A > #£ Tools ( T.H ) ZHEEFEAT () 53 EN > F15 Test

Editor Wizard (hgHI4mis 2517528
BiEMETE R LR WA RTAAE BB -

NeuMoDx System #{E

- T ELUTHIFEM I 24 EAE - S PR S R4 4680 E] NeuMoDx System [

Ta. 1000 pL CO-RE/CORE Il &2
1b. 300 pL CORE/CO-RE Il &4
lc. NeuMoDx Cartridge
1d. NeuMoDx Extraction Plate
Te. NeuMoDx LDT Master Mix, RNA
1f. #HREAAY NeuMoDx Lysis Buffer
(Y - LHFTR 78 B
AR O F BRI - B2 R -
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3. HREBEAYIGEREY AT AP AT BFHTE -
4. % DT 5| F/HebRER
4a. LPIZK ~ 10 mM Tris pH 8.0 = 1X {&& EDTA TE (0.1 mM EDTA) #%f#5 | T-f1iEst - 1F
NeuMoDx LDT 5|F-/#5$ TSR - 81 18 pL iR G 1% - 51 F/HREPDRER
HIR AR E Ry 1X o
R s 4 pL iy OX 5T/ B R ETRIA—{EFLRE « FTHEmAFLER - 168
DT 517/HePRERESTR  #A 24 pL iy IX 51 F/HEHRER -
4b. NeuMoDx Zxif 3 pL 21 10 pl (B HESERS [ F/HEEDEETE > A NeuMoDx
LDT Primer/Probe Strip AYSHEFLIAE -
5. [FREZFREEER » SHEREEITHOIBEFTERAFLIEEE - 7ZF NeuMoDx LDT
Primer/Probe Strip _EAY#E -
6. % LDT 57 /#REPREM » /ML BCE] NeuMoDx LDT Primer/Probe Strip F-ifH{s FIfYFL
JEIEED o R REEIEMATAFLE - MBS T ARVFURRRGESE (2R TE) -
i NeuMoDx LDT Primer/Probe Strip Jit A— (g IR FEAEFEARA « o] Sk i FERs R 2]
FZEE > AR FHSE DT 51 F/BREHEER -

E T AL - #
BRI b

HEIET -

00000000
00000000

ol =
7
i

ik

[ 1: 55 DT 57/ 8t R & RIS
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il 47 e i P RR AR MR AT T 51998 - 1 NeuMoDx LDT Primer/Probe Strip
HERENZIN - FUEHR LA BT - Mg FLIELUEZNE SR > Wi NeuMoDx LDT
Primer/Probe Strip - » & LDT 5|/ ESTEHIALE -

R e Bt A E R VBT » R AT A R el B T & T -

bk el B R 2R H B AEEER 20 b o (o P Al e AR R 2R 4580 5] NeuMoDx System
A o = GHHAEREEARM -

==
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+
4

o] A4S R A fE NeuMoDx System fil#e 5L F > £ Results (455 ) 1HE AT " Results |

(&ER) 7 ARSI -

NeuMoDx System @it r (5 Bl A= A HII45 5

HHERMIE - H5R%E AT NeuMoDx System b 7s3% LDT 1 TA8RE H T BN AEEE 1% -

s HEERE (logio IU/ml)

RN EMEE - B B IR i R R S R AT R IR RS > BRI AE R IR B Negative
(&) - Positive (F51E) - Indeterminate (REEE ) B¢ Unresolved (SRfiEsf) - ipiuiREE
i LDT ADF drE sRATEIES RT-PCR ghég s~ BEMESEURAE - kR 1 havRsRH

RASEER -

7 1 - NeuMoDx LDT RNA MM Test Strip #CHI R EHEE

Unresolved (fi#if) Not Amplified (k)

Not Amplified (k)

R BE AR E R (SPC2) RGiBE

Positive (F5i4) Amplified (THE4) A No relevant errors
(FAERHSEER)

Negative (f&14) Not Amplified (A#gt%)  Amplified (EdE4) No relevant errors
(FEAERASEER )

Indeterminate ( RHEE)  Not Amplified (A#E%)  Not Amplified (£ )  Relevant errors
(FHERSERL)

No relevq nt errors

CIEAHRRSERR)
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#1E NeuMoDx System {7 RN KR ShEE » RHRIE A RER - SR
Indeterminate (IND) (RH#EE ) B¢ Unresolved (UNR) (SRfi#ih) -

EARBS R AR (TR EE RS/ S 4hha - RS IND 455 - 25845 IND 455 pVEEHM]
DA G R -

ERAFAEIER - Blefa B A RN FOoR i RESILBEAFEHIYE -
2 UNR 455 - R —(E UNR 4558 - D/HERT iR HI DAUS ARG R -
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B

® NeuMoDx LDT Master Mix, RNA EKEFE NeuMoDx System LR » H A A ({7 5 F)
b TR RS AEE - R - 5 kN R aTE (TR RT-PCR SE& ERA F8R
[

o ZHFH NeuMoDx 15 & RNA JHIE » ESZH#E NeuMoDx LDT Master Mix, RNA 5%
AE o (LA DT AREERHEAEE - BRI Ea S 2 Al - AR AEER=
FeATHEY. -

o A KER T RSV g AS T HIERAY AR YIRS B R - PSR SRAUR IERERTYRR fuli
5 - R -

o RIEFEAVEEMUNEE ~ FRHEE - (817 - BUTSEEREaie s » MIRe G S EERRATRRNIGESR -
A1 - TR Rk Y AR IRG B R B A IR o I BRI - T3 A IRk tas 5 -

o RASIRMLEAER (Sample Process Control, SPC2) w] FI AU #y S 478 R LI I (F A4S
BE  HIESHEH IR NI TEDN - REEEHM - TTREGEHEPERGER -

o (Fif] SPC2 il IFIE BN TR AVAE S » TMEAAN S ERSEN TIEZ AT - HER
EHHEEIE DT #E:L -

o 5 SPC2 Wit H H A4S &y Negative ([&ME) - e Indeterminate (“RHEE ) ¢
Unresolved (Aefilgit) 455 - HIEEEMIM]

o HimfFRE VA BEFBEINEIENE - ERIHREEEEE  DEEEENEEE -

o [R5 NeuMoDx System (i FHFIISRAY AL -

o EHMITE REHBEREMRE - AEEEAEEERL HERTFE
Dl ek i -
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i B ZE

R EE =N ZEIEZE (Clinical Laboratory Improvement Amendments, CLIA) SEMRFEBHEES
BATRER SN R EREE RIS IV E AR BVEFAREXHY FDA FF s
AR 240 2 SURERIRS - HEICA IS B R R E - SRR (42 CFR Part 493.1256) -

1. SNEBSHE RAREONVE BB 0 2 S BT T TR R ERERY, o BRI S R ~ T
/8% > DU R SR RS TRE 8/ S5 - B — A R A SRR -
NeuMoDx Molecular, Inc. W FRFZHESMNEREER

2. AR R ETR 2 (Sample Process Control, SPC2) 195 [ F-FIFEET » HETE
NeuMoDx LDT Master Mix, RNA P4 » B2 SPC2 (I » 7] NeuMoDx System B3I
RNA ZZHUAT PCR S8 RARATRT » W E L T4ER -
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RHERFIE
Tk

NeuMoDx LDT Master Mix, RNA fy3sEEM: » FH NeuMoDx Molecular, Inc. (g FEf5EE] RNA
HIE > EEEMAEEE LT NeuMoDx LDT RNA 438k B ECHIEE T ER - B E 178
NeuMoDx 288 Molecular System #1TH15%E » HhEHEHT NeuMoDx LDT Master Mix, RNA {i
FHRFHYHIE A B2 e - A A B AR 3 B AR @R E R URAE 2 %007 » DA A H AR

it - BEEEITHEIME ] > B E 1 NeuMoDx 96 Molecular System & - {i FAH [E] fy &
RNA SHIZE > SEEETE MRS ST NeuMoDx LDT RNA 438k 5 {58 L 22 BA5 A 250 kE -

S5t 7 (Assay Definition File, ADF) Hy T #5533 45— b MR A M BB -
FERIZEE - TS RTPCR LA - MER(EADE « RATREER TR 2 PRI
fin s -

3 2 - A1t NeuMoDx LDT RNA MM Test Strip 3REEERIVHIE EHIE S8

LDT B E ADF &85
s i e Ending Fluorescence Start Cycle Peak Maximum Cycle
Sample Volume (%) (SEHBETHA ) (AR )
Lysis Duration (fEHFEISE ) E?Z;’;,gg;;;%%‘;; )E“d Cres Minimum EP (/) EP)
Ct Calling Algorithm Fill Check Reporter Activation
(Ct HEHEEE) CHEmtsEHR D) GEB
Result Processing Algorithm . Cool Down
SRR Fill Check Threshold (it o

(AR S) (i Check Thresniold (HLwmEME) | = .o [ o)

(BpEg PCR) Cycling (X45)

Starting Fluorescence Start Cycle Target Reporter ( HiZ#Hz 51250 ) ({52 [X45))

(BRAAEDERIIATER)

Starting Fluorescence End Cycle Peak Minimum Cycle

(FfRE AR AR ) RIS MERR)
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1. Centers for Disease Control and Prevention. Biosafety in Microbiological and Biomedical

Laboratories, 5t edition. HHS Publication No. (CDC) 21-1112, Revised December 2009

2. Clinical and Laboratory Standards Institute {CLSI). Protection of Laboratory Workers from
Occupationally Acquired Infections; Approved Guideline - Fourth Edition. CLSI document
M29-A4; May 2014
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5 e

B EEnéRT
NeuMoDx LDT Master Mix, RNA 310100
THBHEE &

NeuMoDx Lysis Buffer 1 400400
NeuMoDx Lysis Buffer 2 400500
NeuMoDx Lysis Buffer3 400600
NeuMoDx Lysis Buffer 4 400700
NeuMoDx Lysis Buffer 5 400900
NeuMoDx Lysis Buffer 6 401700
NeuMoDx Cartridge 100100
NeuMoDx Extraction Plate 100200
NeuMoDx Wash Reagent 400100
NeuMoDx Release Reagent 400200
NeuMoDx LDT Primer/Probe Strip 100400
Hamilton CO-RE/CORE Il &2 (300 pl) KtiE# 235903
Hamilton CO-RE/CO-RE Il &2 (1000 pl) FtiE#8 235905

AT f TN ] BRI iR ERY R BB 55 2RI NeuMoDx SAAI4H (5 A -l 5 A
N B F it - NeuMoDx & %I 48 (i Fi F ffit ® ¢ www.neumodx.com [ # > & [
support@qiagen.com & 4K S PN
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HESTREAZEC R

s BEHE
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o P IVDR BAE T 2L LT SL 4R e (P/N 40600594)
B, 2023 £ 7 H 1% Emergo Ml 53 &5 Westervoortsedijk 60; 6827 AT Arnhem The Netherlands -

¥ www.neumodx.com/client-resources £ 5 www.qiagen.com/neumodx-ifu

NeuMoDx LDT Master Mix, RNA BIETRISIESH

(5B FARE i B A BB F B TR R DU R ARAK

Vo RS TR e SR LA RR R P R G T BRSO BB RE R © PR T A S BB AR IERZR » AR F T-MHA K www.neumodx.com 5
EAVEESMRIERZFPATAL B AE - NeuMoDx S RAE I A A 2 b oh AP A A ST B sy SR A ST SIS T E I S B e - IS S MR ERR P A A2
1 NeuMoDx (il # £y NeuMoDx (i T - SRR ERFALE NeuMoDx ISR (L - NeuMoDx BEAR IS (R A (R iz £ 5 A G ZIUE = 7 HRER -

2. BRTUAETHIRZHESD » NeuMoDx (R AR Ky / S L FI A €A Es = J7 el
3. ARHUBIAE RO e —ROER - FFEREEA - SR -
4. BRTRIBIHERHESN - NeuMoDx Bt &322 5 RalB i (B o] H Atk -

S. AR O R P R S BRI S A PRER TS e DA B A AR 17 R IR T © NeuMoDx 153 EMUARE TR BB TA SLHRASE AR E -
SRAEFTH HERIFTAL (RFEHANE) - DUTEA T AIRIEEL ) SRt B R pl i 2 R A -

SRR AR > 31T www.neumodx.com

07/2023 40600594ZHTW_B © 2023 NeuMoDx » [LEFTA A -
i © QIAGEN® - Sample to Insight® - NeuMoDx™ (QIAGEN Group) : TagMan® (Roche Molecular Systems, Inc.)
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