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m———— 5] e A T 1 20 T

n

L X=X

ﬁZElL%@D e (B.2)
A
ST S PEAG 5 B AS B AL N B T 5
m P VARG 6 Ak B B TR
X5 ¢ NHITHINE ;AT E .
AR (B3RS F

FoSi e (B.3)
S

mgitE FRARE N —1m—D W F oAz,

WRAE B BHELn —1om (=D IR EM R FZH KV e 0]l F 3 Ailh FERE GG A RE L. A%
AR F AW

F<Futn 1o B R A0 507 5N 7 To 3% 26 57 FE 5 50 .

FZFotm oo W FR A0 07 SN A B35 2% 5% MM AH A,

AT — 2 B I 7 22 23 B 5 VA R i B9 BT ) 7 22

B.2 TREMTHAE

B.2.1 §E%

AR I T I A A [ s TRD ARG 00 Sl vl 997 52 0 4 s )RR AL AR DD X s AR PR AEA Y il L
SRR SRR G AR o O PRI PR 25 2R B MERR B RAE AU G I s BN A DT 4 4
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He B SR (B T R

DV X X)) (Y —Y)
b, = - - _ cesrnnrieisrnnennens ( B4 )
20 (X=X

A
b, I P T R £ AL 5 P R 6 5
n et PR A 55 1) A K
X —5 ¢ DA AL
Y, 55 ¢ AN A sOULI A AR 1 5
X A I A R
Y A W (0 T
IR AR (B.S) TR .
by =Y —b, X B G .-
Bl ol
s I T 0 A 5 P B

JFE P [ 0 A (00 L P A R

X JIF A I i 5 i - 24 11

Y A W R 1 P 0

$2 IR A5 (BL6) 0L A T4 s o 22

DY —by—by X)P

b

S — — B NG s X D)
BV
S WA ELKMTRER % ;
no A E PR IR 1 EE A R
Xo — % i AR

Yo 5 i ASFE] SOOI B AR
2 B2 (BT T 53 A0 25 18 o o i 2%
S

S, = — crrrerrneernneesenennes ( BL7 )
DX, —X)¢

A
S (b)) —— R bR R 22 5
S — LA EH LR A BRI 2

— A EAMN R
A IR

n

X,

X Ui B TR

Eo ﬁ%ﬁg‘%sﬁgllﬁﬁﬁ £0.95.n—2 o % ‘ by ‘ too5,0—2 XS (by) i\%@?ﬂ%ﬁﬁ%JEXJQ(U‘U?'JX%%‘EO

B.2.2 t-#I%

¢ =K 56 7 ¥ S SR TR I ) IR #1249 AR 3 A B P (R B A AR AT 9 U5 A W A o Y AR
EE
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P A (BT ¢ fH -

|2 — |

;= : e (B8 )
\/(nll)Si%—(nzl)S§><n1-%nz
n1+n2—2 np X n,
A
z B — YRR 56 I 55 48 1 S M4
s B VORI I 55 4R 1 S I

S H YR I I KR P v Ol 2
S 5 UK 6 I AR ) A v O 2%
B — YRG5 0 1 0 R
S UG 6 N0 A 0 R
T ARAE P S AR G 22 B WER BE o ny oo REAS /N T 6
it NTREFEKFa=0.05, H R ny+n, —2 BT 000 0o » WF (R A TC 1825 25 5
e PEAT A 2K

ny

n;
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Mt x C
(BB MR
BaEgins 12 g ik iz mREEH =5

C.l ERHEFEMNRE

e T HR Al 2 7 11 2 TG udk (fai i : HSV-2 TgG) Ml 32 (H 45 =500 AU/ mL # i PRAE A 1l 1 4
A1V A A 16 B e}, B4 W) B2 L 975 9 Dk 468 36 Ak QO (ELAF A AR D - (R BUARAIR T 200 mL (AR
i S 6 5 A SRl ) . ffie HSV-2 1gG L HBsAg, HIV-1/HIV-2 ik, HCV $ K45 F 2y B E i
e R AR 74 B A1 WA 1M 354 & D f S A R ) 4 R

FHA B A2 2 W B A B T A A 1 R0 i IBC e 3 I B it 36D Xof ek BE A4 BE P ) HBsAg.
HIV-1/HIV-2 ik HCV Bk #7800 . HBsAg . HIV-1/HIV-2 $i{k \HCV Hrik gl F ¥ 0 B2k .

C2 #HEAHE

5 i 35 A ek 45 HEAN ) s ¢ L 3] FE o) 7K F 130 AU/ mL) i 45 i /K 2(60 AU/mL) 5 45 i Fll 7K
- 3(120 AU/mL) R4 fh . $HEAWE 0.01 Yo I ABRMIR . T8/ IR 2T % R 5 i 35 ol B Ut 9 . 38240
VT TR
C3 BREMBMISHEN

FH HSV-2 TgG Hrf i 57 & x5 K F 1(30 AU/mL) ~7KF 3(120 AU/mL) J5t 4 i #4791 0 £
mLZR I Co,

xC1 HMTHRUER

K 22 {8/ (AU/mL) g/ (AU/mL) firs 2
K1 28.5 30 5.0%
K- 2 56.8 60 5.3%
K3 115.3 120 3.9%

AR SIS/ TF 15% S5 A 2K,

C4 HERERFE

IR A W 2 A AR U T R L SO 30 min, TEAEWE AN K 1~KF 3. 03 R
32 0.5 mL, il &N 1 000 32/KF-.

C.5 HHMITH

I GB/T 15000.3 FZESR M3 it /N A0 5% B T0 1) A il o BE AL 1A o 5 4> ok BE K P il B K H oA
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25 L BESCRE NP AT R 3 UK HEAT S ST PERAL
K 1S S PEPPAG Bl 45 R WLk C.2.

£ C2 KT AT EYIEER ol AU/mL
LR FA kg 1 PATRLR: 2 PRI 3
1 27.8 27.8 31.8
2 32.0 28.0 31.4
3 31.9 27.2 28.0
4 32.4 32.8 28.9
5 30.6 29.5 32.1
6 28.3 28.6 32.7
7 27.4 27.7 29.3
8 32.1 31.7 31.6
9 30.8 30.2 32.5
10 31.3 32.1 31.5
11 28.7 30.0 27.0
12 28.1 28.2 30.0
13 31.8 29.4 32.4
14 31.4 32.7 32.5
15 27.3 32.4 28.8
16 27.1 32.5 31.2
17 32.1 31.7 32.8
18 31.7 27.3 27.1
19 29.1 31.5 27.4
20 32.6 30.0 27.2
21 31.3 30.1 27.8
22 32.3 27.3 29.5
23 31.9 27.1 29.5
24 27.2 32.6 30.0
25 27.3 31.7 30.9
IR 2 g i 2 50 PV B 5 R I .3
£ C3 KT 2 HARTHABIRER i AU/mL
RE W FAT R 5 1 FAT R 5 2 FAT R 3
1 55.7 56.6 63.1
2 54.1 65.4 56.6
3 63.4 58.3 61.5
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* C.3 (&) B AU/mL
RE:1¢ FAT K 1 AT K g 2 PR 3
4 61.6 62.5 57.0
5 64.0 65.5 65.7
6 60.3 62.7 58.8
7 59.6 63.6 60.2
8 65.3 64.7 61.7
9 55.4 65.1 54.7
10 59.8 63.1 64.2
11 56.6 63.8 56.3
12 59.4 56.4 65.0
13 55.7 57.2 64.5
14 60.7 65.1 64.8
15 60.9 63.4 60.9
16 63.0 57.0 55.1
17 65.9 64.2 63.6
18 63.7 58.9 65.8
19 63.0 59.0 57.5
20 59.0 58.6 57.7
21 63.0 55.2 60.0
22 58.6 60.3 54.1
23 60.7 61.7 61.0
24 54.2 61.7 59.5
25 55.5 63.9 64.9

KA 3 B B S PEPEA B 45 R WLk Cld

®C4 KFIHHRTHBBER 7. AU/mL
HIR= AT RS 1 AT 2 AT 3
1 120.0 122.1 128.1
2 110.6 127.0 127.3
3 124.2 116.0 127.3
4 127.5 123.3 123.9
5 118.7 116.2 110.2
6 123.2 120.2 117.7
7 120.2 123.5 120.3
8 113.6 115.9 125.7
15
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= C.4 (0 ¥ AU/mL
s $ AT A5 1 AT A B 2 AT R 5 3
9 122.7 121.5 119.2
10 126.7 117.4 129.6
11 119.2 128.7 111.4
12 128.3 128.3 116.7
13 118.1 114.5 118.0
14 123.6 118.5 125.5
15 126.8 125.1 122.9
16 128.9 114.7 110.5
17 120.1 124.7 117.1
18 129.8 115.7 124.5
19 123.1 129.3 118.8
20 129.2 126.3 127.3
21 116.2 120.6 111.3
22 111.1 112.8 112.3
23 123.7 112.7 115.8
24 110.5 121.3 115.3
25 120.3 125.6 110.7
3 BIXF KA 1~0KF 3 s i AT F R i g5 /2% C.5,
F C5 KEI~KEIFREERSIT

giit & K- 1 K- 2 7KF- 3
X 30.10 60.63 120.61
S} 1.04 13.62 42.39
S} 3.968 11.735 29.354
F {f 1.019 1.161 1.444

BF Mg .m=25n=3 1AM Foow.cne =174, B ERATLIE B KFE 1~KF 3 Fids

g F G/ T 174 LW I0IR] J5 25 5 B0 N U5 22 0 B35 22 5%

C.6 TEMITM

C.6.1 TEMITMIZIT

Fahi2] .

3 590 % TR AE P O I AR RE ) .37 °C A ARG i M R A7 AR 1k R AT Al o S ] 2% 1 1)

I} ] L3t WL C.6.

16

www . kaaw .. com



GB/T 27424—2020

* C6 REMTHFEMH

#AF B 1 i)
0K

TR RRARE HE (I PR 2 ) 3 K
OFJE 2 °C~8 CIRAP) T %

14 K
0K
3R
N
14 K
0H
34 H
6 4~ 1
94 H

1244

37 CHAMT AR E M

I 77 fa e
(—18 CLA TR

Rl R P VA A it IO DA 5 /N0 25 B0 F R AT B, b o A et BE LA B 26 52, B S AT 2 IRE AL
e .

C.6.2 FmBREMEUERRBEME ITM

FF RS A M (AR M) 2 F /KO 1~ KA 3 5468 i 5B A [R) B 18 14 A e P 24 (e A 36D KR g
R LFE C.7~3 C.9,

® C7 FHRARRYHBEEITHBEER

KA KA 1T ¥ E K- 2 P {E K- 3 B{E
0 31.9 62.0 120.1

3 28.1 59.1 119.8

7 27.8 56.2 111.8

14 18.1 35.3 82.3

14 REEEME R 2 ¢ AR BIH P toss.. =4.30,

F®C8 UXAMREMRTMEC REER

gt K1 K2 K- 3
bo 32.088 9 64.593 2 125.359 5
[6, | 0.937 7 1.911 4 2.814 1
Sy 0.179 8 0.417 3 0.628 8
Loos—s X SCb1) 0.773 0 1.794 3 2.703 9
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BT 3 KA S [ 61 1 > 0.05.,—2 X Sy s RBCTT AP 14 JOULI 2] 3 A 7K - 48 b
AFERENE

T REEMES IR At R BIEIE 105, =12.71,

FCYO9 7TRAMBEEITMG REER

Geit it K1 K- 2 K3

bo 31.133 3 61.782 4 121.297 3
6, | 0.565 5 0.815 5 1.230 4
Sy 0.331 2 0.071 4 0.541 9
Logsu—z X S(by) 4.209 5 0.907 4 6.887 0

1 R AT 3 AN IR R AR Y [ 01 [ > 20,052 XS0 L AT RIIFIR 7 KRR WL £ 3 A~ 7K 4

i PR AN A E T

C.6.3 37 CHEHTHREMITM

37T CHAM T KN 1~ K 3 JF 4 by WCEL A [R] I 8] 99 A 5 1 PR (o AR ) Bl 45 2R W3 C.10~

%+ C.12,

® CI10 37 CEHTARRYMBEMTMHER

REL KA1 HME K2 ¥l K3 ¥ME
0 32.6 60.6 128.1
3 31.9 58.2 112.8
7 28.0 56.0 112.1
14 21.2 38.3 79.6
14 REGEMESE R A ¢ 434 2 ARG FE £0.05.. =4.30,
RCU MRV CHEHETREETMEC REER
giit KA1 IKF 2 K3
b, 33.5359 62.8641 127.6827
[b, ] 0.8518 1.5982 3.2555
S 0.0971 0.3607 0.6199
Lo.95.0—2 X S(b1) 0.4173 1.5511 2.6657

i B RATAL 3 AN KRS 60| >1005.,—0 X Sb) HTBE A1 37 C14 KU E] 3 A4~ 7Kk 5

i B AN A RE Tk

T REGEMSE R A ¢ AR AFIRFAE 0050 =12.71,
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Guitt K1 K- 2 K3
by 33.081 1 60.437 8 124.905 4
[by] 0.674 3 0.651 4 2.171 6
S 0.208 3 0.070 2 1.383 3
Log5.u—2 X S(b1) 2.645 6 0.891 8 17.567 9

B ERATAEL 3 AN 61 | > 1005, -2 XSy s BTBL A1 37 °C7 RAMM F] 3 4K i

an AT E T

C.6.4 MEFREMITM

WAFRGEPEARAE T K 1~ K P 3 5T 45l W B A [] Ik 8] f) A2 5 4 7 Al Co A6 38 ) 8040 45 2R DL

%= C.13~% C.14,

®C13 BEAFAMMBERETHER

HAEK KA1 HE KK 2 H{E K3 HyE
0 31.3 60.9 124.0
3 27.2 56.8 117.6
6 31.8 57.1 117.6
9 29.0 61.1 118.9
12 31.3 63.0 118.5
12 S AWCAFRRE A R A ¢ 3 A A3 I P 20055 =3.18.
RCH4 RAAMEFREMETMGREER
geit it K- 1 K- 2 K3
b 29.760 0 58.080 0 121.260 0
16, | 0.060 0 0.283 3 0.323 3
S 0.236 2 0.216 8 0.138 6
Lossn 2 X S(b)) 0.751 1 0.689 5 0.440 7

T Al R 3 A IR TR WY 2005002 XS (b BT BRI RIORAE 12 A4S H R W 2 3 A 7K F Jig 2

ATEE

C.7 Ef&

FE AR L AG I 28 48 b I 3205 4 s IOKSF 1~ 0KP 3 s i, 2 N RAE A, EAF AR A4 A 1K, 3%
SEIK 5 KL A5 AFF] 20 QU . AR S AT 3T (Grubbs) v NAS I 45 552 o B 0] BE(E LK 20 21 A 2506 T 45

SR E X BREZE SD i (X +2SD) .

IKF 1~7KF 3 4% 20 2 A I B0 LA K e (H B 3k C.15,

www . kaaw .. com
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FC15 KEI~KEIZ20AWNEEFEEEELR #fir . AU/mL
W% K1 KA 2 K3
1 28.6 61.7 130.2
2 29.8 59.2 105.2
3 30.9 58 125.4
4 27.9 64.3 126.4
5 30.5 65.7 107.9
6 27 54.9 130.6
7 27.6 61.9 128.4
8 27.3 65.7 127.2
9 32.5 64.4 125.7
10 31.7 65.2 121
11 29.9 61.4 127.3
12 29.9 54.2 129.2
13 32.8 54.6 129.5
14 29.1 63.4 108.7
15 31.4 59.3 107.5
16 28.2 59.2 105.5
17 28.4 54.2 113.2
18 29.9 56.9 109.9
19 28.6 59.2 124.9
20 27.3 56.3 108.2
X 29.5 60 119.6
SD 1.8 4 9.8
X+28D 29.543.6 60+8 119.6+19.6

C8 g

S0 5 AP ARATAZ T i 45 ML )™ T 5P WA R SR BEAT RS 36+ I AU AR A 38 i o
RN L C.16,

* C16 RESHMEKIZR

f
x;a EES SN K S BER
JB N AR 5 AT B L TR U MR TR
o ;ﬁ i WA A O e TR L] D4 4 bl
L Z U SNk S bR AR OOANFF A A5
513 7 52 48 A B U AR I i
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% C.16 (&)
oIl
E“HJ PR AR TR o5 R B AR
- 1:0.510 mL;
A | R T bR R iizow‘ﬂ WA b
< E A5 7N 71N B :0.010 ml;
EL A 311 1WA D/I\‘ﬁ/ﬁﬁ‘(’%
7K 3:0.510 mL
i 7K 1:30.2 AU/mL; o
| AR R R 2 G R ) A T 4 e
WEM | e msokop s mn e mmp | 202 AUmLs BERF
DR EEa s Zrios W AR 29 e YR K 3.123.1 AU/mL T E R
- 1.5.6% ;
_— o e R4 bt
YA | REIZS A CV N AKTF 10.0% K 2:3.4%; . o
IR 4 b
K 3:2.9%
K 1.27.5 AU/mL; o
) JE B IFRRG AL 2 °C~8 CRAE T K. R bt
Rt JFF A ) 3 4 R A 44 5 131 P 1A AF 22575 AU/ mls IR 4 i
T 72 i N JE 2 s DL 49 € 1R K 3:110.4 AU/mL N E R
FRAT I 5% £ 24 gt T 1D 4 o
&

25 o HBsAg.HIV-1/HIV-2 R TR Y
fizt ixi%ﬁ%j%m@/ i e v vz giﬂif@
o A I HCV 5t 6347 KW, HBsAg HIV-1/ | 00

HIV-2 Hip bk . HCV 1k 55 5 3 B 1

C9 izt

i TR UE I A5 SR PR 732 i« o i A R v I R N S W A
C.10 mm7F

Fie BR A 0T 991905 AE W 4 B SR A SR A T B I A A
C.11 (/8

Fie I8 GB/T 20468, > 1E 8 {f FH BT 45 & » I T B s 4 4l
C.12 RE

JO 428 it I8 TR VR TE A% S P ) 3 I 3 A0 3T e B b O RN A 6 [ 5 AT .
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[1]
[2]
[3]
[4]
[5]
[6]

2 % x #

JIF 1001 38 FiI3H Al JesE

JIF1265 A:¥pit s RIE 5 E X

JIF 1644 il R il 27 AR v 490 5t 9 0T o) 50 AR LS

SN/T 2435 ABE gl W46 3212 Wriak 77 & T i P4 A2

I1SO #8F 80 Guidance for the in-house preparationof quality control materials (QCMs)

ISO #8F 35 Reference materials —Guidance for characterization and assessment of homo-

geneity and stability
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