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3.1
¥ 17 4) amplification product
¥ 1%+F amplicon
o1 B AR Y1 SO AR R T
. PCR KB A i 8 7 9 DUE DNA B T AZRR T 51 (5 38 S (NASBA) B % SR A 3 1943 S (TMA) 7 4
BB T R E O B RNA,
3.2
S HTMEBE  analytical performance
R 58 2 I3 U £ ARG I A 43 BT ) 9 BB T L
[3k¥ . GHTF/SG5/N6 . 20 L2 Jﬁﬂé‘i’i]

TR cal specificity
bl it 6 5 W R X — > B 4 A A 5 TR R N R

x?ﬂﬂi

3:5

FE VI PR A 1 B R o PR

FE 2 I R A A A AR R R 1 BB SR B 3R ST TSR R T S S K D A R R K R R O 1 PR M 4 B
PRI SR R BT T
3.6
G RiEM  clinical evaluation
CR 6 BE 27 ) XoF e PR IE 48 247 P74 A1 43 47 LABR TE R SN2 WA B0 2 7 690 I R 22 4 A ke
[k 5 . 2 F GHTF/SG5/N2R8:2007]
3.7

G RiE4#E clinical evidence
(KSR 2E ) IE AR — 4 e R MR A SRR T A (5 E
(k¥ :GHTF/SG5/N6:2012,4.2., 4 &k

FE 1 W PROUE R SOBCHR T AL (R A2 W K 56 PR Y O A 6 1 A R A TR 5 1 4 SR R 2 SR o 4R 4 10 M G BT 9 1 4
R PR KRR AR R % (IR R SR .
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B 2 WERIESR A T 308 TVD By B4 B AIE , 35 AT 40 56 FIX B 45 B IR 7 (M Bl 24 O vE AN RE A A 1 .
3.8
M R1ERE clinical performance
(K56 B2 2 PR SME Wi G B0 8 I 7= A I 5 A8 I DR 25 ARl A 3D AR AR G R 55 R 5 B AR AR E F P
—HWEES .
(k¥ :GHTF/SG5/N6:2012,4.4.2, 4 &8k
1. MR AR R 2 Bk UM TAEBN (GHTE) K J5 e ML [ By = 7 25 40 W B 16 35 (IMDRT) AT M 48 — R iR, B AR
A B R 18 W N PR A B
T 2 X I R BRI T A 3 AR T A 2K TR 1 PR A 50 1) &5 SRk s U PSR A" 4 R .
3.9
R REE clinical sensitivity
2 REE diagnostic sensitivity
(K38 B2 2 ) M SN2 WA B0 72 7 1T AR 5 % 8 e SR S AH G B9 BARIR S I AF FE B BE T
(k¥ :GB/T 29791.1—2013,A.3.15]
1 T HARAR R Y B RIAETE RRE B e SO FREETE
2. LW R UE A8 s CBUE A B L 100D, L 100 X L KE 4 (4 % (TP) B L EL BH 4 (B 30 (TP fin {8 KA 44
BB (FND AR HSE, 3R 100X TP/(TPHFND . it 53 F A% G R — - i BT R BT ‘
3. BEORA ks T SRR T AR E L. ‘
3.10
R4 Z M clinical specificity
LR M diagnostic specificity
R B8 BE 2 ) PR M2 W 4G B0 2 7 1T AR 46 2 2 0 SR S AR SC ) B ARAR S AN AEAERI BE T
[R¥:GB/T 29791.1—2013, A.3.16]
1 B AR ERY B RN R R e ORIt E A8
2. WIS LUE 2S8R R (BUE A SR LA 1000, BL 100X A HE(E S (TN B L E B E B (TN B & fH
5 0 (FP) B RIS T4, B3 100X TN/(TN+FP) . i+ 5 3 F B3 G HBUE —MRE @ B R 3t
3. BARRE R 2k ST F T SR AR T AR .
3.11
EARAIE clinical utility
(R B B 2 ) PR M2 W G 56 &85 51 0 R0 DA B et BB 3 (580 T2 ABE RN 1B
[3k¥E .GHTF/SG5/N6:2012,4.7 , 4 &t ]
FE I PR o SR R R B I PR PSR B AN A5 B IR T BT B R
3.12
EH#%) DNA complementary DNA ; cDNA
1530 i AR T & A 5 4 5 B9 RNA B M g DNA N6 B DNA $5 D B4R .
3.13
544 contamination
51 A EE S B 4R ) BT .
3.14
5 {E cut-off value
R B 5 2 ) T 5 BIRE 5 4 S S 6 A 0 VIR S B I B AEE AN AP AR R IR B B
FE T DRSS R T (A A A 2 B A AR T I SR A D R B
2. WSRO AT gOA N R AR E .
3 I AE R B E AR B IS W R RIS W R .
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(R ¥ .GB/T 29791.1—2013, & X A.3.13]
3.15
T denaturation
IR BB A 2 T ) B G54 ) e B P R AR A B R /5 (LR D th 2R b B
[ ¥ .1SO 21572:2013,3.1.6
i DNA 45 5 800 DNA 435 5 845 DNA,
3.16
BEZEZE =8  deoxyribonucleoside triphosphate; ANTP
ETHRBERT = ﬁ‘ézﬁz(dATP) Hséﬁs:iﬂ’@ L2 (dCTP) Bl 48 2 F = B R (AGTP) | it S0 Mg = 8

2. T : ; i B 11 ) R 2 ) e

3.20

DNA | F  DNA seque

P — B SR TF AR .
3.21

iﬁ #WMiA equipment qualification

10 5 A A | 3 S A LE A IR L 5 R S ST G B0 BR IE R 2 B AT

3.22

SMFHEITHR  external amplification control

LA RE B 58 DU I B — 43 2 (9 B BUAS R i M X R DN A 8 0 <7 52 17 B4 4 189 X B

[ 3% . 1SO 22174 :2005,3.5.3.2]
3.23

IEE I{E# forward work flow

B EI{EH unidirectional work flow

CRL 36 B2 2 W R/ R it A SRR JEE D), F 0 AR SR AR R 0 5 A0 B0 O AR ) CELFR 9 184 5 19 DNAD 75 3%

4
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MR B REEYERE.
[ ¥ . ISO 242762006, 4 &k ]
3.24
Z:3%  hybridization
I8 M RN AT EAMER TR RS & it R .
[k ¥ .1SO 22174 :2005,3.6.3]
3.25
K7 identification
PO R K R T SR 45 e B X e B i 2
FE: ERETERMWEERE T HESBYRE TS ARERFISAD LR,
3.26
AP HIFTE  internal amplification control
W B 1 B B LB B 0 DNA VR348 4 PCR R K & i X5 B DNA, /R S 37 48 [ I 9 P
X B,
[k ¥ . 1SO 22174.2005,3.5.3.1]
3.27
PCR R RiiBR&# mastermix
K% B #% DNA F1 x5 B S 9 HoAth PCR /M4
[k . 1SO 22174:2005,3.4.18]
3.28
% & PCR multiplex PCR
M 2%t 5|9 2E47 89 PCR R .
[3k¥ . 1SO 22174 .2005,3.4.11]
3.29
FHME$2EX X B8 negative extraction control
IRELE H extraction blank
2 5 R PR e B 4 3 25 TR 1) A (7 P A 0 A o 9 X R
[k ¥ . 1SO 22174:2005,3.5.4]
3.30
Bt PCR Xt B8 negative PCR control
1 TCATAT PCR I B 214 R, LA TCAZ B8 K AR AR AT B89 S
[ . I1SO 22174:2005,3.5.6]
331
FHf% st F2XTHR  negative process control
W S B9 TG B AR SR AR B RE &, AR A A S i BR B 2R AR 43 BT R ) BT A B B
O ST RER AR 56 AR AR S A R R R UM .
2. E 1SO 22174:2005,3.5.2,
3.32
dEEH #M ¥ noncomplementarity
P2 DNA 5 RNA J5 31 J6 ik 45 7 5 /9 B AL B #R  18] FATECXT
3.33
#%EEEE nuclease
W L TR R A S /N ) A R PR O T8
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3.34
¥EEEEN 47 nuclease inhibitor
00T A% TR T O P P
3.35
#%® nucleic acid
Ve R {5 BEE B RXEN W KT T
[k . 1SO 22174:2005,3.1.1]
. B4 DNA A1 RNA BFf2e 8,
3.36
#EEIREL  nucleic acid extraction
At A ) 5 b 3 B AL R
i — MR T MR AEAT T B R4 AT .
3.37
¥ 5|4 nucleic acid primer
72 DNA RE5 M =B R S T R AT, 5 54 DNA J¥ 312438, 4E 7 DNA & B 46 25 5
A8
3.38
ZEES| M nucleic acid primer extension
FES Y P 3" 3 A S i SRR A% T R Y BT DINA 4% 4 il 42 S50 B ot 72
(3R . ISO 22174.2005,3.4.16]
3.39
#Z ¥ $t nucleic acid probe
T A A2 K AR R AR IE B B TS R 4 T
[k ¥5 . 1SO 22174:2005,3.6.1]
3.40
44 nucleic acid purification
i DNA F1/5 RNA 5 g afi i 52 72
[P . 1SO 22174:2005,3.2.2, A& # ]
3.41
BEEENXK N polymerase chain reaction; PCR
WS4 DNA (B2 [ Bt 72
[k ¥ . 1SO 22174:2005,3.4.1]
3.42
PCR % DNA PCR-quality DNA
BA BB 4 5 s, T PCR W DNA #4x .
[k ¥ .1SO 24276:2006,3.2.3]
3.43
PEME PCR IFHE positive PCR control
T ER B N EH AR M PCR &Y .
[k :1SO 22174:2005,3.5.5]
3.44
PHME T F2XTER  positive process control
T AL IR B RE S LA B 5 vk SR T RE AR I
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[ ¥ .1SO 22174.2005,3.5.1, H B ¥

B TR () G 50 R R R A R R RR AR IBUR R
3.45

FE KBS  reverse transcriptase

P 0 B SR R Bl

[k ¥ .1SO 22174.2005,3.3.2]
3.46

PEE R  reverse transcription

e J5 ERBE AL B AEAE TS, IO FH 306 8 SR AN 0 % SR 5 | ML RNA B4R & il DN,

[k . 1SO 22174.2005,3.3.1, 49 & |
3.47

% EZEEBEE ribonuclease

R fiE RNA K .

[k ¥ . 1SO 22174:2005,3.3.3]
3.48

ZEZEEE SIS ribonuclease inhibitor

R R RR B IS PR

[ ¥ .1SO 22174:2005,3.3.4]
3.49

#ZFEREE  RNA ribonucleic acid

DL R e XA EN BRI TRESY

[ ¥ . ISO 22174.:2005,3.1.3]
3.50

PEHEREEEHMEIX KA reverse transcription polymerase chain reaction; RT-PCR

H RNA %58 cDNA Fl PCR #7384 B0 4 & W 41 R i 7 %=

(38 . 1SO 22174.2005,3.4.2, &% ]
3.51

RT-PCR £ RNA RT-PCR quality RNA

BA A B Bl B R0, FH T 30 % SR R SR 5 R SO RNA BEAR .

[k . 1SO 22174.:2005,3.2.4]
3.52

W#R5|4 reverse transcription primer; RT-primer

FH T i B S SN 5140

(k¥ . 1SO 22174:2005,3.3.5, 4 &% ]
3.53

F5I##EE sequence database

(Y5 B AR P F) VR (55 3 H At 2R A 40 5 3 BOAH O T R AL B 2B ) HOHE I

O ERSAYUR YR IR SRR R AR AR M R AR I RE S S ARAE . S B B A K

2. BB kRN AL R L 30 AT LA 3 B R A4S R O AR 2 0 R AR SR AT T 2 & M DNALRNA 3

BT 31— s A7 A AE 2 JL B e o

3.54

=&t stringency

S B FH S5 4 I AR B R ) 2% 2 R S L R K R R
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[k ¥ . CLSI MMO1:2012,4.2, % &8 ]
3.55
B #r DNA target DNA
HIEY 41 DNA F51,
(3R ¥ . 1SO 22174:2005,3.4.13]
3.56
HEIR{Y  thermal cycler
1247 PCR NIRRT A S E
[k ¥ . 1SO 22174 :2005,3.4.20]
o ZRR A ISO 221742005 ) SN/T 2102.1—2008 % i A 3 83% R “PRC {7,

4 BRSNS TR 3 SR

4.1 BERIRN
4.1.1 EIMAE

R TR RSN WAL 1088 5 (BRI B 0k R U6 9 ) 89 38 T 0 FF 26 o7 8478 SC 14 AL i it
TR R A

BRI TF A5 Bl AL BRI 22 # o o IO AR A8 B S A P A7 MK AL o
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BT AF A= A TS LT WA
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b) T U F 3 B P BB 2R A A B3 20K

BRI A ST S e AL S SRR T ) R 2 S e R AR TEE M BT RO
) 45 P 1 45 SR 0 525 ) B 2 W R T (0 9 U

o) B URAS TR EOR A B 5

&) B AR BRI A U

o KR FESELE;

D R O AN A U B

7 2: 1SO 13485:2003 1 7.3 iR T —Fil J T HRSM Wi SRR ¥ 10 TVD 5 g AL A X BR BT & A R 119 B3 A JF

REHNR,

ISO 13485:2003 1 4.2.3 Ky ZRE T 15 2 K B0 72 5 A 5C B9 SCAF AT S

FE 3 BRI K A SCH ) 1 B SRRE T TVD IR 578 4 AR S0 78 P 1 I & W 9 BT 55 0% 30

Ri#% M GB/T 29791.1--2013,GB/T 29791.2-—2013 F1 GB/T 29791.3 2013 K%K 4 5 {8 i Ut
W, BEE AR BRAEFN . RBRTRNE SR, THEORERIERNIE, UL R ERE 5 AT &
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IR 2 AR ARG AL T AR R TR B 4 B B 9 AR T G D L S B L AR RN S
=L
Wb, A5 P 450 B 07 T A B R i ALk B R R R U B A U B
00IE A 5 U5 B A R A B 2R ) B P 3 A W R 3

412 EFLREXHEEEHR

Bt S N IE R AR KA IR A U S M i % . L0 = A0 AR R 51 T SR AE R
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GB/T 22576.1—2018 H 4.3 F1 4.13 (9K 3E B F 304 Fid 5% B 5

TR B A B ARG K o o ) A S A R T A ) B I () R R R AR

. 1SO 15189 ik T — Al H T B 2% 5256 % A0 A A% B 1 25 10 6 TR A8 TR I 78 5 1 B IR AS B R 4

SET AR 48 B H E 8 I B T AR A PR SN2 Wi K 50 72 )7 19 B2 2 SC 56 =, IO A6 L4 A8 R0 A i ot
HAMEREHATIRIE., EAH T GB/T 22576.1—2018 1 5.5.1.2 sk,

Xof 22 B TA PR R 36 3 R 1 R SR AE U AR B B8 IE . 3E FHF GB/T 22576.1--2018 1 5.5.1.3 B ZR,

4.2 AWK SEANEEFESEE

PRAS B SE B S AR A B R AR B Al . BT GB/T 29791.2-—2013 %K,

T (0T W AR OER (B 5 L A R A7 ) $E 3 W CLST MM13-A20 il JCCLS MM5-A1%7,

T8 0 T T AR A SR R 3 i RV A X A AR I A R B BRI 7 5 SR A S AE S )

B AR R ARA AR AR AR T B2 AR M AR AR Ab BEAR USRI R R R BTS YR T 7 A 1 AR Ak TR B
LRI B Rt P S C AN ey a2 S A S BAEk c el il Uik e

B2 JT SE U0 2 A AR AR SR 2R |3 i R B A 1 SR DA 106 B A R L R R TR A BT

4.3 HIirZBEFIIB®EEFE

W B AR IR T 51 i B o o7 A6 5 U B T o

H AR ¥ 50 AR % B AR 18 A W 998 AR B R R AT 3 52

B EE R B AL DNA, # F 9 I07% 3 mRNA 5 rRNA & cDNA, 3 F4H RNA, 5 415 16S rRNA 5 23S
rRNA,

o7 B 1 6 FH 2 T B A% TR I B 8080 e, A B bR 3 3 5 A AR ) 22 TR R TR IR AR B

B 2. [ bR R T B SO0 PR A 4RI B, L R A A RO 20 T2 2 S0 56 & (EMBL) 8 R B8 250 L H AR ) DNA
B4 PE(DDBD B 2k [ (1 K A4 Y18 AR A5 B 0 9 Embanks™ , 1% = A~ 41 2148 K 38 B8

g HA /RSB AMAERRREMERINT, FEFI0EBAHEKIE,

LI T N E KA T IR E L TR U E R AR EBCR LR EWEARET .

R Z A B TESE A 2 DL B B AR 751 35 36 A7 76 T B AR R AR 9, DA 36 2 4% 2505 9 Tk A 4
P A AE T B AR R AR G 124 8 AR 37

B 3 MR 5% W B D AFRFH LI A E RN 60 % MR IEAT R0 A REARIEA 95 %0 M T RE kA L B A —#k
e BARIT ) MR

4.4 5% (5 F D REE

PR 97 5 IR 7 R BT T AL U B A A e SR A

PERET| W 10 i PR N TR TE 4 BT AR A 0, K L I T D O S AR L OB SR T RA
JE B AN [R] YA B AN X, DAE T DU B A o IR AR

REVTANY 22 38 51 %) LUK B UMW PR 6E .

. AREAER B BB T

4.5 HERSEMREM

o7 A A5 FE U8 B v S IA T T SR AR A TR T AL R 5 B S R B AR E B AR A

MR 7 r 5 B A A TR B 5 L S A M R 7 L DA R U . SRR S B R S IR L U
O ) — ot TR R B, OO 4R O — R A AT 4R

. AR A AR E B AR B 2% 1SO 21571.:2005 1 5.2,

S R N 45 FR T U0 A A A AR FR AR B A, LA R Al | S B M R AR E M R LT R B
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4.6 BRI

BT LA AR R AP 1 07 w000 e & ZE AT BR 5 | 40 R 8 80 A% B A% — B PR A S L 48 R TR
o, BERFSI B SM Y 138 5 DNA BA B IEIT. X F RNA YK, 429 1 B 57 51 Z /07 2
AT W %,

N7 SR BT 5 5 it 5 ok e I R IR A A R A ER IR .

A XBE AR E NS S, 2% 1SO 21569:2005 H 7.3,

4.7 HERKNILEE

R 44 B AR B 7 5 I RS 48 s BIF 52 v 8 4% IR K IO AF A L Bk AR BURRAE 5 38 2 O X BRAR L, O B
FHAG 56 F8 Fy 1 BT AG DU AR it O A I BR P

T 14 B AR 5 A9 A U J5 2k B AR AR I S I BE DD . SRIARLEIE 525 B R F SO A
P G 60 7 P EAT LR

ARG A E TR ME R, 5% 1SO 21569:2005 1 7.6,

4.8 HAREMESHETFSRG

NFLRE R IR T AR e M A A F P AEE U B, M F YY/T 15792018 F
GB/T 29791.2—2013 %K,

NAFMERWNTNE

a)  WSCIRFVRAAN  H5 A8 BB i A5 LARR AR 7= i AR 1S B4R 45

b) L —RITF E AR BT R M AR e

RO B R R TR .

o MW E R HEE 43 & A RN AR E M DL K

&) FEXT I HEAT 1T 68 5 e 1k B Bl IR R E PR R AT .

FRYE G FH U R, A6 38 M A B BT o 3200 = W] 43 A7 J7 3k B 7 9 S0 I VS VR A A 4 22 LA ol B I B R Tl

5 MBEHE
51 HBAEX

5.1.1 FERi&IT

5 50 W9 DR ARG 00 RS R A S A 3 T RGP I SR LA B M B R AE , 7 AR 4% T30 A o AT A R
BE, I RAM B, EHT GB/T 29791.2—2013 1 7.16 HE R,

BRAE S B MAE , B MM AR AE R AR A I S R MM fE .

FILAE B9 43 A7 P B8 R E B AL FE 20 A R U AR BR L BT R R (32 R R AT ) 5 DA R A 3E Y
LT B IR B B I RS . R A S A RE A M BB AR AE A Gt vk A ERLS AR B

LA B I PR 1 B AR AE B B T AR 30 45 SR A U A & .

TR T L

VLA {5 FE U8 BA PP A A DA R ATL A A R T T R RE R AT BT T O R AR R M R . GB/T 29791.2—
2013 1 7.13 (ERIEH .

512 EFXWEMXESER

SHAARE R MERRFE, AR FRAEREHN, Nk EXTREHTERIE. EHTF
10



GB/T 39367.1—2020/1SO/TS 17822-1.2014

GB/T 22576.1—2018 77 5.5.1.2 |y &k,
1 AT E R R T HERENIE R .S % CLSI EP 12,2008,
DU AN B 7 2 DA G A2 UM & .
2. A XA EEIFENEE,Z% JCGM 100:2008(“GUM”) 12 K AR 4 1/2006 , KR Y 52 56 % , 200677 1
CLSI EP29-A:201207,
A 3. PRI RN R BRI R A M SR B AN R R X R
S22 ) A8 B AR UERR T, JF 28 R UG BA P R I, N T SR R R AR I A R R B R R R AR .
E 4 AREST FERIERT MR, 2% 1SO 242762006,
AT AR 53 W0 A 30 4 B S RIS I I AR A G I R BB RRAE L OF 8 AT A A . TR VT A R4 A% B

e F 55 R G A B KU

R AHE R ALY G EREAR
5.2 BAMEEX
5.2.1 kHRE

AR I 0 R AR A 0 DRV B 23 A e AL AR 18 B A 3k ) SR S
A T 32 TR i R S B 1R B, 2% CLST EP24-A2.20128,
R 06 A P B 00 B A S8 P T 7 36 E e SR (L O A At R AR S AR Mk 4P RN IE A T U R i R A

AT .
5.2.2 wWHIER

BLAfAE 95 20 B A7 B A RE & rh AT K 2 9 B AR DNA JFE 51 i e/
AR ER RO F B, 2% CLSI EP17-A2.20120%,
At IRV 7 A 36 7 I B A B8 A P I AT B E I I A HE YR AR B (R ) IR AORD) ANAR 4R 3 A K
& T U A 69 8 I AT B E .

523 SRk

O 7 BE G B o A P A B D A 0 MR A R R
A2 SCRCAE R — AR A W R AT KA . TR h— A SC IR A NIRRT KA
@mﬁifuﬁﬁﬁ§%%ﬂ%ﬂmﬁmWNHMU%E

31 ﬁﬁﬁﬁﬁﬁﬁﬁfmmu,%%(m/rwm1L—mwrPAzs
T 2. A KITH AT TR AN 28 XU Rk Y5 1 &% CLSI EP07-A2.20050",

524 MERFHRE

FESE 2 EBL T » N R BB 45 R A9 AR SC S 2 R AE

b =R N N T R A 1R

1 SR s RGN SR U B P A B R S v (L T 5 R UL K R I R S 3T G 0 R R R A O 1 4 i
FHIE .

SE 2. A7 U0 LR B U A 0 3 PR 00 A o s RS B B A G AL L H 4T 10 R B, & % CLSI EPOS: 20047
1SO 5725-17 [1SO 5725-25 [1SO 5725-3%7 #1 ISO/ TR 22971200577,

3. AT CRIMS W R YT B AR 2 rh U RRS A BE ER (A M RS M A A KE R, S % GB/T 29791.1
2013 H#1 A.2.3,

B2 5 3 VT A A B R T ) B B AT IR E , IF RS M . 53 O R W T T

U020 2 B s D ) o L 4 B &
11



GB/T 39367.1—2020/1SO/TS 17822-1.:2014

SE 4. 6T R W R BE A E P I A T R IE AN O 6 T FE R L &% 1SO 21748201007,
5.2.5 KR

55U AR S R B0 R A e DR A R AR AT o IO AR s PR IE T B 5

F T 1 R 2 B0 B T A8 A B v B A 2 B TR AT R BB TR WA AT s A 2 L 9 75 ik 4 L A A B30
ARER TR R Tk

I I PR R G DR 57 T R Y B

FE 1. A Kl BRAUES G R B9 5 8, 2% GHTF SG5/N6 201217,

T 2 A7 K PR 0 15 L S B AR AR L

TE 3 A X HRSMS T BR FT RE R (KBRS PR S NG IR BEIP MY 9 15 8, 2% GHTF SG5/N7.20120% .

W A UE 5 17 355 3o 18 o R e o R R A2 A I e 3 AR AS OB 5L o W R 52 v (0 P O i R
HA GG k.

FE 4+ R BE (ST O T LU T 507 1 DA o 1 45 » DA S R 7 A A T e

5.3 BmERSMRERIEERF
5.3.1 #=HMWK

I Ay A 8 P T 224 0 1 ARG o TR B AR P PRAT RS A T 7 AR B IR A5 OR RO T REE . DA
SRR T B M T A0S FE X A R, DU B 45 TR T BB I 90 St £ 12 0 ) ORI AR 7 B SRR

Bl .

a)  FHHEXT B (& BARAZRR) Mt B Ardm R B A 3 B

b BAMEXT B R B AR Sl 73 M e 57 4

o HEMEAT 2 XN REIERN LB RREATEZNTRES .

T P X BRI SR AR B R v UL 3R B SR AR IR 20 S T B AR HEAT SR B YT ARG

Pyt RN 5 B AR A Rl — R AT AR B
2 BB ff1 FH — A~ PO R [ A BRI S 2 DA B R S R 1 A0t R A K P A T L S B R A O
111817,

TR < e 5 P A AR o 2 50 AT A T S R
5.3.2 EFZHRERITMI R

FH 3R A7 A% R K U 2 7 19 B 2 S 30 = AR TH R AT Jmy , 55 T B 5k e R U R RR R TR B . R BBUE XY
P4 T8 7 5 . i A IR B e 0 V5 % 3 B0 O P 5 2R 1 XU, (LR 6 )

40 -

a)  RFIE & FRA K % (3% DNA F RNA 438 F B ARG i 59 80k TAE X,

FE 1 RS IR B ) 3R AT ) B R S Jhc AT R, TR Okt R A3 R AR IX R 1 s O

b) A GBI T AR R AR S KBRS AT X SO SR = AR P (L 5.3.3), LA A

Befuhy 34 5 20 BT X IR S I T R A KW AT SR TS G R A SRR A KB L
2. WAV A E R 2 W 1SO 242762006 6.4

53.3 EFZLWERFIEMNE

BT M SE G BE 2 SE B 2 N B T AR, B bV 3 BRI B B

S B L 2 AL 3 LATT BT R I AE S AU 95 G B R RE A o X R R A A A D
FRRAGE WU 7 Y P 5 6 LA e P B RN 38 T A IR — A B3R AT i 2P 3R

a) iR BB AU S AR TR HE A AR AS R & AT R AT

12



GB/T 39367.1—2020/1SO/TS 17822-1:2014

b) AL RERTE, 8 A E R M, LR A BB B A B S
BXEEHRFE.

o UESCH MR E R RE X 2 A A SR T — X B RS AR

) AR ﬁﬁ‘afl%illiﬁunﬁ%}ﬂﬂiﬁf‘m*

e AR, SREFEAR

fH  PCR #W%E@F&%ﬂz(ﬁnﬁ}ﬁ%ﬂﬂ DNA Wl J7) , ZE4TFF PCR R M HZ B B L.

g LEFMEBGCFAN VNS AR Y TR XA B B T T X

h) Tﬁ»‘FJ%’ZEta" ﬁ#nnﬁ@i#im%%Eﬁ(ﬁ%Eﬁ)ﬂEﬂE‘J?}%Hi%ﬂ(f’ﬁ}ﬂzéf oA %

i 7 1T #WFE@Eiﬁﬁi% X EATER

o7 AR B i) v R AR FELASEHA S 6 ¥ e HE R HE D 4 Fulk 17 22088 45 06 B3 4%,
FEBEAT 50 AT BT 5 B 3 A

ﬁniﬁﬁﬁ, Y _‘LTJ_.E

BEHTF GB/T

%ﬁﬂﬁk i
535 E

LRG3 B/ T 22576.1—
2018 F1 5,11 <
5.3.6 &

NPT E S B R 8 H1 5.6 1
B

R, RER 5 il By 11 4% B2 A AM 2 W
K = A EE M B i § A ; A % 2 6 LA 52 (UL 6 3D,

5.4 EREE
VL S 3 2 R T LA AR B B TR i
BT GB/T 22576.1—2018 1 5.8.3 BIE K AN, ot b W AL 35 LT 25

a) B ;

b)  REEH KL H W

o RKEEERE;

& FTHBF R#R Y MR EG

o fHHRBE;

D FEARREEIEAMEEA LR

g) LG/ TG R

h) KT RRE.

o7 . B o 2 9 DR AR S R D T S R I 2 % XN

RO RA R E T AR,
13




GB/T 39367.1—2020/ISO/TS 17822-1.2014

6 KpEE

6.1 #EH

ALATTE & (il AL R A/ SAT BRSNS TR 0 78 I3 BB , 38 8 LA L P A A S ARG
filt e 12 xR 5 THT R BEAT:
IR B 3 5 AR A SRy — A RP SR AR AT B L T SR D L LRSS B R SN2 WAL B AR A G
P9t IS DA R 5 JXU o 3 4 XL - st T 4 B2 F 3 BT DAY 1 M 4 G 2 ) O A 2
IR 7 3 ) A BT A9 5l BT A e L B A AR AT AL A AL A
S XU B R T LA XL T 32 52 4 o L PSSR XU, 537 DA XU o 60 i 07 3l XL 8 P o7
R XRS5 AT » LB 5 M0 R 5 0 P A TR T £ XL AT 1 3 3

6.2 &ITFIFFE KK EE

o7 AR B T FH 38 A A 0 R )3 T & B R v 43 A {6 FE A R R S K B A 0 v TR AR B A G XU L I AT
i XU J 75 TT 452 . X S8 T 3l W 4% BRSO AT

72 B KR 2 D AL HE

R T I P e A B 5 SR X R A A XU LA B

— X E TEAG MM ERITRERTFEXHHP XK, afFEYaE.

INE 43 AT A R ARG B ) = A 2 S B B T T R A 0 A R TR R 6 FH A R S LU A A 1
FEPPAl XU o S T 432 37 1 IR 07 o {15 81 7] 82 32 9 /KO, B0 A & 3R 0T A7 19 9 L R R AR . 7T AT XURG:
B8 25 43 AT LUBA 22 XU A9 AT 432 32 1

1 A E A T ARSMS WKL 56 R T 0 PR 4112 T IR A% i B AN LA T R B XU S B R, B % YY/T 0316—

2016, FF H AR 1T IRIMS W IT SRR .

T 2. A TR R EAR B b SiE KR B AN iE 3h 45 RS . 15 2 W GHTF/SG3/N15R8.:2007M%7

Rz 0 - BT %) {557 FH 10 BRI B 4 i 15 2 S0 06 2= e 605 45 i 4 IS 2 AR B I 1 G A 4 SR X BB 3 B KU 1Y
58, LA SAEIE 15 00T 45 ) XURS A 18 . 7 48 B8 AT AT B K B R R LG

T 3. JRU: B B G T T A 4 Bl A LA UL TR e A b

6.3 EFXBEXMKEE

B 2 ST 6 38 N 0 AT R PR A B e AR S A RE T A 0 2R IO L (T 4 R L S0 FF RGBS L T AE BT R
B i AR 1T X AR RSB A N B B U BE AT A T R DL E T R

AR XU BRI, B UE TR ST ORI B I SE 30 = AR A G 4 52 © R0 0 A I A0 715 1K 195 0 5% T i
W P XL B 9 ) 4

By MR TAE AR RS AR LMy . &M T GB 197812005 Y Z:R,

1. YY/T 0316—2016 F1Z %5 SCHR[23 ] e il 3 i — f J5 000 70 XU 6 5 2 A1 DO ) TP IR 22 S0 R 3

2. ARSI E IR 2 MR . 2% 1SO/ TS 2236720080,

E 3 A7 SCHET XUR A BFUN A B R R 45 B, 5% CLST EP237),

14



GB/T 39367.1—2020/1SO/TS 17822-1.2014

£ £ X W

[1] IS0 21569:2005 Foodstulfs—Methods of analysis [or the detection of genetically modified
organisms and derived products—Qualitative nucleic acid based methods

[2] 1ISO 21571:2005 Foodstuffs—Methods of analysis for the detection of genetically modified
organisms and derived products—Nucleic acid extraction

[3] ISO 21572:2013 Foodstuffs—Molecular biomarker analysis—Protein-based methods

[4] ISO 21748:2010 Guidance ili

mates in measurement uncertaiafy

[10]

analysing inte

[14] CLSI EP07-A2:2005 Berference testing in clinicalgefemistry; Approved guideline

[15] CLSI EP12-A2 User Protocol for Evaluation of Qualitative Test Performance. Approved
Guideline,Second Edition, 2008

[16] CLSI EP17-A2 Protocols for Determination of Limits of Detection and Limits of Quanti-
tation. Approved Guideline, Second Edition,2012

[17] CLSI EP23-A Laboratory Quality Control Based on Risk Management. Approved Guide-
line,2011

[18] CLSI EP24-A2 Assessment of the Diagnostic Accuracy of Laboratory Tests Using Re-
ceiver Operating Characteristic Curves. Approved Guideline, Second Edition,2012

[19] CLSIEP29-A Expression of Measurement Uncertainty in Laboratory Medicine. Approved
Guideline,2012

[20] CLSI MMO01-A3 Molecular Methods for Clinical Genetics and Oncology Testing. Approved
15




GB/T 39367.1—2020/1SO/TS 17822-1:2014

Guideline, 2012

[21] CLSI MMO03-A2:2006 Guidelines for appropriate design criteria for primer selection

[227 CLSI MM13-A2:2005 Collection, Transports, Preparation and Storage of specimens for
Molecular methods

[23] GHTF/SG3/N15R8:2007 Implementation of risk management principles and activities
within a Quality Management system

[24] GHTF/SG5/N2R8:2007 Clinical Evaluation

[25] GHTF/SG5/N6:2012 Clinical Evidence for IVD Medical Devices—Key Delinitions and Con-
cepts

[26] GHTF/SG5/N7:2012 Clinical Evidence for IVD Medical Devices—— Scientific Validity De-
termination and Performance evaluation

[27] EUROLAB Technical report No.1/2006 Guide to the evaluation of measurement uncer-
tainty for quantitative tests results (www.eurolab.org)

[28] JCCLS MM5-A1 Guideline for a quality management of specimens for molecular methods: The
procurement, transport,and preparation of specimens

[29] WHO. Laboratory quality management system; handbook (2011). Available at http.//
whqlibdoc.who.int/publications/2011/9789241548274 _eng.pdf{

[30] European Molecular Biology Laboratory (EMBL) Nucleotide Archive.www.ebi.ac.uk/em-
bl/

[31] Japan:DNA Data Bank of Japan (DDB]) , (www.ddbj.nig.ac.jp/)

[32] US National Institutes of Health (NIH).National Center for Biotechnology Information,
National Library of Medicine GenBank Database (http://www.ncbi.nlm.nih.gov/genbank/)

[33] Bossuyt P.M.,Reitsma J.B.,Bruns D.E.,Gatsonis C.A.,Glasziou P.P.,Irwig L.M.Towards
complete and accurate reporting of studies of diagnostic accuracy:the STARD initiative.Standards for
Reporting of Diagnostic Accuracy.Clin.Chem.2003,49(1) pp.1-6

[34] Burd E.M. Validation of Laboratory-Developed Molecular Assays for Infectious Diseases.
Clin.Microbiol.Rev.2010 Jul,23(3) pp.550-576

[35] Keer J.T., & Birch L.eds.Essentials of Nucleic Acid Analysis: A Robust Approach.Royal
Society of Chemistry,First Edition, 2008

[36] Huggett J., & O’Grady J.eds.Molecular Diagnostics: Current Research and Applications.
Caister Academic Press,2014

[37] Persing D.H., & Tenover F.C.eds.Molecular Microbiology : Diagnostic Principles and Prac-
tice., ASM Press, 2004

[38] Mullis K.B., & Faloona F.A.Specific synthesis of DNA in vitro via a polymerase-catalyzed
reaction. Methods Enzymol.1987,155 pp.335-350

[39] Roa J.R.,F leming C.C., Moore J.E.eds. Molecular Diagnostics: Current Technology and
Applications. Horizon Bioscience, First Edition,July 2006

[40] Saiki R.K.,Scharf S.,Faloona F.,Mullis K.B.,Horn G.T.,Erlich H.A.Enzymatic amplifi-
cation of B-globin genomic sequences and restriction site analysis for diagnosis of sickle cell anemia.
Science.1985,230 pp.1350-1354

[41] Viana R.V., & Wallis C.L.Good Clinical Laboratory Practice (GCLP) for Molecular Based
16



GB/T 39367.1—2020/1SO/TS 17822-1.2014

Tests Used in Diagnostic Laboratories,in Wide Spectra of Quality Control (Akyar I,editor).InTech,
2011. Available from: https://www. intechopen. com/books/wide-spectra-of-quality-control/good-
clinical-laboratory-practice-gclp-for-molecular-based-tests-used-in-diagnostic-laboratories

[42] Viljoen G.]J., Nel L. H., Crowther J.R. Molecular Diagnostic PCR Handbook. IAEA, Springer
Press, 2005

17



10

mode AR O M
B R® i
EHMCERIE RS RIERE YR
KERARBESEGEMMEER
E1M - BRAER REMEX
GB/T 39367.1—2020/1SO/ TS 17822-1:2014
S RINE IR TR O A I a y
J 5T B B RS LA 2 45 (100029)
e3P IR X = BT 64 16 %5 (100045)

R4k www.spc.net.cn

B4 (010068533533 A 47H0>:(010)51780238

P R4 #6:(010)68523946
r (R bR o D AR AT R R S BT EN R
& HL B A A5 I 24
FrA 880X 1230 1/16 ENak 1.5 =¥ 37 T
2020 4F 11 A8 —F 2020 4F 11 A4 —WEPRI

e 155066 ¢ 1-65854 M 24.00 G

MEEKEE BEAMLTHOBR
BIER BRLR
23R #H3% . (010)68510107

2020/ISO/TS 17822-1 .2014

GB/T 39367.1



