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Iife PR #6: 56 75 % 42 HH BE A1 B9 8% ST FABEHE

1 3EE

AR EALRE T il PRAC K 7 364 tH BB BB SL MR E A B R BSR R BRE R
AAn HETE AT TR P 0 5L 70 36 TE e PR 360 O YA A8 BB T

2 MEHSIAXH

TR FARAMNFRLOARTAR., AT ARSI A, XEBHNEAEHTAX
. LERE B BESIHICH, REF A (B HA BB ) 3B AT a3,

GB/T 20470—2006 WRERZEZHEFEIFMER

WS/T 403—2012 I RRAEY LRI H FI B R 2B

3 REMEX

THIARE M E SCGE BT AR,
3.1
$#{H reference value
RAfESRREH#HTHEVEMBEE.
E: BEETRET:
) HETHZFREBHBBERBEM;
b) EF-HERREHFRARNEETENEEERAEHE;
o) EFHY¥HIBALRBTESELRITAEFNAEHERIAEE;
4 % a).b).)REEFEER, WHCTED B AP BME, M2 &S E.
3.2
AWE accuracy
FREMNEESHEARN—-HEE.
FSARBRAEAT-ANEERN AENEESRARERZNEESBAR;
E2. EERELRENETEE-RIESEME.
3.3
{"#¥E Dbias
RGEWERE A5 THE,
*. RBAREREHE, ENBRSRONEESSEHEZE.
3.4
%2 H blank
AESTPBRETBRESBRTFEREXWERMBAERES,
3.5
ZHM limit of blank
MESAREANTHBRZINEENURER.
7. JFAEREA T BB M TR E 2 AR WA RE SRS &I F 0 (critical value of net state variable) ,
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3.6
B HBR  limit of detection
HAENERBRFRESHNEE, AERNYERSAEENRAEER 3, EHROYERSFEN
RAEENR a.
1. BEEISHNHLEESS(TUPAC RN o« 3148 KERIAM Y 0.05,
7 2. HARVER IR B/ AT R I v B (R AED .48 E b LoD,
3.7
EMFR limit of quantitation
WEEHMEEENERE AR NIRAGFTREEITRERNS TN BERE.
E: XHERRELRE,
3.8
#H AWM measurand
PRENE. .
F: EEREFEZP,ENBOMTERCAHEGIMER ) B REE G N4Lm . ) PR xR R4k 2%
LR FII AT .
E2: BMETRALEYEE.
3.9
WBRFEE measuring interval
EHREREET HEA —ENNBAHEENN R MBSV ERS BN EL N —HRIXEY
BHiE.
FE EERTERGY WEAEHEL N WERE”,
H2. MESEMATRANSKNRHES.
3.10
BEE precision
EAERGT XA —REUBERUN L EENEFTEBAESNBEB N —HBE.
. HEENERETURHEERRL  HEAUAEHBAG THREE TEREREYCEER.
H2: MERGTURHBRESHLAS FAUEREELASE WEIHAE KK,
EI BEEFATENURBES S SN BSEERG IEEREEE.
N
IEFEE trueness
EFZREZNRFEBRENTEHES S5 BERN—BEBE.
T EHEEERERURBRER.

4 BEE

TP 4R B IEE T A S .

CLSI: 3 H Il K1 3L 3% = AR #E B34 (Clinical and Laboratory Standards Institute)
CV . % B B ¥ (coefficient of variation)

IVD 4%k 4M2 ¥ (in vitro diagnostic)

LoB: 23 { R (limit of blank)

LoD . % 34 PR (limit of detection)

LoQ: & B2 (limit of quantitation)

RMS . #7 #R (root mean square)

SD . #RrHE2E (standard deviation)
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TE: 8182 (total error)

5 S

5.1 #tHeE1HtR

5.1.1 #8870 & 1 X 6 3 PR E (L R ST #0000 M 8 R R AT A 9 — A M RE S 8K LoB. LoD #1 LoQ,
XINTSRZANEELZRET LoBA LoD BEETRUFENERM I AR [ HHRRENGE I
ARiE, T LoQ B 5T BN MENIERMARR R T EBLERENTES BIRA X,

5.1.2 HERZBEEHT ,LoB pi/hNF LoD, i LoQ Al FFH&E T LoD, EREE/MTF LoD, /NTF LoD B
HRMBERREDL.

5.1.3 ZHEREIEFRBH T ,LoB.LoD M LoQ RYME&BA L B X, B 40 88 ifn 48 10 5 B s 4 B¢ 1 58 S i
(] FER 43 15 AL I B SR (R, X i T R B AR Z AR X ME R, B ATE £ K LoB,
LoD #1 LoQ,

5.1.4 XA BES R 45 Fh e AR S Y B A0 I O ok BT 4 — PR AR SR BB L KR BB D, FER B UIE 5 — TP
BARBKEHES. HMARARARBERRK LB T E, N GHEARRH A A HEH
B8,

5.2 MRAEFEFM

5.2.1 ZAGAMKRERAMEREEBEFARFARUERY B, ZSERFITTHUEH
BA LREUBRASBIANZAFAFEE LR EAK BAK Bl AEBEK BT RGEHEE N
B. BERNZAREARFESATHERN BN LA ARBER.

5.2.2 LR B R AUAR AR A 0 3 R 4R AR BT T B AR T VR B R (BT A D A B AR AR, SRR B X AR
AR RMAEEERAR L RAM.

5.2.3 %EHBMEREFANMBERARTER. BIEHASEFKERE(—20 CH—-70 C). &
TR BT BUR AR R P A — 3 de

53 HEWSKMEER

53.1 ZBRFFERAEARALBAGTELIARBUWREN, TEARFKTERITEBRIRE, 6
g R7ER [ B9 46 AR 2% AR WAL S B0 AT R I, L T LU — & A8 X — 4 5 B RN 4T
B,

5.3.2 SCIR¥CHEZE R o R IR I W LLE o AR AR AU BR JR AR R B AR 5 3T 0 o B P B K LB Ak S K
&R,

5.3.3 HEZER—MRWFEER XM EREATREURATEHBRERRRSERAR, AT &
7% B A SRR AN, FOM DR B PR A I R O B X H BRI S e 4 T T 0 R A A D e 4R
—BHICR.

5.3.4 FiABEWETRIE NI TS E I RIHATIE YRR o AHERR B,

6 LoB #1 LoD A&

6.1 ZHAFR
6.1.1 Rt
RERTHFRUT
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a) AR EEANTEIFAZMMSHRNBELZRN - RIS ARE. SHE S
A E LoB M4 HHE, BB KM LoB(2~3 Mt SHEM) &4 & I A it 534 s Bk (4
AER 4 AU RS REFD WAG T LoB fE A RAREE.

b) AR EZITTHEAFHSMMSHRAZTE/N —RIVEERE. HXXEIHE
A LoD K58, B B KB LoD(2~3 A3 1R R4 & B A it 5 70 i B8 (4
AR 4 AU E#S D B3 LoD A R A M A E.

o) REFRBRMEER2MAAMS;1 6083 KRB 4 M2 ARAE 4 MEERE; B M5E
BEERN 2 KGHERRBXARRBREARS); BMEARSEL 0 MZHWRER
(FEFAZANA B B EEN R F M AFAHS ED) 60 MEEWNRER(GEFA
R ke RGN RLD .

E: UEBRHBRHRTTFRAEBIERNEIMMS O0ONMREERN, BT ENREFENHRRBFATRE

RERM— I RENBOTEF U BRRE RS R REES  URBRTRENUELRE.

D BNEARA S 60 B ELRM 60 MEELERBRMER, MR KZMH L, = ARAME
{EIR S R T S5 R — B .

e) RRARBILUEER, B AEH RO N E AW LR IESIE M BRI R,

6.1.2 HEHW

BESWEBREEUTILER.

a) EFEEEW o« B EUMATHE LoB Al LoD £ 8 GE# « =5=0.05);

b HEAAFRNMSHEAREEREN I, B ES T UM ARG %
o BEEHEWHETTEGSESEIESE;

d REFREHE DA S HENARE,THE LoB,

6.1.3 LoB Mt #&
6.1.3.1 2R

BREZ BHRAUEBERYTEBERIFEMTHRIE LoB, SRS T HEBRELHFER,EHT
B B HEE.

6.1.3.2 EBHEiItHE

WRRE 2~3 MEFMB S, W EIMMEH AT LR D ~D . WRA 4 D 4 DL
S HEEHAHRSHEEITER D ~d,
2) ¥ BANEARANKNEREMNNB RO FRETHE B BREMEEMH B X, X,

b) BB I RERXNBER o HESARAL RS E M5 (Pets) (I e =0.05,P=
0.95),

c) AR Pety THE AR K HESI AL E , I HEFI 7 B =0.5+B X0.95,

d) LoB Bi42E8 o H 15453 2 i He 5 A7 B XF 7 69 B 45 R, 10 R % HEF A B R R 8, W LoB
S FEEP AW BB ENBAERTIIE. 01 B=60,HF A& =0.5+60%X0.95
=57.5, 0 LoB RIARYESE 57 F1 58 (i H3H 82, BF LoB= X4, +0.5(Xs; — X5) =0.5(Xsr +
X)), 1R B=65,HEFA B =0.5465X0.95=62.25,LoB= X4, +0.25(Xes — X s2) .

e) MREEF2~3 MREAME , MEBEEMAAM ST EHBN LoBRAME., MEAF 44 R4 4
P b BRI S, R T AR RS ] 2 ~d) T8 LoB,
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6.1.3.3 B¥ZEiItHE
WRAEK 2 ~3MERHS, W FEIMH S HPATEE ) ~b). WMEH 4 Nk 4 MU EBRF

#He, 4
a)

EHRAERS HEFHRTEE 2 ~b), BT .

WH A Z BinA R E (M) iR (SDs) 5

b BLUTAXTHE LoB, RA(D:

c)

LoB=M; + CpSDy NG D
A
My = ARA R
SDs = ARARRIREE;

Cr — ESHBSBL/URNREET(INE SD RBEREFLKRAMAR SD HERER
LRI ERAR ().
1.645

Cp= i RN G D
1= [4 (B—K) ]
KA.
B—¥EETAHE RN EE
K =l

i 1. 1.645 TR «=0.05 B, IEAS A 69 95 B AL B LI R E .

2. ARFHB-K)YRRMEH SDs WEBE.

MRAE 2 ~3 M EAME, MEBEFMAKHAESTHEFTBH LOBREKRME, WRF 44
4 APL EBRRIHS , WA ARASIER LR ) ~b)itH LoB.

6.1.4 LoD it#&

6.1.4.1

58

WEEIRA B REF £, LoD MIHERRASELET k. RZUFTRAESHIMT
(R6.LADBEEEMRFEUL 6.2), AFELEBRESENINE , EEEIIE.

6.1.4.2 B¥ZEiItFHE

6.1.4.2.1

R, T H AT RIE R LR ES 2B,

6.1.4.2.2 WMREAEF 2 ~3 MREAMES, MMEBITHSHHITER D ~o. MRF 447K 4 ML
MRRMS , FEHERSHEEIITER 2 ~o. BEMTF.

a)

HHEERE+ B MEERSH SD.
b HEFRAEN ] MEUERFREER SD., RK(B) .
jz(nr—l)SD?
SD, = "=‘J AN & D |
Z (n; — 1D
A
SD. —] MEER AR BIERE SD;
T —RERFEG
n,  — 8 i MEEREFA SR

SD;, —% i MEHERAFTELRK SD.
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) WUTARIHE LoD, L (4):
LoD =LoB+ CpSD, B )
A
LoB —EBFHEAREE6.1.3.3HH);
SD, — B RERFSREIRESE;

Co  —— A 95 BB MMBMET GHME SD REHTRAAR SD MR
Py, EHEFERRG):
Co=— w(5)
1= [4@ s }
R,
L — B R B BT IR AT A B B
"y

FE 1: 1.645 % §=0.05 Af , IEAA M 95 th AL FE, IR g M3, N s AE X B B R 4K .
2. (L-J)$F% SD. AR At E,

d MREBE 2 ~3NMEAMS, MEFEE MR T EHRBHN LoD B RE. MEF 4 K44
PLEREAH S, A A IR R LT ) ~oitH LoD,

AL LoB 5 LoD WHHEEH AT LIS MR A,

6.1.4.3 LoD {74 A& . ESHAEITHZE

6.1.4.3.1 MRWERLRNEFWAEELESSM, WARREN LB BELUERS S5, W B R FHHE
ST

6.1.43.2 REFFELE . HM 6.1.3.2HE LoB , B MANMESWHARERENERE R~ 82M
R5 4, 1 LoB LIT RIS RE 4. WRRE SR T K 028458, WS 1 LoD A B & 1%
EARAR G5 SR 40 A B A 3K

6.1.4.3.3 WREEF 2 ~3MRAMMS, MBEHEES MRS EHTBH LoD B KM, MRE 445
4 LA E RIS, R BT A S5 LoD,

6.1.4.3.4 JRAIK [ KHIR §=0.05 BRMT LoBEMIRERASFHERMDT 5%, WR TR
FRSAHES NG R I R RMER, WA - ER R R ERAEFHTERR. EFATH
MAAFTEHERIE LoBHREL. HAS I MMESRTARSHERLSHAHE [ RBRERHL I
W, 4347 B ok BE B S B B R £ ) LoD,

6.2 HEEHBREHAR
6.2.1 HAEENT

6.2.1.1 MRWUBLERNDHMMAMEXN ESHA,BEFM LoD BN FTRER, RHF B EX
LoD B AMRABM B MEIT, #EBRREASATEERVNBREFREN, TRAEEEHS
FEk.

6.2.1.2 HEL 20 d WA NYEREFLEFHNBERE, KEAFARETERE AT FMAHHE.
6.2.1.3 HFEAEFTMHE LoD WHBUBEKREVENBAERA, BE¥RZATERBOEEER. RE
Uy AEREAER, x BRSNS YRERLSEHEEEREZE, WA 1 iR, HERA_H
FWAHTBE, RSFHARBEN T XNTL K SD HHEREN LoD . MRRE LoD H S5 RHM
SD Mok LA, WXE T /E A W ERF K LoD HfSTHE.
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LRFATFRSD
[=1

0.0 1.0 2.0 3.0 4.0 5.0 6.0 7.0 ‘
ibaeid; |

| BEEHET

6.2.2 WEigit

BERBEAMET LUROEEE I RLE-HBETARRUYERLWER . KELREAR
REMIHE, MAFRFEE 2 ~3 MRAAMS, WHHEE I HSH LoD, %#H LoD B AE. WRE
4 AR 4 AU ERIEFIH S WA FEEEITE LoD, BREANKERITERE.

a)
b)
c)
d
e)
D
i

2 MRS

I MU ARG

5 RER;

5 MR

BARAEERW 5 K;

BMENHEEMREAEZ R 40 K.
HUERMRHEHT T REAEBAERNEMMSN O MERE. BIENHAEFSNURBFEATREN
REEM—ARENEH BT ONERE KRR S BEAR REED  UREREHWRERE.

6.2.3 HEHEED

REARER WA TR B ERERSEHER, MR 3 FEEREER . K7
BRI K Sadler ¥ EMRER, /5 EHMRAKG).

SDw. = (B, +B,X) 5 D)

A
SDy. —XREHNER;

B,
X

~ Bz \Bs —”‘ﬁﬂ‘#’ﬁiﬂ‘ﬂgé}ﬁ,
—HRH Y WE.

6.2.4 HESH
BT £ B4 1T LoD 1H

a)
b)
c)
d

EFRI A AR R

TR R B R — B A B

M LoB ¥EF A M, ZRITBE LB EHNER SD KKK LoD;
WRBPH SD XRLH LoD HE T A4 ¥ BEnE B X E1E 7 LoD BfhiiHE.



WS/T 514—2017

6.3 BRANFR
6.3.1 HREMT

6.3.1.1 HRPNFREMTLHUEREFOBM LGN UL FARERB/EZRWUKH SHOHBR#E
AR IR LoB 2 X R, M T BT RTERSTWER.

6.3.1.2 SRR AL AR B0 Oy SRR A FROW B 6 300 B - S L o 4%, X B R U R O BE AR AR R AT R SR RE
AFNERFNIERBYATEZQN, BRAAHER . RHBREH. WEIHBERE, TER
W7 RSRE/ BHEEMBER KA (G PR, B earh AN ZABESRREN, FARA
BLRIX & B B REHITBS . 85 AEHEE TR A R0 0.95) M B ¥ B, B LoD, M
B 2R

95%Hit Rate=1. 645 Problt

MR
coeeoooeoe -
COCHNWR TG00 Oo

LoglOLoD=1. 56
LoD=36. 5

a

TS S04
PEEOO o MmN
CUOo O UoUNOoOW;

o oaonos

I

(=]

0 50 60 0.5 1 1.5 2

0 2 30
S Log 10[4+47#1]

(=1

i ZEMHEHETRENRRE R, £ ENELBRAA T ERES FUREF K LoD K EIEM .
B2 BERUASFFERE

6.3.1.3 B B 444 i T s DR ST 0 5 0 U0 54 20 8 30 00 U 10 40 T2k 902 5 R LA F PCR R
HATTHARMMIEEF. XHUEBFREFEFASEROSH, BV EERBEERE N O,
AT 2 AR R4 E I 95 H 4By 0, LoB 52 L% 0.
6.3.1.4  TEH 4> T WU BAR ¥ BOR ) B 1 I I €0 95 BB M 36 22 TR B 0 AR R AT A, 3 48 AN 2 S B 2 B
43 BIAEH LoD, RIS 2 BB A B LoD #E 4 Bk M B R 19 LoD fHA.

6.3.2 H®igit

MRETEANERMSTYREHMIRENEE SN RHATHN. NNBBRFE 3 dAKRKE
WEARSFHHREER, TR X, HRFREE 2~3 M MEN#ME ,iHEESN#HSH LoD, R
H4NE AN ERRMS &5 FEHEMATT LoD, LoB A LIBRIAN 0,384 Z M B EiRA
HATHIN, T LRASET % FAREREREARTHE. BEANRBRITEE.

a) BWMAMHE;

by —MUBERE;

o 3REE; :

d 3B HEENEA PEERAD ;

e) 30 PMEAMBERA;

D HANHEMEREES IAMRBRE;

) EBENEABSEIHERAEIHBERERN 20 KA KRN D ;

h) SMEARMSEIPRREEERN 2 KTE KR AHD.
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6.3.3 HELH

BT K2 REFT 7, 5B HRA K LoB A1 LoD:

a) EEMT LoB # o $5RKKE T T LoD 8 g SRR GEH «=p=0.05);
by  REHEFERN T EEXEITE LoB;

o) HWEEMIMHSH LoD;

d) BEHEEKE LoDEAMBRRERF WKL LoD f&iHEH.

7 LoQ BT

7.1 B

7.1 LoQRIUEATERNEBRFHERREN. HE& LoQ £ T {E M 5L 15 A8 5L & HE5R E B 4R,
LoQ W€ BA —E R IEHE, W82 ZRB™H, LoQ HE X,

7.1.2 4 LoQ AR BT LoD W& M5 (I 6.1.1) , W FMEH M %Al AT LoQ. Eidik
BB vk, ERAL 5 0 BB PP B LR R ARGE B, BR AN BT AR, SR N 5 BN HE AR B B AR AR
R ERE—H.

7.1.3 EWEBFHEIFN LoQ, XREFTRARRT I EELE B EFNERE BN, B H
SRER LoQ. REWERZBF, LoQ JUETHRE T (HEALET )LD,

7.2 RBmEEHERE

7.2.1 HEHE BARATEE U TE KRR, TE R E M RBEHF G ZHZHKE . Westgard A
[RR(DIMBHRARMS), R ZEM[ AR ()], XWHTERES THUREFKMB TR
T ERE A T R B AT IR . ISRE IS AT R AT AR Y LoQ R L

Westgard f5 .

TE = | Bias |+ 2s crererssssrrenesssionsna( 7 )
RMS Hi#l.

TE =./5% + Bias® RPN G D
R |
TE —ARAHFERE;
Bias R,
s —iREE,

7.2.2 WBHEHEIGEHZEARSHEORET S, BT RASADERER. 0 ERELAT
B, B RARE M BERAREN A, KREHSENERF AT R EN BT ER
APRRZESENERF. AAEAREHENRREY BERBRSNERF#HE FERREVER
R,

7.2.3 RERHAENNREF L RERMETRE.

7.24 HEEEMGTRBTEEEAMIRER, BEFEHMRENER, MREEZ R KERBEZE.
NEEEEEMEEEMTTAERT LoQ K.

7.25 St LoQ WIBMHMXMWEREER. BE-HEREEREHATHRANUERF ZHMNA.
HHREHROREOEETERARHQLOINEEAN O EREALER ETF TENEE AR
(i GB/T 20470—2006 5% WS/T 403—2012) R EFAEYF T ROFE R EHIR.
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7.3 REE

7.3.1 BE-NMEEEENREN LoQ, FRFEHKEH &S MEERE, FFEZRA-1THEN
UHRR, ZNM BB EHTEERN. ¥ENHAARSHBWERITE TE, MRHEBEE His, U
BHERE NN RBEFH LoQ, BEANRB I CHE.

a) BAEA#HE;

b —MUBERE;

o) 3RERK;

d BIMEAEIZWNE 3 K;

e) 4N E MYk E M RERS

D BAERM S 36 MEERAEERMLR.

. U EAHKEHTFRAIBREANRRYT R, BESE NN REFAEENLSR U RS W8, TR B

B B T, & B T K PR B I MR

732 BUETHMMELZHEFREMEZ LWL, LIESE LoQ iK™ Eik.

7.4 WESH

7.41 MRHREE 2~3 NS, E MR M S 0 H 05, RE 4 Nk 4 MU EBHHE,
ME&&mAREH#RTH. HEFRXNT
a) HESMMESMEEKTIRANTE TSR RNHE(x ) MIFESE(SD);
b BEREE R ES MNMEEAK PR AR
Bias=xz—R;
¢) FIFH Westgard TE BB S MREK TE;
d BESR ) ~OEMARA#SEIHAHN TE;
e) WEMANMENW TE SBEEHRHE BRs T HE, 8 MARMS , R BRRE IR AW
FEUERS BT, WK HAE it 5 89 LoQ;
D HBEHREMSPFEKAMN LoQ2 ~3 MAMBMS ) RESHEHE B AK LoQU4 A5
4 MU EEFREOENNERFRAMN LoQ.
7.42 MRF-ARULWEAA SR EBREEREEG, WA HFOBEENITYREETR
MHFRERE.

7.5 $7& A5 LoD #1 LoQ & &iEH

751 REMERFEREMARMEREBRR. TRA-MTETE AABEEMZ T E 6.0O%

LoQ P4t fE 2% LoD W4 B — 4. HMAET B — K ENRBERELDHRE M HRER, UE

HERS.

7.5.2 B#HFGEHTRERRABEIT . ZR 74FHER O ~OHEEMMEEBMFEEN TE 3t

. L TEs R y L RAHHIRER x 3,88 TE HE, RAAENREEERERZ2HEXTE

. FIF iR EEBERY , B KE A LB B AR T AT VR B, I R S R BB R LoQ,
PAE LoQ B8 J7 35 71 2 LK R B.

8 HMHEEHAMMRIE

8.1 Bl
8.1.1 RiIEXEATRIENEBFEGRESRTHERS R FRENSH -,

10
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8.1.2 RA—MUBALE T HEAREEZS XA PEENREHAGTEZRN. HESFH Y
WEFR G, 58 LGl FEDT B, UANBIEMSER. WRNEW LA/ TFHEIRFE, UE
HEEBAREHEH.

8.1.3 DUTHRHBIMENREYETRERMOTERZRBEBRITER. RERENNEBEFRPENSEIT
FERE e, W Y AR R R TR A TR R RER MR R,

8.1.4 BRTIEAMKIERK, &7 LU 0h A B IE W 82 /7 a6 5, B HEEL TP K F 8
BE N RIELERE.

8.2 LoB HRARRIF

8.2.1

FRER

BREFHIAL T RMEHE .

a)
b)
c)
d
e)
D

— A HE

—MUABR RS

3RER;

2 M EBA
BREMAEENE 2 K;
Bit20 M EREARMER.

8.2.2 HBEHSW
BEAFTIWT

a)
b)
c)

d
e)

PR IER T 25 Rt A B 5 0T B 45 BT BUE AT, EORLATE 20 ME AR R;
HESAWNEERNTRETF LOBFHANE S ;

KBIAWEA LSRR ENBRERE IREEFLEMNNELERBRIN), BFEEER
B ;

WMEMEE /K THF E F0E, WRIERD;

MRENEGTSH/ATFHFEHHME, UBIELEK. ERFEE A LE, FANEBRFET
# R BIIELE R, AT H M REDF RS A I PE 4 5 R#SL LoB,

Mk LoB =B HBHES W% C,

8.3 LoD mBHRIISIE

8.3.1

FREXR

B AR RB BTN

a)
b)
c)
d
e)
D

— MRS

—MUBRELE;

3 REWK;

2 4~ LoD 75 B ¥k B IR A5 4 5
BREMIAEENR 2 K;
Bit 20 MEEEERMER,

WRBHT LoD BB, M 8.2 HHATRAIE. WRBIEED, WM EAH; ERIER B ERE
LoD A8H , AT # B 6.1 R 5EH# 37 LoD,
Pk LoD HEA IR IES B % C.
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8.3.2 MESW
BRI
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b)
c)

d
e)

RIER W AR A E BB ERATHE LS, ELMEARE 20 MEEREALER;
HERENRE RS THEE LoD FHKE

KEIANEARSHFENKBRELK NREFCRAVWEBER BHEIN), EEREE
HYE 5

MRNEE S UK THETHRE PHRE, WEIERD;

MRMEESHNTHRE PHOMENBIEEK, EZRER. 0FLE . BANERFET
#RIEBUEGR , PATH IO B IERT 5T SR R A J7 RASL LoD FHHA

8.4 LoQ mRARKIE

8.4.1

UTFHREMATET TE BHEBRN LoQ FRRIE. NETHEEHRK LoQ 7 B #E g

CLSI EP15 FHEFE AR HFTRIE.
8.4.2 FRER
BRI PRI A

a)
b)
o)
d
e)
D

—MNEAHS;

—MUB RS

3IREE;

24~ LoQ MR B RE UAR A
BRETHAREWE 2 K;
Bit 20 MEEEERIEZER.

8.4.3 AT
BEAHHTRWTF

a)
b)
c)

)

e)
1))

RUER MR F R BB ERBITEEM . ELOREHE 20 MrragER;
SRR EIE L 235 TE;
HESMIAEEARAFLRENENNBNE RN REHEFREREABNERBE LoQ
AR R LA

HEIAMNESLERNFEMNKBRELE, MRARAFLENUBERERN), B EER
FIE ;

MAMEE LK FRETHRE FHE, WRIERI;

MRAMEEFH/NFHFZEPHME NRIERK. ERER. UL E, FANERFET
HORBERIESR, AT W BIEP R A M B RHIL LoQ M,

Ak LoQ 7 B B9 3R IE 2 JLIE 3% D,
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M F A
(HRHER R
HRAZAKFEZEN ALHEN HNSEQ I R RS LoB 5 LoD R4

WS/T 514—2017

Al MEREERBRRY A BCHEATBNEES I ANREETRAESRUERAE -BNE
H 1k HOR 2 )7 R F4 LoB 1 LoD, RAAGRHET 6.1.1 PEMERFR O 2 MAAME;1 &
23 XikW ;5 MEARAS 5 MEETE, BMrAER QT 2 W 57 B R FR F 827

#5); BMENRSELD 60 M= AWELERM 60 MEERAWRELR.

SEHRARETERBREFRZENR. X&) KNGEEQ [RED o WRESBEZNE 20 Kk,
BREEME S 0.007 ng/mL, ¥ HAEAE R LoB 145 A TH1H , Rl B 58 X8 15 281 (ELAR 4 0 39 SRR BE VS L o
0.007 ng/mL~0.030 ng/mL(LoB # 1~5 ). WA —M L LBHE 5 AIEEXEEAH

WA,
RAI~FRALFET 241 EA# S S BHRERALER.
FAl RAHRS 1 HRBESAKREER B4 % ng/mL

H EERH Bl FH2 FH3 FH 4 BHS
1 0.000 -0.000 0.000 0.000 0.000

2 0.000 0.000 0.000 0.000 0.000

! 3 0.000 0.000 0.000 0.000 0.000
4 0.000 0.000 0.000 0.000 0.000

1 0.006 0.003 0.006 0.008 0.008

2 0.003 0.007 0.006 0.007 0.007

? 3 0.003 0.003 0.003 0.007 0.009
4 0.008 0.007 0.003 0.007 0.009

1 0.003 0.006 0.005 0.004 0.004

2 0.006 0.007 0.008 0.005 0.005

’ 3 0.002 0.002 0.007 0.005 0.004
4 0.007 0.006 0.006 0.004 0.004

FA2 AARS 1HABREEREILER BT ng/mL

H 3 BEERK f&18 1 &4 2 1&14 3 &1 4 %48 5
1 0.015 0.012 0.012 0.017 0.023

2 0.014 0.007 0.013 0.016 0.018

' 3 0.014 0.013 0.009 0.014 0.021
4 0.015 0.019 0.011 0.014 0.020

13
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F A2 & 47 % ng/mL
A BEERH 1545 1 %44 2 %18 3 KA 4 &1 5
1 0.024 0.019 0.017 0.022 0.019
2 0.023 0.014 0.019 0.024 0.020
? 3 0.022 0.017 0.018 0.025 0.021
4 0.022 0.017 0.016 0.025 0.020
1 0.017 0.009 0.011 0.025 0.032
2 0.016 0.009 0.009 0.023 0.030
’ 3 0.017 0.008 0.012 0.024 0.031
4 0.017 0.011 0.012 0.024 0.034

A3 KAAS 2HUBETAKREFER BT % ng/mL
B BERE =1 FH2 EH3 4=} S
1 0.007 0.005 0.005 0.005 0.007
2 0.006 0.003 0.009 0.007 0.008
! 3 0.006 0.005 0.006 0.001 0.006
4 0.006 0.007 0.007 0.004 0.007
1 0.003 0.005 0.010 0.006 0.006
2 0.004 0.005 0.007 0.007 0.009
2 3 0.004 0.005 0.010 0.010 0.009
4 0.004 0.005 0.007 0.005 0.005
1 0.006 0.007 0.006 0.005 0.005
2 0.006 0.008 0.007 0.005 0.004
} 3 0.005 0.001 0.007 0.005 0.009
4 0.008 0.006 0.004 0.003 0.004

£ AL BAHS 20MBREEKRSLER 47 % ng/mL
B BRERK 115 1 f&ME 2 A6 3 1A 4 &1 5
1 0.016 0.008 0.010 0.018 0.022
2 0.015 0.012 0.011 0.017 0.021
! 3 0.015 0.010 0.012 0.016 0.022
4 0.013 0.012 0.011 " 0.015 0.023

14
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RAL (8D B % ng/mL
H# BERHE g 1 f&fq 2 fiE1& 3 fiE1H 4 ]
1 0.016 0.016 0.015 0.020 0.023
‘ 2 0.019 0.015 0.014 0.023 0.030
2 3 0.015 0.013 0.015 0.017 0.023
4 0.015 0.014 0.012 0.021 0.025
1 0.018 0.014 0.016 0.020 0.025
2 0.021 0.013 0.015 0.019 0.025
’ 3 0.021 0.015 0.017 0.022 0.022
4 0.021 0.014 0.016 0.019 0.027

A2 LoBHiFH. BEABRAESEEITHE. FBAT

a) X 2 A EFAS A FIAE T LoB, % 5 A= BARA K T A W B 45 R = R E & K IUF BT

HeF

b) RAMLEIM I HKERRE «=0.05, KM K E BN :Pctg=1—a=0.95;
o ZREANMEBTN B HED N B AT HEF A B =0.5+ (BX Pct) =0.5+ (60 X0.95) =57.5

(B R EAMS T OinA RTS8 Bt #l 5 B=60);

d) BEHFI B SFREREIHAZE 57.5 HA ML 57 A 58 THE ZHEF AL B XF B A , BP

LoB f&ii1H.

FZASEESTSHMEERM L 5 NHER ,0.008 1 0.010 421 0#t S 1 ## 2 2 B9 LoB 41t
., BEBAH 0.010 /EAZTERFH LoB.,

RAS ZABRERULSERNOHIIAE LoB {14 ng/mL
HeFI A 8 EHEHS D HES 2
56 0.008 0.009
57 0.008 0.009
58 0.008 0.010
59 0.009 0.010
60 0.009 0.010-
LoB 0.008 0.010

A3 LoD B4, AR 6.1.4.3 BEMWT R, HEANEN AR SNRERELER . KAH
HTEBAMRARE SDs, ILHEXELERIE SD., MM L=60,] =5 HARKET c,. & LHREH
LoB & HH FA -5 1 LoD, BRI # S 1 F1 2 445124 0.017 3 701 0.014 1, BEKE 0.017 3 4%

WEBER & LoD f57HE.
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F A6 RERERNLERH SDs #1 LoD i+H B4 K ng/mL
S 1 BH#HS 2

LTS n SD n SD
fEfE 1 12 0.003 7 12 0.002 8
14 2 12 0.004 3 12 0.002 3
B4 3 12 0.003 4 12 0.002 3
1 4 12 0.004 5 12 0.002 4
15 12 0.005 8 12 0.002 6
SD, 0.004 4 0.002 5

¢, 1.653 1.653
LoD 0.017 3 0.014 1

16
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Mt & B
(H B R
FMASAFEEN ACEHEANT HNEES [ RARLEH LoQ R

LA ZHEN BISES INRRF I . EREEREXAZRENREEE=10%(CV),
RAAIRHE 7.3.1 TREBHRMKER.

BT ot St A A S AT R . NBRAPIRR O MM tnA s, KREHEE THREH
BT REE. Binaia /M, HF R T —40°C. RUREHLE 13 405 2 R 00 37 85 4 o 1V 45
AGATHEA 2 MRS HAT W B EL 20 M TAEBNEEE. HAESMRAAMES 8 MR HE
MERZEHNREEE(SDw.)  ERAE BLENMEAREHEEEHLLE B.1.E B.2,

R B UERFARTEMGITEISSE

HEA#S 1 S 2
RAMBRS
#{8/(ng/mL) | SDw./(ng/mL) Cv/% {8 /(ng/mL) |SDw./(ng/mL)| CV/%
A 1 0.010 0.001 4 24.4 0.010 0.001 4 14,1
PR b 2 0.014 0.001 6 11.8 0.021 0.001 7 8.3
A 3 0.024 0.001 6 6.5 0.026 0.001 1 4.3
bR 4 0.034 0.001 8 5.3 0.035 0.001 9 5.3
FRAH 5 0.040 0.002 6 6.5 0.043 0.002 1 5.0
A 6 0.051 0.002 5 4.9 0.054 0.002 1 3.5
PR 7 0.058 0.003 0 5.3 0.062 0.003 2 4.9
FRa i 8 0.432 0.018 5 4.3 0.415 0.025 6 5.2
A 9 0.634 0.011 5 1.8 0.649 0.010 5 1.7

25% T

—
o igEcy
T JonBERE

20% ¥ (\A

15% +

cv

10% fommmmmei Ny

5% +

R 2
e

s Ai’*‘a"{gt.
LOQ: 0. 021 .
0% '

ke i 1 1 - 1 IS 1
0.008 0.016 0.031 0.063 0.125 0.25 0.5 1
W/ (ng/mL)

BBl RA#S 1 BEEHLR
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156%:

10%

(6i%4

5% 4

: ‘1LoQ: 0.018

0% i ' w—r + - : ! ,‘

0.008 0.016 0.031 0.063 0.1
W/ (ng/mL)

.25 0.5 1

% o
EB2 RAMS 2 HBEHS

BRI EE R R, A AT & BOE R X HE #7685, R 5 A A ERSH & THE M RRIHS %
Th3 il 2R A AR 2 4, DA T 45 0 6 2 AR B0 R 25 BRI R I HL S B A T D vk B, 2

AFHE 1 X=0.021 ng/mL

RA#E2  X=0.018 ng/mL

WA LA E AR & B MR (L0 20ERE B P AT YRES AN S153.

HEFEE KA 0.021 ng/mL FEAHMERFH LoQ.
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M ® C
(FERHEHR)

WS/T 514—2017

Rif BB RA SRYNBES [ RAWERS LoB 5 LoD FRIRS

BLWEM HESNSES IRWARKLSWE LoB=0.7 pg/mL~ 1.3 pg/mL, LoD =
1.1 pg/mL~1.9 pg/mL,a=8=0.05,
LoB FHEABIE . 4L 3 d AN 2 M EAEA R REAFREARBRAB EEZRN 4 K. FHK
FRET 1 MIBRGEM 1 NS RN . RUSEREREFFHTHSF, AL CL,

£ C.1 LoB/LoD RiFRZHMEEHFELER B4 % pg/mL

H3 ZHERAE RE AR A
1 0.00 1.3
2 0.00 1.3
3 0.00 1.4
4 0.00 1.4
5 0.00 1.4
6 0.00 1.5
7 0.00 1.5
8 0.00 1.5
9 0.1 1.5
10 0.1 1.5
11 0.1 1.6
12 0.1 1.6
13 0.2 1.7
14 0.2 1.7
15 0.3 1.7
16 0.4 1.7
17 0.4 1.7
18 0.4 1.8
‘ 19 0.4 1.8
\ 20 0.5 1.8
‘ 21 0.6 1.8
22 0.7 1.9
23 0.7 1.9
24 0.8 1.9

B AMAEKE RS 7 LoB B Ei(LoB=0.7 pg/mL~1.3 pg/mL) # 17 L3, R BT A & REWH
BZAE, B I00NMERFESEY, XG0 8B TARERN R E NRE RSB SEFE W 5 X

19
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BMERWENR,24 MEIEAREN SSYal ERAEKN 7% (RFE ED B/ %K LoB HHHAIKIE. N=24
A BEFE 30 X R7 BO{E.

LoD FEHIRIE . 75 3 d WX 2 MEEBFEIRARZGW 4 K, TABERET 1 MERRGEM
LA HREHR . KW RERERFHTHF, LK C1.

A, KFRET LoD FHAK M RE SR 22/24=917% % T& 1 PN 87%, 81 LoD &
Bt B i . ,
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RiEBZERAN HEMANSER [ RTRL LoQ R

Bt & D

(R RD

WS/T 514—2017

B2HEAR WBEISERD I RIAR LoQ FHERN 4.7 pg/mL(ETF 10% CV #HE B,

BE a=8= 0.05,

LoQ Wi : R ASRIE 8.4.2 A+ B MR TR, vEIR 5 MEEBEFA, I E AN BHETES Y
WEBFEEX 5 MiAN0RLE, ﬁ%ﬂv‘rﬁﬁﬁ:ﬁXﬁ%ﬁﬁ@ BEMFAMNER S AT FEEE
5 BRI AT H e , T L PR 4 A K

BN RAKBMER BE AFREEELEEEERNSERTBIE D1,

R D.1 LoQEiERZER B4y 3% pg/mL

a1 A 2 P4 3 Rk 4 WA S
i 4.5 4.6 4.4 4.5 3.7
REH
TR 4.1 4.1 4.0 4.1 3.3
ER 5.0 5.1 4.9 5.0 4.1
2 0 i (]
#1XK 4.4 4.5 4.3 4.2 3.7
82K 4.5 4.3 4.6 4.5 4.0
KBS 4.2 4.2 4.7 4.2 3.9
®1x 4.6 4.4 3.8 4.5 3.8
F2X 4.2 4.2 4.8 4.4 3.5
3R 5.1 4.5 4.3 4.3 4.2
#1x 4.3 4.0 4.2 4.6 3.8
B2 R 4.3 4.2 4.3 4.2 3.9
BIR 3.7 4.3 4.1 4.3 4.0
#EBE 2 1 1 0 1

HEDLIAM, —H#F 5 MrABLREE, N ERERE RN R 40/45=89%, 1 N =45
R E 28 88% (L#E E.1, Bt N=40 M N=50 iy Ak #) , At LoQ & B E B iF .
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Bt ® E
(FE R R

NEBLREHSEREURLLOIXRE

MEEREH SR ENELENBERLEEL

RE! WBRERZYSHFERRIGIMER

Bt MRS R BN s 716 W 5% LL 4
20 85
30 87
40 88
50 88
60 90
70 90
80 90
90 91
100 91
150 92
200 92
250 92
300 93
400 93
500 93

1 000 94
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