Mgx

MiSeq Dx 1X2&

BB FDA #itE & CE-IVD
TNIE, AT {EIMZIETEY NGS
28

- BENNRERREFERBSDUTIERZENSERERRSE
- BEBSAERFRIDIERBHARNBIEREMAIEM
o ERRKREREFR RIS FI2EKLR DA

o BTBEEX VD REAHAEFLNARTE, HeikE
EMFRERX FBITRMER DS %

illumina

fixsMs iR E R AR FEERBEHE.
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MISEQDX INSTRUMENT

%

MiSeqDx XS BB AL I XERMAmBEEER (FDA)
HAERRUMNZE—RIMZ T (CE-IVD) IAERYFT—HNE
(NGS) & (E 1) o MiSeqDx (Y28 E NIRAKKRIELEIFRMIZ
i MESHERN (0.3 F75K) , MEIFERES FLF,
R R RIRARKLREN S UFRMBT T ES
teoh, XRRNERREE AR E R IRITEITIRE. HFmiRER.
FRREE., HitRERUKRERAER, * {88 lllumina AFARTL
AN (SBS) AF A, MiSeqDx X 2R REIR /&M AT
FERTREMNIZERIRN,

1: MiSeqDx X288 — MiSeqDx {¥28423d FDA #t /K CE-IVD
INE, MYTERIEE R MEREZH, MERFRL2MER,

* SHFRFREBRIERR A E (B9 TruSight Cystic Fibrosis
139-Variant Assay # TruSight Cystic Fibrosis Clinical
Sequencing Assay) , siRHFANERIR S,

2 | M-NA-00005v1.0 CHS

NGS By

SETEMERIXD Sanger MFAELL, NGS AJLUSNEIE
[SEERR DNA Z R (BERMRERMNEDEEES) ,
MBEBFLERPIFNNBEIERE. FohREPERED, " 25H
MEFZRSAELL, llumina SBS WFERNF AT FAELNERM
MENZERZENBEARTS, XIFRER ST RE, XA
WEE KIS RYHITERENN T, SRR RERMHEE
LR, T REBIRINFEN IR 512N,

BREN=DTIERE

MiSeqDx X E&HIEITHEI D5 E B R B RN =2 MiE

(B 2) . BB EEHFMNKINE 2 MFAFR/RESME
EAEEE (FFPE) S ENaIEFELE DNA (gDNA).
AEHIZRATNFER DNA &, SI&S2aE RN 1ML
FATE X FE (BT R ERAT 82 MERPRHE BT
X)) -

fERSERE N FIVEIAZY MiSeqDx IR X H &EHIX
et TMF. RF|FRAFIES, EAXE, i\ MiSeqDx
X8, BIR—TRHmAEFF BN,

MiSeqDx {¥28 EBY NGS /4 lllumina SBS ¥ K&,
BN EENETRIY RIHA LM ERIMIEH T4
B DNA FE. B MEESTESHEIRETIE KA DNA
HERRAIE, BENHESEREMNESMERNESEE
ME#HTT, BETHREX SBS WFERMNIIFHAESE, 151HIA
www.illumina.come

MEAINSERER, HIFFMEMXKERBEHLE,


https://www.illumina.com/science/technology/next-generation-sequencing/sequencing-technology.html
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I M
« MEFZE DNA 8 X EFINEIBAA MiSeaDx it &H
« 7£ Local Run Manager H8IEE1T « 3\ MiSeqDx, FHAIEIT
« ERAIRENE

2: =4 MiSeqDx SRR DM A EMRIE — MiSeqDx (X282 EAMIZM—E5,

[ ]

« £ Local Run Manager FEE BRI THER
- fRIEEER

B RIEEES FR LR D7 RB SR &R D17, X%

TFHEMBEIRMNIRI ST E (B0 Extended RAS Panel. TruSight Cystic Fibrosis 139-Variant Assay 1 TruSight Cystic Fibrosis Clinical

Sequencing Assay) , iRHFANLERIRS.

ERRRIRY

MiSeqDx X85 EFEE T T2 E MBIV ENEZ S, AP
LB 5T AR R R E A X L34, Local Run
Manager B4 FFIRER S EMIEENFEITEE, AFAILL
F AT HEITRERIIEE R MK AR BRI FFiE1T. Local Run
Manager ZEENESHTEN Lia1TH, AR LUMNEEER]
E—MEHNEMITTEN B ETHEMEE ISR NF
SRS, Local Run Manager &1 FEA— N A LR
BEBMEIE ST ZFaRES MIE TR A END
SR, AFHWREERHEETAFEXWERKISHAHT
EEXFFNE F A,

RAFEERMY
NIRRIBIER B, MiSeaDx (NEELE T— MEMSYE

FEERY, RREA LB ZASITRIMBRER RS,
HBERABENA RBEBTTIM,

HEAINSERER, FI AR KERBELE,

A] ARYSREE i 77 A AN I 5T

BRIBZMEsMZ 1T (VD) R &M s AT
MiSeqDx 1% 288: '

o TruSight™ Cystic Fibrosis 139-Variant Assay A4l
BREMABEBRESETRAF (CFTR) EEHH 139 f
I&PRAEX BLETIRERIERNE R (H CFTR2 BiEEE S ¢

¢ TruSight Cystic Fibrosis Clinical Sequencing Assay
AN CFTR BEEMNEBRRBXIE RN E F/INEFIA
FRPHRT

» TruSeq™ Custom Amplicon Kit Dx @—HE T8 FH
MR, REILAFP IR EENERERFL
KRN E. AP EILUITHt1E S E N EBRX
ML ERRIRET, FHERLZIIIER MiSeqDx i 575R !
BXERNE

o Extended RAS Panel @F— & FDA #it/EEE
F NGS 89 IVD, al@:2 R T G RAS EE A Vectibix
FriEAEH 56 MRTRMENRG BREEE, LUF A
Vectibix #1787 MENERREREIRES FRIRMIRE!
ITFEILAYTHAE, £ MiSeqDx (Y88 _E AR IERIZITAY,
BFEAET AT MiSeq R4 LEATMIZITAY lllumina SXEH
RN E.

t WFRRMEEIRNER DA E (B9 TruSight Cystic Fibrosis
139-Variant Assay # TruSight Cystic Fibrosis Clinical
Sequencing Assay) , SiRHFANER RS,

t BRMfXEERERE,
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MiSeqDx 1X284&

XEBECE

AT RERFEMB RFID
MiSeq 1R 1ER 14
Local Run Manager 34

IYERIERITEN (PER)

HAEE: Intel Core i7-2710QE 2.10 GHz
A% 2 1 8 GB DDR3 SO-DIMM
ERIRENES: T

ESIRENES: 2 1 TB SATA

BIERYE: Windows 7 Embedded Standard

RN HRE (LED)

520 445K, 660 4hK

R&

o xR x 3. 68.6 EXK x 56.5 BEXK x 52.3 EX
(27.0 3&~F x 22.2 B&<F x 20.6 3~F)

EE:54.5F5%= (120 )

EFES: 90.9 T (200 &)

FIRER

100-240 K37, 50/60 fifidk, 10 &1, 400 K

TLSHIR%! (RFID)

$ME: 13.56 JLiH
IhZ: 100 2K

EE

1-96 MEm/ETT, AEBURT RO E

HEES K

BRAREKE: &RKA 2 x 300 HES (BXEWOITEEXI
1&, B E BENMRATR)

Bt (2 x 150 BEINET) > 5 FKEE

B TERERE: > 1500 5

Q30 A (FERKEN 2 x 150 EN) : = 80%

SIRERE: = 99.66%

SEABINE: = 99.70%
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N e
TTWER
o HmERS
MiSeqDx %28 DX-410-1001
MiSeqgDx Reagent Kit v3 20037124
TruSeq Custom Amplicon Kit Dx 20005718
TruSight Cystic Fibrosis Library Prep (32#F
TruSight Cystic Fibrosis 139-Variant Assay

) - R 20036925
# TruSight Cystic Fibrosis Clinical
Sequencing Assay, 96 &)
Extended RAS Panel (B2E&E ARI#{T 2 RiE
17, ®ZEE 10 MEm, FESRET 2 ™% 20012431

iR, WESMAFIE 20 MEs)

THEFIB
MiSeqDx 1¥28: illumina.com/miseqdx

FIZ#F: illumina.com/clinical/diagnostics

SERF

1. Shokralla S, Porter TM, Gibson JF, et al. Massively parallel
multiplex DNA sequencing for specimen identification using
an lllumina MiSeq platform.Sci Rep. 2015;5:9687.

2. Precone V, Monaco VD, Esposito MV, et al. Cracking the Code
of Human Diseases Using Next-Generation Sequencing:
Applications, Challenges, and Perspectives.Biomed Res Int.
2015;161648.

3. Bentley DR, Balasubramanian S, Swerdlow HP, et al. Accurate
Whole Human Genome Sequencing using Reversible
Terminator Chemistry.Nature. 2008;456(7218):53-59.

4. Clinical and Functional TRanslation of CFTR (CTFR2).
cftr2.org. 2021 % 2 B 23 B& .

MEAINSERER, HIFFMEMXKERBEHLE,


https://www.illumina.com/systems/sequencing-platforms/miseqdx.html
https://www.illumina.com/clinical/diagnostics.html
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4401116/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4401116/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4401116/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4668301/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4668301/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4668301/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2581791/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2581791/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2581791/
https://cftr2.org/
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FIHA A& 35t B

MiSeqDx 1Y 2SRIFREA iR

MiSeqDx X288 5H EHITRIEINZIT (IVD) ZIHHTH
AR ERN, AFXNMIMNELNSHEREMEEREE
18 (FFPE) M4 EXBI A FEEEIZH DNA #Y DNA X JE
HITEEENF. MiSeqDx B FERFEERA M LN
FFo MiSeqDx X2 BB E M B FIHAY. EIFaI St AR
VD 5 R iR E o

MiSeqDx Reagent Kit v3 FFRHEAA R

lllumina MiSeqDx Reagent Kit v3 @—E X7 M#EH, BT
5253 ISR DR 5 A BL 5B SR XA G EH AT
FF. MiSeqgDx Reagent Kit v3 /5 MiSeqDx {X28F D4k
HEEMFMA.

TruSight Cystic Fibrosis 139-Variant Assay FIFiEARR

lllumina TruSight Cystic Fibrosis 139-Variant Assay &—
MESFIMS AT, BTFUMAFINE 2 MFEADBNER
4 DNA RV ERMAEEBRBEEASTETNETF (CFTR) £A
EIBSH2M 139 MlEARIE XA A EERFRENER,
TREEEEEFEEZF NS (ACMG)' 7 2004 FLUIKE
EEFFRENFES (ACOG)? 7 201 ENENE R, %10
WERATFRFEEIRARNEATRE. #4) L) LERIEZ
N, R FRIERD S A M A BN IZ M ERIN BB BRI AT 44
FERIA B LA MBVEE RS B A IAERYIGER 79 Fi5
EERIBEFRFINESHITHER, HSREMNEMER
EMIGREREEER, WONREREFHE)LFHE. 8L
T, FRRRTE BT MR SOI2 T IR 1240 MIZTE
lllumina MiSeqDx 18§ _E#17,

HEAINSERER, FI AR KERBELE,

TruSight Cystic Fibrosis 139-Variant Assay B9&Z &8

1. Watson MS, Cutting GR, Desnick RJ, et al. Cystic fibrosis
population carrier screening: 2004 revision of American
College of Medical Genetics mutation panel.

Genet Med 2004:6(5):387-391.

2. American College of Obstetricians and Gynecologists
Committee on Genetics. ACOG Committee Opinion No.
486: Update on carrier screening for cystic fibrosis.
Obstet Gynecol. 2011;117(4):1028-1031.

TruSight Cystic Fibrosis Clinical Sequencing Assay BYFl
HAR&

lllumina TruSight Cystic Fibrosis Clinical Sequencing
Assay B— M EEENF FIMZ IR S, BIXTM K2EDTA HUR
ENAFINEL MEFARDBIERL DNA REMIME 4T
SRESETETF (CFTR) EENERREBXERAEF/
SNRFIAFHITEIINRE. ZAQM eI NN XIS MR B
HRESMNFEEARK, BIMERIRERDRBENEF
REF DK FEERK . ZIMIAIE llumina MiSeqDx (Y28
LT,

EI BT HEIXERINB B RIS 4EE (CF) A RELT
2o HYERELI CF AUFFHENER, REHMRTEESTEIR
X MERMERER, REEEAKRIEDT %o LA
ERFNBLI T WINENIEARD FEEFREFEFRSIB
TEEITHR, ASRENEBER (BFEIRKRER. 202
BT AR E) SR, N ERTIRILIZHA
& BR) LIZHRIR I, BERRTENBIHLI. BATHE. #E) LIRE
B EHA T E.

M-NA-00005Vv1.0CHS | 5


https://pubmed.ncbi.nlm.nih.gov/15371902/
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https://pubmed.ncbi.nlm.nih.gov/21422883/
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TruSeq Custom Amplicon Kit Dx BYFREAF &

lllumina TruSeq Custom Amplicon Kit Dx 2—EIRFIF1%E
#, BFFMAMNINE DM@/ RSMEEGIEEIE (FFPE) A
LFPIREVRY DNA SREIEFRXE. BRI EETER
AN E, BREEETRTOMANIRF,. MR
XEERT lllumina B9&@E DNA A5

Extended RAS Panel B9FRHEAF &

Praxis” Extended RAS Panel @—IE M &IMZ ki, (&
RfEnEBEHTIENMERIMEEGEEIE (FFPE)
B (CRC) R4k MAP1RENEY DNA #0 RAS EHE
[KRAS (JP2F 2. 3F0 4) LUK NRAS (JhEF 2. 31 4) ]
K9 56 FFERTS, Praxis Extended RAS Panel B3R
MBhIR%I CRC £, LUET Vectibix (THB&HT) ' #1758
7 IRKMERARKNEIRE) o ZAQMMTE llumina
MiSeqDx %28 Ei##17.

Extended RAS Panel RYEXZE & R4

o RIRATSER
o NERBRERNIEEE, FIREMRAPARESLIEF R

illumina

1.800.809.4566 (EE%ZEHBIE) | +1.858.202.4566 (E2iE)
techsupport@illumina.com | www.illumina.com

© 2021 lllumina, Inc. fREBFAENF. PIAERIA llumina, Inc.
HHEZBEENUT BXRIFENBIMER, BER
www.illumina.com/company/legal.html,
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NS ERER, FIFFMEMRKERBELE,

Extended RAS Panel IREN AR EEESEAMNR
BEBHFRFIAY KRAS F1 NRAS ZRZ2:3

TERLE IS PRER ST AR ISR 53R 2 5 PR HE (L ARt R
FFTARERET DNA €8S BRIF I EIZSER I
73758, PRAGEIFETCRAE S 6.9%-14.5%

Extended RAS Panel BIX\P&5 EH 1B PH 14 SR ER PR 141G <5
REBWBEREEIRISAE X BRAMKCNERTES
SHURAAIEERFFIZEBNIEE KIES Vectibix JATT. {RA
MR NERATRESBAREATHNEEZETT Vectibix /8
1, AmalseE EZ B S5 aT B XN B ERN M,
AOHESHEBE TIAIRSAIRELL Vectibix BEAERIEA
ESLY)

LREVERLLER, ANEF—LAHEESEBERKR
HFE e, WA B B EMAREERSX S AER
hE

=

Extended RAS Panel fi& £ X E

1.

2.

Vectibix.Prescribing information. Amgen; 2017.

2021 % 3 B 2 HE#H,

Extended RAS Panel.Package insert. lllumina; 2017.
2021 % 3 B 2 HE#H,

Extended RAS Panel.FDA Summary of Safety and
Effectiveness Data. lllumina; 2017. 2021 5 3 B 2 B&E#,
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