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fi. LA TEs gy W bR Wk 2o < i A5 2 TE 28, 5% A1 G 3 A [u] 1985 R m 18] 36 22 (E AT 18

23 I it 2 s [l YR A S A S A B AR T B 0 B R L R LR D N AR R Y LoQ.
PLE LoQ My Sz J5 7T 2 DL 5% B,

8 HHEE N FEBAMREIE

8.1 &m

8.1.1 BRI T T O Uk I AR AR AR o S b B M RE S L A PR A A R ] — B

10



WS/T 514—2017

8.1.2 RMH—MUMARLGE— M B 7E 2 RN AN AR A AT E AW, 8 55— 5w
I 25 2R ) 0 Y A e FE AT EOBE . DUAIRT B A 45 2R o R WA e 491/ T U i S0 D 5%
WIPEREA AT & 75 .

8.1.3  DUN ik BB ik 75 S8 4 5 T i I 0 mI sz i Bt BOR . MRS R 2 A I R Y SO0 R B ST
R AT E 2 0 R e DR R TR T B KPS R R R

8.1.4 B 7 IE A S UGS L b a] DL A A0 A 56 Uk D00 8 AR 5 500 A6z 0 E ) A 9 AR B 23 A 40 K P 19
RE 1 B 45 R 45

8.2 LoB FMAMISIE
8.2.1 HFEEX

R R AS 0 5 56 N 4

a) — M ERAALS
by — MU RS
c) 3 RELE;

D 2AEEBA;
e BREMRATEZNE 2 W;
D BTt 20 AE EEE KA

8.2.2 HiESM

s oA A

a)  PRAUERS DU 45 oA A A e 45 SR AT 8 o b . =D AR 20 A AR ARG R

b) IR P RN T a0 T LoB A H 43 1L 5

o BB E SR E ol AU A, an SR % A UG LR I A S R BN L R B i i
A ;

&) ARG S L R TR s Erb R D) 58 E ) 5

e)  WIANMEE 7 L/ T WSk E R, W50 0k 2k W, A R R DR an Ay o B R I i AR )T ST
Ao MR B0 R 45 L, PA TR B 56 R B 5T R FHPE ¢ 5 8 57 LoB,

DL E LoB 75 B 6 1k 2 UL R 5% C

8.3 LoD EHREIE
8.3.1 AREX

e 157 AL A 0 1 T I A 4

a)  — S

b) — MU RG;

o) 3 R

& 24> LoD 7 B ¥ JE B I (AR AR 5

o) HREAIRAEEME 2 K

D BT 20 AMIKAE F 2 A I 25

WAL T LoD 7 B, #5 H 8.2 SFAT S0 0IF . 40 SR 40 JiF 38 28, DU 58 32 7 B 5 4 2R 56 F 2 D0 i o 412 1t
LoD 7 B, U A 422 B8 6.1 B3R Jeffisr LoD,

VL E LoD 7 B 50 3iE 2 L 5 C,
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8.3.2 HIESW
Bl oy M U F
a)  PRAEAG I 25 SR AT A2 6 1 0 e 45 2R AT s 0 A, A AL EE 20 MR AR A ZE R 5
by TR E I AR A T e LoD A IRYH 43 1L
o) KRR E o> H S R E R Im B E BB 0 2R A DU G A I 45 R BB OND L B R R i

d)
e)

LURIER

PUES VI - €1 = AN R o O O SO (s R R TIp )

LIRS YIE 2o S o s P4 N 1 1 O R SR (=R oI NV < 5 WS O | SR - O R B g 5 2 = v
A AR R UE LS IR L BT BT A B UEAIE T BM A T S8 52 LoD AR,

8.4 LoQ Ky IEIE

8.4.1

IR RE M THT TE #ERRE BARK) LoQ A BIERIIE . AU TR % H AR LoQ 7 W] A] i i

CLSI EP15 " iR 2 B2 56 R A7 560 00E

8.4.2

7 RER

e BT PP R U8 B D AL A

a)
b)
)
d
e)
D
8.4.3

— Al

— MU RS

3 REH

2 4> LoQ 75 B ¥ JE 3T i BRAS 5
BREMIRARZIE 2 K;
ST 20 AMIREE AR E5 R .

B o pr

Bl oy M Js S R

a)
b)
c)

d

e)
D

PR UEAS DU 25 SR s A J A0 1) DU 5 25 R AT s o B . /D AR 20 AR AR 45
XA £+ iF TE;

TR AFRAS T8 7E FR VT SR 25 T 1L PN A9 G 00 45 SR A 500 R 5 TH 58 BT A A S A 0 45 SR il 2 LoQ
7 B 1 AT 4 A2 B ) L A 5

W A5 20 00 E 4y E S BE S E I A B, Gn R A DG G A I 4 R BN ik R e d
AI1H ;

WIS H 4 LK T 85 T E opoid £, 563 s ) 5

PUESSO U~ o a0 N v R R (= U 1 S N Qe S B I SR B DB = v
AR B0 IR 25 S BT R ) B0 TR A 5 SR PE 0 O R 5L LoQ A,

o

PLE LoQ A W% uE 2 DL ¢ D.
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=L =S

Mo A
(FRHEM 3
FEER AZEAA HASERD [ KU RSH LoB 5 LoD /R

WS/T 514—2017

A RS IR R BT A SR R LAS B 1 | 7RI R PR A RE AR TN 45 R B — S
SN BCR 2 07 I PE M LoB Al LoD, SR AIAKRME 6.1.1 rhiRfRZR 7% O 2 Mkt =51 &
0% 33 KK ;5 D2 FARA S 5 MERMEARAS D ARAE Z AT 2 Y O3 31 72 A [a] (4 2R F A [+) 1 3 551

5 5 AT 2 A 60 25 A LR A 60 AR ARAS I i 45

2 FARASR IR T2 38 REEH Ve mh il . M%) ZNUASE 1 | ¥R 0 B AHE i J S 20 K,
HRRMEEE N 0.007 ng/mL BB/ LoB 4t Al 6 . [R) I 8 12 8 £ 1 (5 A A 1) 300 B o 2 Y 16D A
0.007 ng/mlL~0.030 ng/mL(LoB i 1~54%). M7 —Jh 57 (475 3 LB BEIT 5 ] ¥ 12 %0 [l N 1

PRAS
FAI~F AL T 2 GRS 925 F AR AR A L5 20 .
F®AD RFMS 1 WABRTEHREER B4z ng/mL

H 15 HE K 2= 2= 2 =3 2 4 25
1 0.000 0.000 0.000 0.000 0.000

2 0.000 0.000 0.000 0.000 0.000

1 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

1 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

x A2 HFAHS 1 HURRERETER B4z ng/ml

H % VR4t %M 1 1R 2 1R 3 % fH 4 % fE 5
1 0.015 0.012 0.012 0.017 0.023

2 0.014 0.007 0.013 0.016 0.018

1 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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x A2 (8D H07 K ng/mL
H 4 EN -2/ € fIRMH 1 fisfi 2 fIR{A4 3 fiRfi 4 fIRE 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 RKFAMS 2HUABRTEREER HL07 R ng/mL
H 4 WAL 21 Z=H 2 EE ] el Z=H 5
1 0.007 0.005 0.005 0.005 0.007
2 0.006 0.003 0.009 0.007 0.008
1 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
’ 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

& A4 KFAMS 2 WURREREER 0 % ng/mL
H 49 A WEL A 1 fiIRfi 2 fIRfH 3 IR 4 fAH 5
1 0.016 0.008 0.010 0.018 0.022
2 0.015 0.012 0.011 0.017 0.021
1 3 0.015 0.010 0.012 0.016 0.022
4 0.013 0.012 0.011 0.015 0.023
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xR AL (B Bf7 K ng/mL

H 3 ER/ € A 1 % fH 2 {3 G A8 4 %18 5
1 0.016 0.016 0.015 0.020 0.023

2 0.019 0.015 0.014 0.023 0.030

’ 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 LoB WA, Hudlsab BR AR S BT Ik B RILT

a)  XF 2 AR AT 2 A TE LoB. 4 5 A FARAS /Y B A7 I i 45 2R R AR B e B o AT

HERF 5

b)  RAMAIE) T 2R KK a=0.05, HoAH W 89 & 20 80 K : Pety=1—a=0.95;
o) EE BT R HES AL BT T HEFI A B = 0.5+ (BX Pety) =0.5+ (60X 0.95) =57.5

(B WA B 2 FARAS G DN S K BI L  B=60) 5

&) PIHES A B 0h A0 BB Gl i AN 57,5 AR B R K 57 R 58 T % HE S A B 1N A {E L B

LoB fliit{H.

FRASQUT TAAMEL RN L 5 4HE51,0.008 F10.010 403 LS 1 fifit 5 2 49 LoB {43t
fH . PEFEHRAY 0.010 /5 41Z 0 27 19 LoB.,

RAS FAGREKMNEROHAIGEF LoB B4 ng/mL
HEZI o7 H S D EHAEES 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

A.3 LoD WyPEHY . HRAKRME 6.1.4.3 FEBEAITT 2. 50 B DR L S ORI AR AR 4528 . 38 A6 45

T EABRA) SDs . 04 X segt

S SD, I L=60.7 =5 {5 R BN F o, .

454 Bk

LoB fli i HE A A5 19 LoD, BIKFIHL S 1 A1 2 43504 0.017 3 F10.014 1, B KK 0.017 3 1EH

W R P LoD Al 11 {H .
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F A6 REHRAKNLERD SDs 1 LoD it & #1437 ng/mL
S 1 S 2

TN n SD n SD
IRfE 1 12 0.003 7 12 0.002 8
18 2 12 0.004 3 12 0.002 3
618 3 12 0.003 4 12 0.002 3
i1 4 12 0.004 5 12 0.002 4
fifl 5 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 X B
(FRHEM 3
FIREAFETN A SEIKA HABER | & RESEH LoQ Rl

PLA SWrlR T R LB 2R T 0 AR S ) e B H A O SR WA % = 1020 (CV)
KAV 7.3.1 T S 45 B R AIREK .

BIEFETT ff 0 PSR S AT R . M RN PRI O A L 35 A AR b FC vk B2 BE 5 1 0 o Y
MR BRI, AR A B 53 NG TV R T —40°C o LUBEAIL A N0 6 0 A s A Sl 1) 397 B A O 1L 65 »
A ATt 2 AN GRS BEAT A Wi B i 2 20 A AR H AR o 3T A GRS B AR A I
IS5 % ARG B (SD ) » S5 2R DL BL1, 4 A 1R I 5 o 512 il 4 ILIAT BL1 L& B2,

X Bl NUBRABEEMITEIESA

B WS 1 WS 2
FrAS i g 5
¥I{E/(ng/mL) | SDy. /(ng/mL) CV/% ¥I{E /(ng/mL) | SDy,; /(ng/mL) CcV/%
FRAH 1 0.010 0.001 4 24.4 0.010 0.001 4 14.1
FrA b 2 0.014 0.001 6 11.8 0.021 0.001 7 8.3
HrAS U 3 0.024 0.001 6 6.5 0.026 0.001 1 4.3
FrA b 4 0.034 0.001 8 5.3 0.035 0.001 9 5.3
FrA I 5 0.040 0.002 6 6.5 0.043 0.002 1 5.0
FRACHb 6 0.051 0.002 5 1.9 0.054 0.002 1 3.5
kA 7 0.058 0.003 0 5.3 0.062 0.003 2 4.9
kA 8 0.432 0.018 5 4.3 0.415 0.025 6 5.2
FrA I 9 0.634 0.011 5 1.8 0.649 0.010 5 1.7
25%
— WAV
®  BECY
[ 1 90% & 5K if)

20% T

15% 1

Ccv

10%

5% T

LOQ: 0.021 X
W

0% + + 5 + } + +
0.008 0.016 0.031 0.063 0.125 0.25 0.5 1

W&/ (ng/mL)

B.1 KF#S 1 BEEMEL
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15%

wmAECY
o Hftcr
[ Jo0%E X

10%

cyV

5% L

LOQ: 0.018

0%

0.008 0.016 0.031 0.063 0.125 0.25 0.5 1
W&/ (ng/mL)

B2 HKF#S2HBZTEME

R4 K5 %% B 1l ST IR o ) FH oy 26 e 500 78 5% 504l 4 A1 1850 5 SR 5 R 810 43 i o B A 1R i 5 1
Al A AL 2850, DT A5 203l J2 AH D ARG 9 B2 R I A [R5 30500 9 o A ok 32

A 1 X =0.021 ng/mL

WS 2 X =0.018 ng/mL

7] DB MUK 25 32 il 26 (1O 20 e B2 E AR vh 3 A B ik i 5 i 2R i 22 05 A5 31

VEFE I R 0.021 ng/mL fE Rl R T LoQ.
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M xR C
CFF 1% B 5%

WS/T 514—2017

WIE B2HNAF T ABHANSER [ R R % LoB 5 LoD &R 7R A

BiZWril ) I i@ ER LIRSS E LoB=0.7 pg/mL ~ 1.3 pg/mL, LoD =
1.1 pg/mL~1.9 pg/mL,a=p=0.05,
LoB 75 BIBGAIE : 3522 3 d K IXF 2 D28 FbR A N Z & AT B AR EE R 4 0, T A 4L

PRV T 1A RGN 1 A5 1R .

R 45 2R A e BE T P AT HER L L3k ClL,

% C.1 LoB/LoD Wi f) = B M{REMRA LR A7 pg/mL
51 = H bR A fRAEARA
1 0.00 1.3
2 0.00 1.3
3 0.00 1.4
1 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

B2 PR A B SR 5 )R LoB 7 W (LoB=0.7 pg/mL~1.3 pg/mL) BEAT HCAL, 3 W BT A7 45 SR 40 1
AEAZTE W] /I 100 26 45 SR 0 2 75 W] 2 E A3 RO 1 T A AR ok B S E I 45 2R SR I U4 L A9 %
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PR 2R, 24 MARARBERERY 95 Yo A5 X ALY 87 %0 (WL E DL B4 LoB F M| IRIE., N=24
I e HE 30 X FO AR .

LoD A BB IE - 22 3 d AR 2 AIRAE A An A d A 4 O, T A 80 R IR T 1 MU RGE R
AL 3R] o A 25 SR 42wk B2 A e i AT R L WLk Cll

F Aol R F 55 T LoD 75 B B 45 R A 480k 22/24=91.7% i T3 1 iy 87 %, B LoD 7
IRURTRBUN AT

20



BIE BI2HAF T ABENGEER [ R R L LoQ Rl

Mt & D

(FRHEM 3

WS/T 514—2017

B2 Wi R IS E T TR RS LoQ M UIE A 4.7 pg/mLGET 1050 CV R EE HAR) .

B a=p= 0.05,

LoQ Bl : R I AR 1 8.4.2 S 4 i S8 J7 58 - BRI 5 AR A AR B A I & 0 A vl 32 ol 42 32 1Y)
I PR P A B 0K 5 AR AS RS AE L 20 TS L R VE AN S V[ . AR AR B S5 RS SR VR AR
Y R AT H B RO a3 L A R AR

A A BRAS RGN 45 SR VR | F0 VR 5% 22 3 B RO HE Y LA 25 RS RO DL

R D.1 LoQEIFHER Pf7 K pg/mL
bR 1 FRA 2 FrA 3 FRAS 4 bR 5
ME
4.5 4.6 4.4 4.5 3.7
2
TR 4.1 4.1 4.0 4.1 3.3
R 5.0 5.1 4.9 5.0 4.1
A I B 1)
1K 4.4 4.5 4.3 4.2 3.7
EIDN 4.5 4.3 4.6 4.5 4.0
%3 K 4.2 4.2 4.7 4.2 3.9
%1 K 4.6 4.4 3.8 4.5 3.8
52K 4.2 4.2 4.8 4.4 3.5
%3 K 5.1 4.5 4.3 4.3 4.2
EBIDN 4.3 4.0 4.2 4.6 3.8
92K 4.3 4.2 4.3 4.2 3.9
%3 K 3.7 4.3 4.1 4.3 4.0
£ B 2 1 1 0 1
H & D1 A AL, — 34 5 AR AR iR 25 1, R R o B EH AR Y L9 40/45=2891% ,1ii N =45

MR E A8l 88% (L3 E.1. 50 N =40 il N=50 P y&i k), K1t LoQ 75 BH i 1 5 4F .
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Mt X E
(B BB 3O
MELREHEEFENELFIXRE

DB 235 R 05 e PR UL L 3 B ER ISR BT,
RE! NEFRBHSKAENZILHINEE

R o 0 4 25 SRS A CND i 5 (P VL5 L
20 85
30 87
40 88
i 88
50 90
7 90
%0 90
90 91
100 Il
150 92
200 92
250 92
300 93
400 93
500 93

1 000 94

22



