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In vitro diagnostic medical devices — Multiplex molecular testing for nucleic acids
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ARIBFIIEHEXK

1 SEE
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[ IS TR0 A BCEE 22 5 #EAR PP S A - B ARSI @ T Pl 1 22 By TAR I 535, RS2
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ARSI H B 9TE T 2 o 7R DN B e 1 B e B AR I PR A i N A% IR B T A s i A
LBRALFP A o A SCATIE M T B2 22 S B AR AN W E TF B 170 1o I IEfESRIe =2 7 L RS2 Wik
KNG HER, VR . VA T AR A D, DL E N . AP A T2k
FERIZH

R S N AR ROy “CSER = EHEINE” . “LDTT, BEEAON R .

2 MuMsIAxH

TS HISCA A P R I S AR R 5 | R T RSO SCA e AN T A 2R K . R 3 H IS 51 ST
A% H X B I RRASIE A SR AN H IR 5 SCf, HaosiA (B3EATE fescs) EH A
P e

IS0 15189:2012, PRZSE=——REMEE I EK.

3 ARiBMEX

...... FrE W LA BT FUARE RN E & T A A
ISOFITECH i FH FRAEA AR TE A 252 JET 1 ) b«
——ISOFEL W -4 http://www. iso. org/obp
——IEC Electropedia http://electropedia. /org
3.1
AETRE
A I R — AR ) A R SR AR
E: L NAT HMREE R, AERVERE S KL > AN R SR 2 B 22 Ry 4L E (TS0 3534-2: 2006,
3.3.1) »
[OR¥: 1SO/TEC 535 99:2007, 2, 13, fBEt—— “VEREL” o “JERE2” o “VERES” CiER,
o TR “uEREL” ]
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E: —AEEALEE R AT DA E SON

E2: AU Z SVEDNAFE S, ASREED Fr b ATIDNAF A1 O
E3: AR IR, AP O

FAEELES (HFMEER)

2020

TR RS R (3.3) LSRR (3.3) WAL, CGERvRrEZER 5l EE R T

17y,
SE1: B, R AN AR R (5 R T A0% 5 S IR R, B S R L IR0, 45
E2: SR PR B A5 )T A SR RUR

ST
B = R I
[P 1SO 17511: 2020, 3.1, BiI——i%BlFELpmig. ]
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RoRFN 2 H o M AV TS A2 O
E1: ATPCRIZIK, L RBUPIRERR TA TR AN A E 58 sy, Bk 7RI 15 5.

DNA fB%%)
DNA it Fr

BEESEREAIES T m 5 R DNA $REE,  nT T i = it KRR A= P o e ] 25 28 )i
[SkJs: 1SO 16578: 2013, 3.3]
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WA

T RXR i & (AR ik

.10

B
b H 3

TEFREFM T, W RAE Y5 R AR B B s ()95 B PR
S B AR IRAMS TR RS TR A R PR R, — AR e AR SR E . O
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FHEAE 75 B2 AN BT SR L R FRE
S BEWEA L ES T
2. SEYT R AR AN I AR A
[SRyYFE: IS0 16578: 2013,3.9, EIT——3hn “VERE1” F “yER2” ]
3.12
FEA IR
Wi E K
R A W7 ) i e s Bt R A, B ERE P R RS H R E MR B, dnR S T i r B 4t
FI7= R . BB S R .
[Skys: 1SO 18113-1: 2009, 3.31, BBIT— M T “FRE1” F “9FER2” ]
3.13
SMYE 4 U]
YRR TS MU 26 F,  FI AN B A S50 5 56 A [R) sl AL O A o HEAT AU RO AL 2R . S AN PR o
[Skys: 1SO/TEC 17043: 2010, 3.4]
3.14
EIMS L %
IVD 4%
Hill38 7 F AR AMZ T B2 T 28k ) e 2% B A #8[3.15]
[SkyE: 1SO 18113-1: 2009, 3.26, &IiT— Mk T “yER1” ]
3.15
RIS IR =GR
AR NS W BT 2R
IVD T 251
F 2 Wi s HAh g, B35 BRI CUE 9697« IR s R 15690 A Ja e A7) X
RAZWT RS
R : 2 EBEAR A i 24 AL i v 222 1CFR809. 3]
3.16
RIMS IR F
IVD &5
3% P AP I T VD EITAES R S S A AR . Y E T R 2 0 v TR 3R (3.15)
[SRyE: TS0 18113-1: 2009, 3.28f&iT——MFE “yER1” ]
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L EBEGE
LDTs
SEOG R N ERIE R . BRI, CLZWE A B AR SN2 i
RN WEEFRON CE N
[Sk¥s: CLST QSRLDT]
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3.18
PR
LoD
T2 B I EFR RSN EE, R RN o, BRIEAFEREIRER N B
SE: EBRAE S R AL REA 4 (TUPAC) R a AT B fHERINE 0. 05
E2: X HEAAMEE TN 2 EAT A ML, AHETEEIRBK SR,
SE3: RMBR AT LA E A D EEEXTEERA, XHTAGLE, o] gk mseil p 28R s i EE; 2) £
R g /N T RG24 3 IR B
3.19
B 5146 BR
ZESFEMEIREMR O
LODP
1E 95% B A5 X BV FE P, AT LRESEAS I 21 (1) /NI AR dE (B EYID AR RE, IXANFMER
MEE CEUAREYIFD) B S DIk
1 BEEN B E ST
5E2: LODPH] LMENPEREFR AR B AR 2 T 24T Hh 4G U PR $E 4 o
[Rs: 1SO 16578: 2013, 3.1, MBIT——HGhn “VHRE1” M “7Re2” ]
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KIAEFITNF
HITAEBRENS FELMERENFHTTE
1 BIERIR T B A MBAAIET T EEAR, a3 2805 AN EN B (=50F 400400828 ) 4TI, ikt
TR AEESZ AR DNAI 77 & o S2 3K Ball e CT8K JE ~ 100007 15000884 ) ©

3.21

microRNA

SRS G KA KN 17 £ 25 ML R KB I H4E RNA
3.22

ZERFYSHh

[ s P B A A 1 2 AR T )
A SRR TR Y B AT B JE IR . O
3.23
ZESTIRN
A DA F B PEA — AN AN B R0 AR A2 Wk I, 46 500 158 10l A 5 — R K A m DUl 7 A B
ZRIRER . Bl T2 8 PCR (3.25), ZHEIRWM . FUREFI MR FA47 0 (3.200 W77,
A “ZEY PE XN CBEES—FEARTS . BRRBUS ST Y. SRR (3.3) X4aFME R RN ST E A
B L HARHIR . (CLSI/MML7-A[24]) 7
E2: BB ARRAER Z BAR R PR .
3.24
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RETSPRIEZ F > T (3.23) BREMIMIRENR, WA LWIKE. BE. R (3.6). 451

SEEREFRRE (3.40) ARSI A K 58 B
3.25
% & PCR

TE—A AR R N 2 A 5 PRI P24 2 AN 38 7 1 PCR HiR .
[Sks: 1SO 16577: 2016, 3.117]
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ZTE TN
AR EREAEE R, DR B E AR, B “nk”, “1Fn7 M/s K51

153 F Rl o
S XREEE R T 2 EAFRITEE .
2. BTERTHRMSH, S TAE. SR AT s TBHms.
S GithiaiE 2 E” RoRX LA RIITIHY, AR 2 AR AN RIEAT IR .
3.27
R Rk
T8 7 B 5] R AL YR
S RO . N . . A
[SkyE: 1SO 15714: 2019, 3.1.2, &iT]
3.28
FAF PCR #Y DNA
HARWKE, BE, (h3aifE (3.6) MMM (3.36) ) DNA f&iR, AliE PCR #H4TH 14,
[SRJE: TS0 24276::2006, 3. 2. 3, IBiT——m T “$&E" ]
3.29
P HrETHA
Sl oL oBOR s
MG PR 5 A2 (SR IT UG, AL FE N R AR B Rk . MER R, W) ZRE S (R SCEE DL R 7 SI2 6 25 N A
HIig%r, TR, B & IRE NS o), FRa E)I P HES i A2
[CRJE: IS0 15189:2012, 3.15, BIT——WINT “HHWHE" ]
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MRAER
=N
PR B R ML R4y, AR, BFF AT —Fh ek 2 M EUE IE 238 AR B sl i
E1: &AL TN (GHTF) fEH G —38 5 S0 FR i B A — ] R R R [ 2 S 06 A 56 O AR W0 SR IR AR W o
JE2: AERLLTSORCENSC A, FEAH: & N RIR S5 NARRIAEYIRE R
3 AREEZE, A —EREVIHAER (B TFREEAR) , RoRIBEA LI E oA S50 = FEUOFE & TR I A
P N
[SkJs: 1SO 15189:2012, 3. 16]
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AL S MBI EARMEM (3.10) (BRSHEMELD IR /20H% NEUL LRI 85 R Ee ) (FEga €
Y AD

U EEAFEENR, EARHT IR,

FE2: T At e Bl R T e
[SRyE: 1SO 16578:2013, 3.2, EiT——Hin s “VERE 17 1 “VER 27 ]
3.32

AR E&ESEE

S = R 7 76 1R RS T A B

R TR R SO AR R B R S I B SR SO T (US CFR 493)
3.33

AR 15518

S ST SO BT G HOR LA A — AL 5 SET6 S A _E R PR A48
3.34

RT

WEER
WIS RT 5140, EAZEAZ B —BERR 45 &, M\ RNA BIRR 5 A DNA 72,
[CRJs: 1SO 22174:2005, 3. 3. 1]

3.35
RT-PCR

FHPIER 2 2R 7 v2:: RNA 3558 DNA FI SR FE (3.32) R A lisE =0 N1
[CRJs: 1SO 22174:2005, 3. 4. 2]
3.36

RT-PCR RNA RS

BARWKE, BE, hpaifE a2 B r RNA B, & Tt (3.32) 1 PCR M.

[RJE: 1SO 22174:2005,3.4.2, 1&iT]
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MIRGEFE G U — AN AN
[RiF: 1S015189:2012, 3. 24, MBI ——1Z/nBl A MIBR] RIE: ]
3.38

REM

IVD BEJ7 ¥ (3.15) FEHME MG A PR FFHAVE RERFIE R BE
E: REER AT LR

——(ERNE FAUE R 2 N A7, B85 IvD W) (3.15),  AZHERL ARG A
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——URTEAMRE, AR UL S M da 2 s v U A RE ORI 13 e P P D AT HE 4%, (s AT
1A# )

[CRiE: 1S018113-1:2009, 3. 68, BT —— (LR G FIM AR EIN & RS, JER 1 AyERE 3 CaipR]
3.39
I R FEA TR B 1

KIARAA IR, RS PTAR 1L RE
[R¥E: 1S023833:2013,5.5.10, EIT——3H “H &R GTIEPUZR A4, B, FFih5ET

P SRS ) L 5 B XA SRARFAIE X A £ FEARAL IR T 707 Eff “ RIWIAF O] i B AR AL AR
3.40

LErISE R

IR IRAF I JFE RS
3.4

A

AL SR AR W HE B A 3 2 R U TS (3.11) BB TR P R 2K
E1: COEINT IR T AR R RS

[SRVE: 1S09000:2015, 3.8. 13, BiT——FF 1 FyER 3 S mEs]
3.42
gt
I AL P B C e fR e Bk
SR BRI TR AR .
A2 BT LLESE DL RS S
—HPAT BRI
—— B A T S 2R 4 56 AR TS HEAT L AR
——BAT AR S, PAR
—— 2% R I A S
[SRiE: 1SO 9000:2015, 3.8.12, EIT——FR 1 FIVER 2 S5 ]
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4.2, 5.4.4, 5. 4. TRITSO / TS 20658 *' S Sl = B4, 1AM FE S R REBAE TS0 15189: 2012,
5.3. W4k, ISO 15189: 2012. 5.5.1.2415.5. 1. 3t A& .
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FEV BRI (KT FF BRI 18] LA S A B P o 3K Ee3d 8 7 sl b 75 SR ek R0 AH R AR B A5 (1A
SRR A BRIE T IRk, FEARZR SRl A7 R 2 1 4 O i L S Y AT, R
REAEARIR B 2 R AT

% By AL R (R0 A B A H AR 7 A1 B TVDAG I B PR 7 e e o 20 B 701N 24 i
P B A R AT, AR AR 3
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DA TV sEEAR . 2 B A A A RE AR £ BE B 5 R /KT SO AB AR AT I BE AR -

FEA AN BRI Ak B A R R SR AR AL R (1 B B, AT SR AN R AR 2Z TR 1) 22 .00 10 it
MIPERE. ZRIMT, PSS DFREAR TR RS . L, St s N IR 3RS BN IR RFEAS, DL
G TCVRRE R, OB AR AR S AR, B AR I N P R

4.1.3 HERERNR

% B TR AZ IR B I B 0 SONBAE Y B YRR R AR, AT A i 2 B4 Al . R B E A
Z ERM AR R E VA A E N — R F IR R, HZHS RN EMENFER R, WP/
BRI ZH 73 2 [F) AT BEAFAE T HREUHE BAE A .

MEEARH SR ER R T 2 M AR, GFEARTZRAEE, A, KM
SEEEVE, DL SAEARIERE . X SR AT VE s A 250, GnLODANAE M 4B T R I R P T

% By R I R A R R B LA 2 T = 1 IR 8 v T DAV . T2 RV N A FEAZ R A=
WA gl e Shik e B, kil sl & BRI AL (s 2R D .

TE G B BRAE T N S0 B R A B e A BT A 0 ik A2, s B AR IR SR IO alifb (1) 2 5 . N B 4%
JN 1% 7% 18 B — AN S R R o &

FE1: CLSIMM17-A$E S SR U HR AL T 2 A Fr) & Ah B E A A

4.2 ZEHFRMNREZLRSITMN
4.2.1 FNMATZESTRVEARNRERRE

IS0 22174, 1SO 16577F11S0 20395+ f#id T «H F-PCRAIDNAJT &, FE1SO 16577H, DNAFHR B 3
7, RNABUR N B A WK E AR, EH T FMPCRIEFE . X EeANGE N T 22 8 7 1A I (1) 25 Fol
79, AR T PCREGRT-PCR, (¥R 41 A1 KA 31470 .

&3 22 H oy A I — P AR S [F) I A 2 MR P A1) B 2R KRR AL IR ) o T AR HEOR,
NEFF & T RN E RS 2 B TR IR ot = VPN i

WLIR 1) 5 B B AE 22 B 40 Rl BT RE ff o2  iE IR 70 IR B ARG T IR Z R &R, W2 w5k,
FE P AZ IR I DN sk PR, PARE A HTHIRZER (DNABERNAY o F - AR B 5 ZA4d 1 % 5 T4
MR B A 1E ) 1%
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N T HERE IR, IR, AR AE R, AT DU R e VA AN /B ik A/
BRER FELUK BB A0 A VK AT VP Al o AR DT PT DASE FH SRR IR /N AT AL R FRLUK, AR LR (51
W EBFE R, BAE R AR D A s B AT A . BN DN IR CHER 80 HARFE D T
T RN T B AL R T B, AT e S AR ] o PR FAZED A 1) 5V AT T PR VR R AR AR R T
i

A1 RNA (BT T LI F vk A, Qs RNA FOARE ALK 28s: 18s AZMEAR RNA fRUELZE, RNA SEBEMEEL (RIN fED
i RNA SE8PE (RIS) PV

FUEKZHE R RNA 43087 FH T RNA JE (9 40T LR I, RN PSR PPN (S 4588 RNA Rl &= (331

~f2: A260/A280 F1 A260/A230 f ELAE AT LA SR IEA RNA FOLERE

B rt 2 5 R RN 5 AN A BE R REARIS, N IR LR AR B A R W I B i, P ZESERR YO N
i Xk FE AT DUEPCRS 51 WA — L OB, 72 AE B ARG, AT LU FH B 40 A bk et e FL UK
BT FASPCR A B R /NG A1, PPAE S 10 € AZ IR BT & . 2R )5, AT DA FH B 0 L Dk el e
MK, FETFRPCRA BRI RN At, VA IE & 1% I HIAZ BR AR 1) ot &

XTI By I, R DR AR ot o R 1) SRR T THI A2 1 E H VR LR A2 TR AFAE B, X5 E R
VR 2 B A MAR B T BEAZ BR LR (1) 22 3 73 B SR DR A it B35 R AL 2/ AR MR AR TR o B AT LA
s BB RS B — N, AT DUR AR AZ IR RE it FH T 2 A I 2 BT EAT 1R D B I E

SE: N T OGRS TE R SR A, A% BE ARRNABAS (S RNART LA R o 5 —Fh o5k, AT LA EE P DNASR A G Ab 340 B

IR N TR AT 285 IS 40 A AN HIPCRY 1Y, HAEA0AE A AFTE

ZIRAEA BZ A R B 1) B IZIR P 51, IR 7 41 AR /NI A 56 . 22 3140 Aar il A )
BE B I H AR, N ORES 18 ) 2 18 B8 LATH 2 K o SR DRAST UEE A AE X AR BEAR A BRI A G

Gl i, T 2 EEERREE RS (MLPA) , PN B (D B UEH DNA RS P SRR 20T DNA
BYEZE .

4.2.2 HERHENITFMN

AR 22 B2 TR I AR H A B2 6 3 1) T IR R PP I R

% B TR T AR (1 B ML B H AR A% o AR, ORI E X, B il iRt
A%, COERIALZ N AR HUAIRE . AEXAEOL T, R B B AL A 5 1> DNABRRNAKE Fr 41 () b 3
(BLE RIS o 0, HARF IR R s kL (B AR Bz L A, 2250080 o iz fiilm] L
ZEMB PRSI, W] DR ZERFEAR 2 S5 3T 1 A .

5 BERHVHIEIZR

51 —fREN

PR AR BT 88 & TR — 2B 0 B B BRI o S A
REVAR LIRS 15 18 A e 25 1 22 B0 TR A R, T AN 0 T 5 22 TR £ SR ph R o e

5.2 HmfEE
5.2.1 —fREM

FEHTRIPT B, ARAALERGRZ I B, Cfhdide, W€, fF6f, 8%, AEFMALE. Xt
IR AR KR L L M i o B R B i RO ASL I 45 2R, AT S f PR X i PRI 4 AR P
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B 2 BT bR B AN, SR S BB VRS R nT e R E 2 R AL, NIPPAG
PR it P T BE S IR A AEAR (R B B, TR DA 5 4 S8 6 AT 4 A A S L v = B U AR IR R 2K

B Rl 1 AR TR E SR G N LSRR BRI 0 2 AR, ARACRAER IR AT RE 2Rl E TR S5 AL
RATREAS, Bl B R MER NG BTHEARAL, TaSEEITERINE R, v 7 RIERERERAL
FAVEARINZE R, T DA [ I AN 5 PRI PP B4 P 0 e

wBI2: Rl 2 FEIRAE PR AR R 22 EAGI . AR AR (U SRR I B B AR B B R T R 2 AL
PEBS s FAREL R AT RE S M AT 3 S50AS 00 2R I s B P 5 2R

B3 ol 3 TS I R R G v SR A A SR AR B 2 SEASI v, T PR R A (R AT ) 2 R AR AR A
R LT S BURZ LR B, AT B0 R BE RO T E B AT I Z R N T e MEX — BRI AR, T LUFERE
A PR NALC (N- LRS- 2P R R ) ANFh ik 2 1 A ok o

BEE AEAR O BCRIEIN, BOA I AR SRR PR PR S RA R T 1) PRI, 38 4 5 B M 3 B B
VRS R 177 sORWCERAAL BRI R BRAS o DAL, I AR ASLE T ATLRT AR 2 PR IS A€ 52 38 S 1 75 32 1l 48 PR
VESER . ARG, SN NOZA A, W e BN i B S B B A

MBI 2 EAI T UG (AR R SR AR S, MVBCREE R R AT RE R ARIE g, WIE S N R (ke
FIBERITER A R I SRR SR . FHEER M IR EAR CRIERREIE, F RAMMER e K
ROl PUE ARG, MR RS AF IR R, MM BRI . R, wT DO e il 5T 254 2
R B i 388 G SR MR i/ S A 7 5L

M 2 LERPHRGE G P BT BRI R S E 10 2 EAR DN R, AR IR IERE A AR T R R 2B TS B, NI S BUEH 3
B o8 ISR, I IRSOFE AR BIY SR BIBHEINR. WY LA A E R R B (S B A b X
L.

5.2.2 (HAREAHERD

A B T B 3 S S T kAT 22 B O AN I, AFAE T A SV A o iR 4 R AT e 2 TR EE AR
PRSI B B, MK P BEAR IR 52 e 2 LU v = BE R SE 9 W o BRIk, SRUAT Re g/ b4 ) 0 & &, DA
RS H AR 75115 2 IE A 25

PP e R 40 ML B AECE AN BT, AR R AR RE 25 SR IR R PE . I HL, Be 2 5 7 2 S ME 4 i, LA
W ERAS I 2B H AR 41

XTTFFPEAEAS, A /K Dy AR [ e Ab BE 2> Fi BEAZ IR B Wr R AL A8 M . DRI, 0 FH 60 1) [ 550 CRPAR
HESE PR R DRI I, 7 BRI AR IR 40 T AT, JF AT B i ) =

FE: 1S020166, IS0 20184F11S0 20186 -1 /144 T - AR 258 (I ANFFPE, AR LRI HR/E TAERAR T,

G PPERAER SR (NBFD 38 T il i

e MR B /R bk ] s A s A3 (B ok 348D HRAS (R DNAE & 23 s i i 20 PR S IE ISR, X

FHONAFFHIMNC: CHREHINT: Ao FHRIEIE -N-HEREAL G A0 22 AT DATH BRAX R it b 1R &5 JR W IE (UDNASY -0 )
RISt FH oK DRSS A0 13 SR RS0 £ 7 37 0w F 2 45 R 0 £ L AR VY- S22 R e A

LA P> B GRS, B anad it g R RAT AR AR, S RE AL R 12 o A b R AR Y R 4H
] AR DL — SOtk S FEM AR 5. SRR aAs 2 21

FEAR /R Sy AR [ A0 T 40 i (1) 22 AR DI ZH 2R i w5 i A v, AT RE R AR AR5 4y, A —ANEE
BEN AL B E IO BIMKIR T Ak HANE R, (Ha2Xn] DL SR 1 R 25 . PR,
FANEEL M, S — M RSB (BT, BFAIEDZR  DURRIX R XU P B B A
WA X5 e ATk G, AR BT 2 AT I 7%, R A& 24 00 RESRAS MG U 2H 2R 0 A8 X5 G

R O AT I 7 45 5 bR X3k Py 0 2 2 A PR DR 20 X sk (9 e Bl s R s F 0 X80, AT T3P Ad gl

10
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FEER RS NE— N B
5.2.3 #ZERHUIRENFNAE 1L

I AL IR YL BB Al T7 VI 2% FEAE A R AL 5T, A SR B B alifb [RAZ R 250 22 5 7 AR I 52 )

{5 FH 6 v RS 2 BT VAT RS, G0 B AT AR A R T BEAEAE AR TS 4, R EUR
FHMESE R . FESEIRIT, 2% 8 AT I 4 B vk A AE = A R, DA KRR BE b D RS G o [RIAE, RS AT
REMAE S5 Gt 2 S EURPBHIE S R o N ST A BEFEAS/H S AR HERRAE AR, IR O I 7 LIS,
DL KA P ok 2 58 X5 G52

A MRE it R SRASHICAZ R = BN, A FH AR R ) B ) ot oA ok A R W B, DA s RO 2 b g /D A
e R R, A9 A5 P R PR Bk B ]

A L UEM R, R R i A A8 L br o SR TR W B I DNA R 3220, /17100 ngDNA.

FEAE A IS IN. 02% ) - T 2023 45 250k /b DNA [0 5 BE IR "

Mt AT 2 H TR TR EE & H AL IR, SRR RN 2 S B R AR I 2R
T S BUER BA R ZE 5 . DRIk, B DR AE 2 SRS DN PR 1 B A A2 IR BE A () S R FLAA mT B A P R EE

EZ B, IR ARG 4y, T Re SEURMIMES R . ik, NA =R
AT G, B R IX MRS L R A

S B ER IR A AR S AR, IR RIS 2 S EULIR B AL .

5.2.4 REVFNHEE

VPN IR B R B I 7358 20, anfi WO S vE A e 20E, 260 nm (A260) %2280 nm (A280)
IRISCR VPN A, DL B vk VPAN i B B B SE B 1 [31] o H2, XEEARRR LMV T2
FA P RE S 2, HEHA260 / A280 LUAE 2 Wi P e F AORE S R = — 4, WHEE L.

A T OROMUARSEAT I T R BT A R b B S B R, AR ZIEDNA, WSz () R ZHDNA, 0% 53 1] cDNA

B REUTIE P Gt . EITDNA R BeAt, BN, RN, EERE R, NN T ISR, A
A260 / A280LLAH (4n2, 00> ERE Al B (48 Ar AT 7 BIDNAVR BE R B s s PP R A B & . RN
(K514, W BRI AS A3 1 P B S I ST X o BT 2 02, 5 BT i (it F N5
Yelh) Stk 53 R UREDNA 25

A260 / 280HLH A LUREEEMMEAIMEE . WA260 / 2801 LR 20 A R HE 5 S R, D7
EFERES . B, {E<L. 60 R LAsREL R WL it PAAAE I E T &4, Bl E . 25, Ieid
k7R, 260/280 1 EL{E L FT LA THETHE R 2 R 5IY)/ ssDNAZE 5 IPCR™ M) I 40

S A2601E 0 TR BN 30 SR, FR S TR e SE R ZLDNA RS B0 B0, 24 ML 3R A

DUHIVIREERT, 51 B 26048 T AT BAAE K B 4H i 2 5 ZHDNA Y5 G4

BLAEVEANDNAF BORAS 1 7 72 B0 46 B 8 1 VKA, PR O A B2 IDNAFT B (481 pAy 0 42 1) 2 R
B-BREE Ak 4L RDZAAREB NS YD) FIPCRY 1 [N, B3 A 38 I SPEA, i ACq GE &
PEER, WRCAIEHARME, CtERAE X s, Cp) [EHIATY 8 B 1) ik

DUFF 0 B B B T3 5 B A0 FE Ik B v B Al Sanger U 19 B (R K /N7 B SR Al B

PEAMRNA ST BeAL IR 732, B4 5 FH AP 0 Bt M 8 P R DK B #2U SRRNARA B0 b4, SREUAIRNAR 58
HEME T LUl I A BEARRNA (rRNAD) P 3 3% 38 (R (R SRR R AT VAN, 9 G b i - 3 I I &6 (GAPDHD
BB-NIBhE A E . MIXLIER T — 1 H R, RO EA T TR, PABROR EATIE A T4 kil o
X FRNAE VA, o] CASRAERINE SRR TS AN/ Bl 2 R 3k R A B AR RNA TR 18S 55 28S T EL %

e BT RINFIAZMEAARNAR 4T & A REVE M5 M RNA B AR B MR I FE b, UL R 7EFFPERE FhHH . XT3k E FFPEFIRNA,
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WA ZET AR AAMRNA (PERMD HiE, ZEVEI L TSR HRNAR B bk B At 28 R AR 4347
SE: RNAVIF (¥ H A A2 0 5 s BEAERARE S R RNAR I 25 . S8 I 20 25 HARRNA Y B (BUERRME LA REEW B , #
A9 U c DNASKE S BLRNA 57
FEFRE, 4 3G AR B B A FH A s 2 — A 0B TR, WTH T ORI B &, PR R 5
IV DA S BRI 28 o P 8 ot 458 ] DASE v et Aan il B A B AR o HAG 3 3008 JE 1) 22 540 - ha il ]
TR S R E AR R, TR R AR e, BRI R e R AR ST .
SE: TEPCRAP, i FH 2 5 0 S B B, 2 RS 2 H ARSI IE P R ) B 4 X
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M & A
(BRI

TN RNA STEE

PPAHRNATE BV 7%, AT LS B0 K 1) 77 3K, AL FERNATE B SR EURINAE FIRNA 78 B2V 37 7RIS
i RINGR: G 3 FE VKR ASRNA Fy B /N B PE AR AN RNA 2 3R ™ 3 e — A T ok i f 4
%, TSR L2 S AP PP RNA T B S5 A iz s R IRSNAS [ /N B 73 B A 5 e ks
W) Z N I E SRS RNAZF RN G Rl g, st REuEA7 Rl . RINEHE tn] DLUis
it R4 H UK BT 0B o 7E UK IR AE G R, BRI RNA LV INI B BOD #S 38 lR Be H ok o FF
m IRINVE I AN10 (S22 B (GEAFEMR) o E Fuk AL 5, rRNAY B e ik ) 58 960 v BOK
NS IR R . S — VP RNATEREME (1) i, B A2QTAxcel (Qiagen) R4, ‘B H &4 HER
EHE UK LSS RINAS R R 4 4 59245 RIS AR
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Mt X B
(ERHE)
JE4/t DNA By STEL
DNASE#EAE (DIND BLVEMITTF R, B AL THAE— VP DNATE 5 (1) 5 WA AR HEAL I T2 . DINi@ i
15 S AEEEA K/ PN (1) 9 A7 SR A 72 2 R LDNARE (i 1 B, 3R AR & VPN B . O T 34631k
R4k F, DINMEARIES 5 0 A A A T2 L 2 1005 T 70 2 . D INMEL R 1 i 52 2 (1) S K 4HDNA, {IRDIN
(B RN 0k 25 P4 A 1) 225 DRI L DNARE AR
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Mf % C
(BRI
F1 3 PCR 34/) 3BT FFPE #£ZA AU AT 412 DNA

AR 7R bR ] 5 (1) 20 23 X FIDNASE F BEAk, IF FOE B8 AR JE R A5 R (IDNASS 77 . [RILE, 32 25 sk
b7 AT T PCRY 1 (O RSEAR R B i o 28 A 5 22 1) iU FRPESK IR FRIDNAH A A 51048 S (At B, Bt
it AR AE [ 7 F1 R AR A

DNA F B AL TEAR 7K Ty bR [ 2 (1) 20 23 UL IFIDNASR A% P 3o A 2% S bk 31 52 (10 2H 23 DNA TR Wi R4 72 i i
5 2H 8] 2 (1) fitg A7 I TR) RN pHAEL B AW R o [RI 0k, 5 45 4 [R) B DNA A [R SR 5 I FFPERE A o A 55 12
EHANFEBE AT IEEAR, 1X 3 BT A B RE R

%75 3 IDNASZ BR PRI 7 WUBEDNATI RS E P, S ERDNARIEE A8t . D2 IR, /R bk e 2
ZAHADNA 1) W7 282 P [t A DR A7 B[] 1) KT 2H 2R ] e () pHAEL I BT 38 0 (370 5 R AR AR B,
IR G W E A R R . R I T 22 PRI AR /R S AR pHAE . PR E AR ZR B MR 5 o DA 4 355 P pHAR
MR Aol ok 5 07 2 B (N 7 S CE AR pHAEL 0 7K A, AT ZEDNA R = A IR L7 £

FEFFPE R FRIDNA R A U 21 () N NN AS S rh,  CoGOT : ARE A fic i DL IKISNVAR AR ST . (i DU 11
FFPERYS IDNAKE I 2, 56 T4 347 Il 732, ANRJF 40728 e BE 25 Gy e kr il 21l o 7EPCRY 14 2 /T, {4
UDGALER G, C:GOT: ARGl DU Hhs /b, 3k i3k — 0 3% B R W g 451 47 S2 FFPE SR U FRIDNAH N 7 4711 3% 57
1) FEEIE o FEFFPEFEAFIDNAH CpG AZ T RR A7 s I 1 R 7K-F HIC: GO - AR FRISNVAR S, 3 B I (1) 13
B 7 5 FH s e B ) i S I AL

43 HTFFPEAE A HH [FIDNA ) 5 & 1T LAIE 48 F 51 055 AT PCR s ISR PFA » AT DA 4 s 25 D] (431 41 GAPDH D
() E B B AT 5 AR 5 BORIKC Fr BE (1004 2004 3001400 bp) SRSZHL. AT LARRHE A% I 3] (1) 5 K PCR
FEIRRE AT 02, BI100. 200, 30041400 bp.

B/ ME AP B1AR S 060 T 7048 2R Ty AR [ 52 A PR L 2 R v A I 22 06 BE B, RO 4 T/ MEN A
J7 5 AR S R RN S
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IEKCEE I K AP ATV AL A 8] JF 25 Bk 55 DNA SEER I R F

DNA 3

i B X6 DNA HO B
9 QPCR SRHCT PCR A AT SBCI AT 5 B, TSR T AL
SATIFEI o 11 S5 P (0T E9 30K MR L0 KM
BRI

FEASCPE () 2

7E PCR 3 FFPE FEAIY) DNA Z BT SRS 25 BR IR I IE

84 3G ARSI 7 ORI I T PCR (RARAR ) $i =

B TR RORERR & 4R Fo VR H R S IR AR AN 28 1A R ORI ) IR
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A% DNA R F RS 5 51 AT 7 1 1 = 4 .

Iy T hRAEARIE DNA R DL E NP oI AR 5t

PCR 41§

1 R 1) DNA A (4 Pfu A1 KAPA), XF-F45 DNA 4% 136
R Chn R e R TR 25D B BARAIT 8K .
i F = PR 3 DNA RSB /D A B

BT MPS §HE T
ERIESRLIN

ERIAT RN, DA AE SR AR
X PR R AL 5 M Rl i IE S 53
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Mt % D
(BRI
MicroRNA &

AT IE I 43 6 B I AR R S d i Rk A A Al B R PEAN A T mi croRNAZ AT FRIRNARE i 1 ) =t

AT LIRS B AFA S i e B, o HAE N i Al . 38 % microRNARIEAR/N, 1, M300 w Lifi
By I3 BESR ELORNA K 2 Ing B 5 /071 0 AR AR BHE AT 58 384 ANE T 28 7m M I 3K R HIUFK RNAKE
mm T, O EAE S rRNA. R, 7248 H M5 7E A/ NRNASE BRI A LI T S NRNATE [, i 1
5B S AR AN, PRS0 FE A iR S 2 15 5 5 U RNATE

FiE PPN I RS ANTT 2, {HmicroRNAFE i X RNase i RS, TMRNase iDL KiG.  BIfE R RE
JE DUEAE S B AR DRI AR A U 2 BT EAT VPAN Sk R A Bl T IR IE 25 SR 1) T A 2k

17



GB/TXXXXX—XXXX/ 180 21474-1: 2020

2 £ X W

[1] ISO 22174:2005, Microbiology of food and animal feeding stuffs — Polymerase chain reaction
(PCR) for the detection of food-borne pathogens — General requirements and definitions

[2] ISO 20395:2019, Biotechnology — Requirements for evaluating the performance of quantification
methods for nucleic acid target sequences — qPCR and dPCR

[3] ISO/TS 20658, Medical laboratories — Requirements for collection, transport, receipt, and
handling of samples

[4] Japanese Committee for Clinical Laboratory Standards. An Approved Guideline for the Quality
Management of Specimens for Molecular Methods: The Procurement, Transport, and
Preparation of Specimens. 2012. http:// jccls .org/ english/ preview .html

[5] Japanese Committee for Clinical Laboratory Standards. An Approved Guideline for the Quality
Management of Specimens for Molecular Methods (Part 2) New Technologies and Sample
Quality Control. 2017. http:// jccls .org/ english/ preview .html

[6] ISO 20166, Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for formalin-fixed and paraffin-embedded (FFPE) tissue

[7] ISO 20184, Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for frozen tissue

[8] ISO 20186, Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for venous whole blood

[9] ISO 3534-1, Statistics — Vocabulary and symbols — Part 1: General statistical terms and terms
used in probability

[10] ISO/IEC Guide 99:2007

[11] ISO 17511:2003 (en), In vitro diagnostic medical devices — Measurement of quantities in
biological samples — Metrological traceability of values assigned to calibrators and control
materials

[12] ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 1: Terms, definitions and general requirements

[13] ISO 16578:2013, Molecular biomarker analysis — General definitions and requirements for
microarray detection of specific nucleic acid sequences

[14] ISO/IEC 17043, Conformity assessment — General requirements for proficiency testing

[15] 21CFR CFR — Code of Federal Regulations Title 21: In vitro diagnostic products for the for
human use 809.3; 2018

18



GB/TXXXXX—XXXX/ 180 21474-1: 2020

[16] CLSI Quality System Regulations for Laboratory Developed Tests: A Practical Guide for the
Laboratory, CLSI document QSRLDT. Wayne, PA: Clinical and Laboratory Standards Institute;
2015

[17] CLSI Nucleic Acid Sequencing Methods in Diagnostic Laboratory Medicine Approved Guideline —
Second Edition. CLSI document MM09-A2. Wayne PA: Clinical and Laboratory Standards
Institute 2014

[18] ISO 16577:2016, Molecular biomarker analysis — Terms and definitions

[19] ISO 24276:2006/Amd.1:2013, Foodstuffs — Methods of analysis for the detection of
genetically modified organisms and derived products — General requirements and
definitions/ — Amendment 1

[20] 42 CFR CFR — Code of Federal Regulations Title 42: Establishment and verification of
performance specifications. 494. 1253; 2018

[21] ISO 15714:2019 (en), Method of evaluating the UV dose to airborne microorganisms transiting
in-duct ultraviolet germicidal irradiation devices

[22] ISO 23833:2013 (en), Microbeam analysis — Electron probe microanalysis (EPMA) —
Vocabulary

[23]1SO 9000:2015, Quality management systems — Fundamentals and vocabulary

[24] CLSI, Verification and Validation of Multiplex Nucleic Acid assays, 2nd Edition; CLSI guideline
MM17. Wayne, PA: Clinical and Laboratory Standards Institute; 2018

[25] ISO 20837:2006, Microbiology of food and animal feeding stuffs — Polymerase chain reaction
(PCR) for the detection of food-borne pathogens — Requirements for sample preparation for
qualitative detection

[26] Matsuda Y, Fujii T, Suzuki T, Yamahatsu K, Kawahara K, Teduka K, Kawamoto Y, Yamamoto T,
Ishiwata T, Naito Z, Comparison of fixation methods for preservation of morphology, RNAs,
and proteins from paraffin-embedded human cancer cell-implanted mouse models. |
Histochem Cytochem. 59(1), 2011, pp. 68-75

[27] Srinivasan M, Sedmak D, Jewell S, Effect of fixatives and tissue processing on the content and
integrity of nucleic acids. Am J Pathol. 161, 2002, pp. 1961-71

[28] Shabihkhani M, Lucey GM, Wei B, Mareninov S, Lou ]], Vinters HV, Singer EJ, Cloughesy TF,
Yong WH, The procurement, storage, and quality assurance of frozen blood and tissue
biospecimens in pathology, biorepository, and biobank settings. Clin Biochem., 47(4-5),
2014, pp. 258-66

[29] Linnarsson S., Recent advances in DNA sequencing methods — General principles of sample

preparation. Exp Cell Res., 316(8), 2010, pp. 1339-43
19



GB/TXXXXX—XXXX/ 180 21474-1: 2020

[30] Compton CC, Robb JA, Anderson MW, Berry AB, Birdsong GG, Bloom K], Branton PA, Crothers
JW, Cushman-Vokoun AM, Hicks DG, Khoury ]JD, Laser ], Marshall CB, Misialek M], Natale KE,
Nowak JA, Olson D, Pfeifer JD, Schade A, Vance GH, Walk EE, Yohe SL, Preanalytics and
Precision Pathology: Pathology Practices to Ensure Molecular Integrity of Cancer Patient
Biospecimens for Precision Medicine. Arch Pathol Lab Med. 2019 Nov; 143(11):1346-1363

[31] Schroeder A, Mueller O, Stocker S, Salowsky R, Leiber M, Gassmann M, Lightfoot S, Menzel W,
Granzow M, Ragg T., The RIN: an RNA integrity number for assigning integrity values to RNA
measurements. BMC Mol Biol. 2006 Jan 31; 7:3

[32] Kanani P., Shukla Y.M., Modi A.R., Subhash N., Kumar S., Standardization of an efficient protocol
for isolation of RNA from Cuminum cyminum. Journal of King Saud University — 31(4), 2019,
1202-1207

[33] Vermeulen ], De Preter K, Lefever S, Nuytens ], De Vloed F, Derveaux S, Hellemans ], Speleman F,
Vandesompele ], Measurable impact of RNA quality on gene expression results from
quantitative PCR. Nucleic Acids Res. 2011 May; 39(9):e63. doi: 10.1093 /nar/gkr065

[34] ChungJY, Cho H, Hewitt SM, The paraffin-embedded RNA metric (PERM) for RNA isolated from
formalin-fixed paraffin-embedded tissue. Biotechniques. 2016; 60(5) :239-44

[35] Integrity Number R.N.A. (RIN) — Standardization of RNA Quality Control https://
www .agilent.com/ cs/ library/ applications/ 5989 -1165EN .pdf

[36] Integrity Number D.N.A. (DIN) with the Agilent 2200 TapeStation System and the
Agilent Genomic DNA ScreenTape Assay. https:// www .agilent .com

[37] Groelz D, Viertler C., Pabst D., Dettmann D, Zatloukal K., Impact of storage conditions on the
quality of nucleic acids in paraffin embedded tissues. PLoS One. 2018; 13(9): e0203608

[38] Do H, Dobrovic A., Sequence artifacts in DNA from formalin-fixed tissues: causes and strategies
for minimization. Clin Chem. 2015, 61(1):64-71

[39] Kosaka N., Yoshioka Y., Hagiwara K, Tominaga N., Ochiya T.(2013) , Circulating MicroRNAs:
Methods and Protocols, Methods in Molecular Biology vol. 1024, pp1-9

[40] Ichikawa M., Akiyama H.2013) , Circulating MicroRNAs: Methods and Protocols, Methods in
Molecular Biology vol. 1024, pp247-253

20



