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it

B

AR R GB/T 1. 1—2009 & H #9800 %,

7 b o VA 386 A W 0 A0 30 A R k4

HWHEEEXHFHORXEAFTTEIREH .. A 3XH 8 ZHILAA RSB RS XSS H A HIE.

ZERLREAKBKRRILREMENLE RERELEARSE RS (SAC/TC 136)# .

AprEheHEARKRREELRZEMNEIICH RGEHRELBEARAZTRS(SAC/TC136)HO.,

AGpEREERA QAR TETSEERT VREH™ (L) ARAA P LU KEEILZERKR M
ARAT RIMEBEREAERAR MREYAERAH. .

AGREFIEREEAN . FHE AL BEE HEE XNEE B,
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xS B RN 5T

1 SeHE

AFERETESBERMN AU TRRPCRIOMAREMEN 4 EAGL BER.ABH
B hRSHERREHE AR . E8NETFSHR.
AbRdEE A T ERFERETT 8 A0 .25 PCR L.

2 MewslAXfF

FI XA FAEAXEONARLAT LN, LETEBHSSFEXH,{UEB B RAER T4 3
., LEAFEHHENSIAXH . KEFEEQERANBR R ERTEXHF.

GB/T 191 HEEREZERGE

GB4793.1 W E .EHALRZTAESBTENELLER F1HHr . EAHEX

GB/T 14710 EFAHBHABEER AR T E

YY/T 0466.1—2009 EfF## HATETHEFRE FICAEEGENFTS F1H9.EH
IR

YY 0648—2008 W& .ZFHAMELTREZAHAE[REFHNELER F 2-101 Fo: &40 2B VD) K
HZEHWEHEKXK

3 REMEX

FTHIREMESGERTEXHE.
3.1

ELEm&ERN polymerase chain reaction, PCR
RABET VREZEBERNE—/MTHEERN DNA 5 RNA FBEEEIFHTHRETEN T E. B

AR YE—IB K —REf =~ 2 A< J i 25 TR P4 AR
3.2

BEEEBEREMTH{L polymerase chain reaction analyzer, PCR analyzer
£ T PCRIESBMERNM) B AR, ## DNA K RNAWE G LR, EEKR . 519 . REWFFE

BERMT BRI IEERFT 0 TR 4 o B &
3.3

EAXHSEE maximum heating rate
FiB i B T AR s A7 B (8] B A 89 B oK IR B BE 4K
3.4

EIHFHEHEE mean heating rate

BB EE A B A LTSRS
3.5
BAxBEE#EE maximum cooling rate
B 38 o 72 op S b B 7 i (] T B A I8 KR B BE 8.
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3.6

FEHMiRiE#E mean cooling rate

o 36 xof A e AT R B 07 F (] 04 T B A P g B BE 4K
3.7

HiLt B E consistency of thermo control
[ — 1 55 o, AE S FFRR 10 s A 5 T B 45 3R 22 (6] O SR SO0 R A 5% i) 98 6 1R B, 55 %03 SR 4 X

P 10 37 B4 I {1 L 3 25 (R A — 2
3.8

REHERE accuracy of thermo control
7] 43 p , fE R A FF 4R 10 s N BT 45 3R 2 (8] , 45 (8] R — i 04 B () %6088 SR 48 (R 18 5% I BE A%

V-3 {H 5 B R B T R B 22 (R A 48 XA
3.9

BB EY4S1Y  uniformity of thermo control

BUER X WL Y 4 AL 22 ] B 8 B — BUAE
3.10

im R LERT B AARSE  duration accuracy of thermo control

R 8 A TR B 18] 5 20408 R 4B (X i R A5 IR (FF & 1R BE 52 7 o o B B oR st B A D 18 IR i) 1) 25 (H A9
e % {H
3. 11

LB PCR real-time polymerase chain reaction PCR

# PCR dBEFFIATVOERB BN IOtEEMN T EER Y PCR Y B8 AL, 5% 61H

TR S Y WY BRI W, 382 36 5 5 4 R 3 A0 4 LA 3K B Xt JRBR AR Bk 6 4T 4 T 9 PCR,
o 75 AR b S R T ER N,
3. 12

YR fluorochrome

B B B A E R, B AT O A .

[YY/T 0639—2008,5% X 3.8]

B R RGN FAM HEX  Texas Red,VIC,Cy3.ROX %,
3.13

RNEBEERNESEY repeatibility of fluorescent intensity

Ko 7] — e B L 7E W] — 2% 6 2% 48 T T 30 9 658 BE R 0 , LA W04l i) — ok
3. 14

WHERERNKFTEE precision of fluorescent intensity

X AR FLAE R — G AR AF T T BTG50 S AR » 4G U 8L % — B
3. 15

[ {5 5 A ¥ Ct(Cp) cycle threshold,crossing point
S R Y A P, R N POGE S BLATR MY K 2 R R . FE MR R

LAY W AT 3~15 NMEF A DENCE M 10 F5bRME2E O 8 , 24 52 6 (8 83 o 5390 (R0 f% 40 B %80 0 > (3 (A
A (CL)

4 HAMGAE

4.1 433 o
PCRINFEHREHRG . BBEEE . BERE R ERLS . Ib7THB 4S54 4 R .

2
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WRIEFER A A o AEES A PCR N ZERE/ER PCR U F; REESNERE R 08 FHE
PCR XML if 5 76 PCR 4, @ PCR {X W] 73 8 {E#6 FE PCR {XF#%6 B PCR 4, LB 72 )t PCR {U R I
KRR JGEE N Z 0T 4k BEEFO6 PCR XA %58 E %6 PCR X,

1.2 &%
PCR (U FT 4 R R R4 % W BBy 18 S0 30 R W 2 % . 5088 66 PCR (X B B PCR X%

5 ER
5.1 BE#ES
5. 1.1 miEE

N 2FE a) MED b BEK.
a) EHFEFERE.MN50C~90 C,WA/NF1.5C/s;
b) B AHEBEZERE .M 50T~9 C,MNANTF 2.5C/s,

5.1.2 BFREZE

MAFE a) ()b EXK.:
a) VEHEB#EE.M I CT~50C,MANF1.5C/s;
b) EAKBEEBEEZR.M 90 CT~50 C,MA/NMF 2.0C/s.

5. 1.3 BRREEFE
MAKF 0.5TC.
5.1.4 BREEWRE
MEESREREZHEENENMAKT 0.5C,
5.1.5 EREEHIH
BEEEMNAELT] CHREA.
5.1.6 EERENBEERE
iR BE R LE e A) 5 45 ) IR B ) A M X IR 22 AE £S5 NE B
5.2 WABEERN
5.2.1 RAEERIAESENH
AR P ERESHEERNSEERN, KR ZB(CV, WRMAKT 3%,
5.2.2 RIEXEZERAFTEE

ENBWEREANEIER mm=10MRUA, A . P EEESHRERSETRM, AR
FREBCV, DOMAKTF 5%,

5.3 AEEERETHR
oAl E VORI REA & T B inl B %6 R1{E.
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5.4 BHAKRWNESHY
PR EERAFRETEW, C EEREEMBED B CVREAKRT 3%.
5.5 #i%

5.5.1 HHX&ZH

MR EEERENERED S MEEDH#HTEN, SR E CtHESEKEXNBENLKERIBRE
r 468 XT{E M AR TF 0. 980,

5.5.2 WRILM

MRINMBEI R RIFEDS (ZL 5 B H#ITRN, SRERANESEHERE LA L HE
B3 R r MAET 0. 990,

5.6 5

M3 2 LA T B K
a) MR EERASMICFNER . FMH .95 AR FE;

b) REFEEMFREAE, AGAENE;
o) BN IR, AR R R R B EF S ], A [F Bk R

5.7 HR{REER

MiZF4 GB 4793.1 & YY 0648—2008 & & LM E R,
5.8 IREFXR

RIZF4r GB/T 14710 HhiE FiEE K ER .

o

i 8 T A

&g

1 ERIEEHE

MR E.220 V422 V,50 Hz+1 Hz,

I EEE .15 'C~30 C.

ﬁﬂﬁﬁ:zﬂ%WEE%n

K S FE 7 :85. 0 kPa~106. 0 kPa,

{8 Al PCR {{G&E H B0 & BV & SR Y R .
38 Z B M 7% B A P MmO B U AU B TR M .
PCR {{FHlJG W%, M # 30 min J7 H#THE.

ff AR T AW EAKTF 0.01 C,
it: 6.1.1~6. 1.4 5P VIRFR = m B AR — 86, L= G5 .

6.2 BREEH
6.2.1 FHREF
6.2.1.1 MEEF &I

MEEFA R BRIETE REBIFET N 45 CUHER 2 min) # 95 ‘C(HIE 2 min) 2 (8] 7§
4

> o000 o

]
]
1
'I
ol
1
1
1

O ~ O O A W N —
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RS . R IR BEAL B AR B BRSSP R E3E T AT IR (B BT Y sk S IR AR ) A BB B4 30 3R AL
CZALNL R BIRE AR ARG AR, 7 —m B S R R A, TFS BB R B B AU 8 TR IE %,
B AT 4R B SCHF , FBURR OGS R BB BE DIk 8@ B BE, {5IR 10 s J5 218 38 45 5k Br i fa] iy
YR BE AR 1L

6.2.1.2 FEHHEBRERE

B 50 CH0.5 CPERN—RE A BEICH Ta,BL 90 CH10.5 ChHuEAN—BELR, BEICH Ts,

A Ta B35 Ts BIBF[EIEN ¢, MBAXDHBEFEH A BRER, RS 5. 1. la) HER,

Vi =T_H:_Iﬁ .............................. (1)

2

Vam 2 F IR B

Tg —90C=+0.5 CHEERNE—IBAE&A;
T 50 °C+0.5 CHEENE—BRE A ;
L M-TﬂgjﬁTEMHFﬂu

6.2.1.3 mAFRER

WRERBERENEERN A, M1 s HFRUEEE N, HBBEMN50CT+0.5 CHE 95 C+
0.5 CHBPHBNBERBEZH(AT,..)  HEBAX(DHEBRAABRER, ER-NFS 5. 1.1 K
=R,

ﬁ III-II'I'!I!.I.
At

e (2)

V;’F';'mu —

= H

V #max e KT 1R o 32

AT e BEEM 50 C+0.5 CFHZE 90 C+0. 5 CtfE b i Bt & A i B4k
At MR FE 5% 4 B+t (8] 8] [ .

6.2.2 [EiREE
6.2.2.1 MBEBFHERE

WRIEE SRR EETE . REIHFET—17 45 CHER 2 min) # 95 ‘C ({HIR 2 min) Z (6] 1§
WSO . 6 TR BE AR RS 19 B SK AP i Bl R A IR (B . 0 Y el R AR IR ) L A BEBR B9 3 3K L
(BRANRBRERNIFAREEI) P, 5 —mEERIEREN, FREEEREN BN TIEER,
EAT B S, HRIERRIGERNUEZE A BRER AR ERE,EHR 10 s j7 21618 45 5 3 B i 8] ;4
IR BE 2R 1L

6.2.2.2 FPRFERER

B9 CTH0.5 CuEAN—REABEICH TA . 50 CH0.5 CEEAN—RBESA, BEICH Ts,

M Ta B3Rk Ts RIBTALEN ¢, BB AR HFE FHFREER, SRMFS 5. 1. 20) FHXER.

Iy —Ta

Vigw = 2=

(3

= H
Vawm - H R R 3
Tha 50 C+0.5 CHEEAE—IBEA;
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Ta 90 C+0.5 CHEEAE—BE A;
t ——M T Blik T BBF[E]

6.2.2.3 EAXBEEFEE

KEREXENEREBELD At, <1 s FERTEREB/N, AEBEEM 90 CT+0.5 CEZE 50 C+
0.5 CHEPHBRINBERBEZH (AT,  EBRARMWHAEKBEER , E2 N4 5. 1. 2
XEXK.

e (4)

Vigme =
" At

-

Vane— B KRR EE;

AT BEMN90°C+0.5 CHEE S0 C+0.5 CHBhHEBHEXBETL.
At —IRBEREE[A] AR .

6.2.3 EREREE

BEEFEILRENBEF L. SBHET 1T BEBHRXHE,E£5CTE5C.72°C+5 C.
ST CHEAER —IMEEA . BEBHER 2min, BHAKE NS K. BEEFLEREMNREBLING I
BERFAIEG TN FAERES . HAERNASAGZILNEREREG ENEASRERE) f, 5
— M ERFEREN. FRBEEREN. RIAMUB TEEY . ETHEN X H,. BREEFIXEETRE,
ER 10s /5,6 30s, EREREEMNBRMEBE, —E0WEEMN—%H AT.. EEiICF 5 MEF,
AT, (i=1,2---5) B RKEMMFE 5. 1.3 BER,

6.2.4 BREEBRE

REETELVRENREFE. REHEFT 1T EBERBRFXE,E5TE5CT.72°C+5 C.
S TCE CREASH—TEREAZEER 2min, HEFAREMNRELIE FEESHANF .
FIOMRFRERES . BAAEROUEAZANREEENBARERE )Y, S - REERIERE
. FRBBEREN.HIABTEER  ETREO G . EREED LR ECEREEE 10s 5,18
60s,F1I0siIER—KBEHI T.(i=1,2-6), H¥HE T. SREEENEGNTFLS 5. 1.4 HER,

6.2.5 BREEHSH®

REBEAETFECLRENBESF R RBHBT T EBEBHF B, 55 CT+5CT.72°C+5 C.
IS CHS CHEEAER—TEREA,ZEHER 2 min, HHFREE LS K. BEFERENREBLIG
ERFANEG TR FRAERS) , RAERNISAGGANEREEEENSEARERE) |, 5
—mEERBEEREN. FEEEXEN . HANBITAEE . EFEEN X . EFEFR AR EEE
{5’ 10s J5,3T8f 60 s,iBRBEN T.GG=1,2-n) ,EEH FHILRBTER n(=6) ML B T, &
KESE/ME . HTEEAMHBREZME AT, S RNFE5.1.5 HER,

6.2.6 EEFENEERE

REBEETELREOBRETE, RBHET N 45 CUHERBEHEH ¢,:260 s) 1 95 °C (fH R 1
BiCY ¢,:260 ) ZEITEHR B X . HEEEBRFNBRELIIR FERSERARG 0PRSS R
85 )y MABRRH M EA ZANERFENSAREERD P . F - REEREREN. FEEEX
FOGCHANZELEIER . BITRBAI ST, LL 95 C+0.5 CHIFR 2% 4, 8 BB F K2 % 6

Z2ELLITTNAR,. ZERKINEHBSE SEEK, LR ER 6.(i=1,2---5), FL&ICF 5 MEH . ELAR
6
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() Fr M XS AW 22, NEAF & 5. 1. 6 FYER

#Eﬂ{ﬁﬁ=(rm—r)fr>{1ﬂﬂ% .............................. ( 5)
X
tm 5 B FHC 55 B (8] B4 249 {6 ;
¢ & il /Y 18 T B (8] ,
6.3 TZ5E KD

6.3.1 WHEBERLRMNEGH

P DL U 5 V0 BB 3 BEATLIE B n(n>1) /N300, 43 51) . ) 25 306 T A 6 PR 50 O 0w el o i 47 0 0 96
PR BE R B M RO A BEYLERE 1 NG T L, B AW 10 3K, Y64 7 o ok B ARl 1 s 2 . 2 5
T4 e BE AR HEHORHI B 45 SR i -2 M Fdr o2 SD BRI AR OB HER R CV,. R Y NS
5.2.1 &R,

CV =SD/M X 100% SRR D
A
CV 5 R
SD —in#fEE ;

M —l & 55 R ) 3.
6.3.2 WA EERIBEE

AT EBEN TR n(n=DAEE, LER m(m=10ME L. 450 B & &8 E 8
BHEROCRBI R ET RN, & . P EKESFHEERB RN 1 K, %R EVWEBRBENEE. 9
AT AR R R I S R XEH M fbrELE SD  BIEAX(DBHERRB CV, 85 1M FF
4 5.2.2 HER,

6.4 A [EfiE% TR

6.4.1 BHVLER n(n=2) 4@ HFATR I, 40 5 B i dF B Al 0 % X RSB, ¥ R G WA
i IH R B, GERMNAT S 5. 3 ER,

6.4.2 MFRAAMEIOCH B EDERE G A ZIRER, 78 E/5 R4S G5 RNFR 5.3 1
ZR.

6.5 HARAUESMS

1% P A 7 A b B SE B KR AR P (R R A AT, W — W R 10 L, A
Ct {H (BRI BEXT B P 29 M FbrE 2 SD, RIFEAKX QOB H AR R CV, G R MM E 5. 4 1Y
K,

6.6 1%
6.6.1 XL

R C AR BE PR A48 R 10 A5 80 5 A BB BER R /5 (E /DR 5 /N8 BED , #3050 B 326 F X B /4
IR AT Rl , B — R BEBE BE AT BE 3 AL, X Ct H(H S BEX BAAH T F R MR R r) G5 R
e 5.5, 1 ;ER,

6.6.2 IFWHEHE
HEMKERERCRBRBERBEE(ZLRBES MR, 8- REBE 170 3 7L, BUR B

7
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Bl SR EBIEHHREMEXRE S5 RNAFE 5.5. 2 HER.
6.7 4R
HHBRE, NS 5.6 ME.
6.8 HEXR2ER
HHW GB4793.1 71 YY 0648—2008 prfERLE 09 7 kAT ML, SRS 5.7 WALRE .

6.9 HREAR
R GB/T 14710 M2 M T EHATI R GRMNAF S 5. 8 FIALE.

7 HRAFENEARAR

7.1 8&&

R BREMERHEHEBXFHELAMER I T LR . R FEHN ST ERE
AMEEXFAR. "B RENESRFANXF A5 BE .28 . 82F . Bh AR Sh3ER .
B HRE . RAEARAETHERNTSERREL YY/T 0466.1—2009 FIEK.

7.2 LERRBRE

MEZELE TR RE:

a) Fm&En.H5;

b) A4 ZFK. bk

c) BEEEZRB.BAINE;
d WEHHARKEFHMHERS.

7.3 EREBEHRE.EE

NMEPLEHTHRAGE.:

a) FmaAR.E5

b) =4k &ZF it ;

c) ERT.:LXBXH(mm);

d) FTEIHFHE(kg);

e) FEME”.“GHEYR”.“MBM"HFHE GB/T 191 HENEEZEHRGE;
Hh EE&HEF.

7.4 (ERUBAS

MEPLEFBELUTHE:

a) Fman. g85 9%,

b) A4l AF . EAA A KR F X RERREEN;
c) HSHEFIEMILIERE;

d) EXESTAEERER;

e) TERAMEAKHIEEMR;

D EHEFE;

g HESNUAHMATEFANERRAHOAZE;
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h) o) B B HEBR 27 3 5

1) BEFHREAEFAMOEE. &5 955 AEA R
1) AT AR IR N B KRB AR AR T

k) 7 b e AL E B N 24 7E 156 B 5 e bR A A oAt 2

8 Hik.EWMPTF

8.1

8.1.1 & PCRANMN A /Mude, FHAEBH W DA .
8.1.2 Ffil[F] PCR {3 ) 344

2 /b N 40,45 -

a) FEEeAHEIE;

b) AR

c) JFERERRHES.
8.1.3 KEAMIE

NELEATFEL RS

a) EmBA.ES;

b) A4k 8924 FR L Hu bk

c) KREAHMRS;

d) i HM.

8.2 Ii&Hi

PCR (X 7E @B RET #1786 R A TR H#ATIEH , 7618 1 L B b L6 0 By 1k 52 3 Rl 21 o it T A0
I B

8.3 FF

0.3 J5 19 PCR URARAEE — 20 'C~55 'C , MIXHBBEA AL 85 % , T b v S AR RLIF H05F
B
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g F X W

(1] YY/T 0316 EJSr28bt KBS E X EIT 2% 5 5 A
2] MM3-P2 Molecular Diagnostic Methods for Infectious Diseases; Proposed Guideline—Second Edi-
tion, CLSI, 2005
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