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EmREERIRE
MERKIZENESEHNE

1 SEE

ABRHERLAE 1 UL 26 v R A4 P UL 286 4 3300 A2 A IR G 8 W B 9 | HBOAH € %k RLIROAH €2 3% R TR
ik,

7 i e e R S 2 % B 32 T L 2 B HC o e S A DL 2K 6 0 S L R €3 ik WA € -
£ IR I R0 1 T D0 20 B ) ity A L4 R 35 ) ) v 2R A2 I 283 32 0 R (DA A I A2 .

Al B %2 % IR Mt i

2 R

AR 7 150 A SR T A M RIR G RN L AR AR LD R X AR AR LA R R R B IAR n A R
R AUV A o SR o P T KR R R B 1 L S R R I DL 2 R A MR R I R
BRE SRR AU [ B B MR P A4 'ﬂmﬁémﬁiuﬂé WA &5 MR G e DE TR IR bR 2. KAl
L£H$ TR R A BV RAL P I B . A5G RIS 0 G e BRI R L e B G R . A R
2L R A S B . HE 450 nm ek BFL P VRO RO BE AL, IR R R A R A
1 R G DSEAPT IS L 07 22 A1) o o I 5 5

3 RFIFETR

B AL 55 A7 0 B L AR ik B TR0 249 g 20 #r 4, /K D9 GB/T 6682 ML oY — 2K .
3.1 A

3.1.1 HFEE(CH;OHD,

3.1.2 UK R A =8 (Na, HPO, » 12H, ),
3.1.3 FEAEHI(NaCDh,

3.1.4  EAEE(KCD,

3.1.5 B M (KH,PO),

3.1.6 mMiB-20(CsHypu O) s

3.1.7 bt DA Uik,

3.1.8 HIiFHEH(BSA),

3.1.9 DA FtRicH .

3.1.10 AL E(H. 0.,

3111 3.3.5.5-PUT IR AR CTMB,L C Hoy N2 o
3.1.12 ®WiE&(H,S0,),
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3.2 WFEH

3.2.1 PBS W (pH7.4) 20 BRI AR — 2080 0.20 g+ K A E — 81 2.90 g S0 fbéh 8.00 g. %
B8P 0.20 g, KM IFE 455 1 000 mL,

3.2.2 PUAFFEW . FREX 1.0 ¢ BSA, N PBS ¥ (pH7. O W @IFEAZE 1 000 mL,

3.2.3 B DA Hilk TAER - 51 DA SUIR PR BB 2 THEWRRE .

3.2.4 DA bR ICH LA PO RO DA BERRIC Y B 2 LA

3.2.5 VERRWE M HT 0.5 mL nEiR-20, A PBS B (pH7T. O M FEE 1 000 ml,

3.2.6 TREEEEWL(6 mol/L) :MHL 319.2 mL BifZ. B2 M E 600 mL AKF FEFKTHEEE 1 000 mL.

3.3 fRER
BB BERR (DA Ci; Hy NO, .CAS 5 14277-97-5) R HERE W,
3.4 fRAEEKEH

DA 7 i 250 T AR 6 W 0SBk DA ARUERE IR PBS 3 WM B 0 58 & - O ) B0 5 it ok E 43 )
0 ng/mL.0.5 ng/mL.1.0 ng/mlL..2.0 ng/mL.5.0 ng/mL F1 10.0 ng/mL () DA $rME R % TAER. B
HIZREL .

3.5 ##

3.5.1 {4y DA S HC A LA,
SE Wl P A A 2 A ol 1 LT A AR L B MR AL
3.5.2  KAHTAFLIEME 0,45 pm,

4 {UERFEE

4.1 FEFRIL,

4.2 K04 H 0.01 g,

4.3 g,

4.4 HE.LHLEFEH =6 000 r/min,

5 SWER

5.1 Hm*%

Z/ Rﬂ 10 A~ UL AN, L JFAdE DL IR GK 200 g Ll k. (’:r\(fo- o T{A\ﬁllllﬁllt{-( l‘/J\ %K, 'ﬂ(.f/i\ il H: 4k
._.I;'[[(.:"uu‘{kj—(U C~10C )1.)343. Q[IJJ%%F{&;%'L"‘EJ—F'}_E-j-:l‘(jtfké'}}ﬁ(é’\gdﬁtﬁc

52 wEH&
52.1 £HEHEEER

FE ACHE UL ZERE S A R AR R i T AT 5SS AL, T /K i U o 368 25 5k e 0 B LA b e . o5 4]
S C U SR AR B3 A I AL S0 T B DL IR A7) 2 SR PR A L /G 10 AN 8 T sl B 70 . 4 100 g
DU E T ALRL 2 mm B9 G R0 9 L, Pi7K 5 min A HU PSS 29, 0 LR E 5,
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5.2.2 RiEH®

RS T R AR B OIRAS WS R L e 5.2.1 ki Uk RIS IR UE DY L R 2 0L
PN BEE AT (R K o A L3 K AT ik 2 Mk . % 100 g AR 1Y DL I I 451

5.2.3 DLZEREL
e UL SHE S P A T K Ay TR A L A
5.2.4 AT &
FRUL 100 g DL P+l S A — RE Wbk bt 24 h~48 h(a “C¥ D W+ R & H.
5.2.5 EFEE R
T /K Pk ¥ i AR T B B 45 1
5.3 IXHEREL
FREL 10 g(if#fﬁfﬁﬁo 01 @ B HE A 10 mL 7K, B BEHR % 1 min, A 20 mL B EE, B HESE T 1 min,

6000 r/min #5010 min. BHR T 0.45 e HO7K AR BCAL IS i L 76 B0 sk B S B R PRIS T WL
CPHT. BB 100 fi5 - b SV URERS BEHL. WL 50 oL RE RS REMLEAT 56 .

5.4 ME

Hf B AL L B R Y B 2500 A AL 4R 0T B ki o HE b 4 2 otk R AL | o o L RRE REAL L S
AECEAT L. mEE AT IRFL AN A 150 pl PBS W (pHT7.4) . AR HERFLINA 50 pL A2 N 255 Eix
R4 T AR, mERRLINA 50 pl 883, (A B3R AT SAL P A 100 pLDA EffRic® TR Bk
LA 100 pLDA BUigk TAER ., BOE TR S 1 min, HE B R EERAL LB HERIE L. 4 CHE
2 h, BEHLEUT M AL bR A R TFLTE A 300 pL 5 IR wh ke L B AL AR 10 22 AL N A 1 R
UL EVEARIRAE 2 WL FEMKER BT, EALIN 150 pl AL E M TMB 4RSS, FiRECEE
30 min, HFLIIA 50 pL HEERHEW (6 mol/L) B HIR S, 28 b KW, 76 30 min A FFi2 3 450 nm
T MG HEAT . o AR R 20 000 2 b L1 o o Y 28 00 8 00 L 0] 7 AR R A5 00 o il A i s

5.5 FRifE H LA HE

PLAAZ Y D] 285 EhrifE 2 9] TPEMCAY IR FE (O LA 10 IS iy 38U o f A g DA = (D a8 Y
B o VB T 0 B W B R A A AR L e il A o il £ L
St U ZE 3 ZEFR VR (ZURE D 89T At WO BE (4t D R

X 100% TR RN B,

2o L

A —H RS ;

S —— A2k U 2R FARE T/ M B Y SF Y G A
5 25 X R AL 9 - X W S

Sy ——0 pg/L B RALE U 255 FARE TR A 2 W 4 16

6 SiERPFRE

(R LR VA1 A S A 1T 1/ W B i A



GB 5009.198—2016

Vi f
X:pX S

m

KA.

X — B RAICE M EHFEREN T E LM S R (pg/g)

o H b ot i 2 15 5 9 0 F 1 T R SR A2 DL 2 Y T B R R PR 07 O o R B R T
(ng/ml);

V — iR I U AR R A ZZ T (mL)

[ —RRAE

m ——WURE I BRRE b S0 i ()

MU EAT<<20 pug/ g I DL A2 DL 2 g £ % <<20 pg/g.

MU E =20 pg/ g B, D4 552 BRI 2 45 54

FE o AT I AL PE UL ZE 67 45 KU T 20 g/ g KR SR BIVREIA D A A5 00 09 AT A& A

7 Hith
AT ENERE N 1 pe/g.
WA B
8 [HIE

R 22 FY BRI VA (50 %) IR . 35t 9 85 MR A BRORE: v £ TR €305 4 85 — W A e 91 4 S 0 2%
G S bRk i

9 AL

Bl 59 A7 B W] AR T i B TSR] 2 0 i 2. K Ol GB/'T 6682 BUAE Y — 2K .
9.1 W

9.1.1 ZJE(CH,CN),
9.1.2 HE(CH,OH).
9.1.3 WEZ(HCOOLD) .
9.1.4 WKZLE(CH,COOH),

9.2 RAFEH

9.2.1 ZMEEmMA0%)  HE 10 mL A8, AKFEEZE 100 mL.,

9.2.2 HIEEERG0Y) HE 50 mlL BHEL, HKFEZE 100 mL,

9.2.3 WERHEM 0.1 mol/L) :MLHL 3.81 mL HE. HAKMEZE 1 000 mL,
9.2.4 ZTREEWCO.1%)  WHL 1 mL WK FHAKFEEZE 1 000 mL,

9.3 R

B AR E G (DAL C Ha NOy . CAS B 14277-97-5) . 4l =90 %,



GB 5009.198—2016

9.4 IRAERBEH

9.4.1  FRE AR MERE B (150 pg/mL)  METGFRHL 8.3 mg GRS E 0.01 mg) 40CH MR AR MES . 2 I
TEICL0 20 ) IR O 3 5 2 50 mL, TRHFH PE R AR VG 45 TR0 JBE T 22 SR FH A ofE 5 0 i 8 kA e 5, B T
4 CHRDCIRAE . AR 6 1~ H .

9.4.2 BT R bR AE RS AR 23 I IBCEE e B R B A5 T C 150 peg/ mL) o S V(L0 %00 43 3l
B eSS 0.3 ng/mL 0.6 pg/mL.3 pg/mL.15 pg/mL .30 pg/mL (45 EZR S LA, $ifk & 41
TAEMB T 4 ClERE . AR 3 1A,

9.5

9.5.1 g 9 % T [T ML AS IBCKE 500 mg/3 mL. s PEGEMI Y & . G40 M1 6 mL WHAE .3 mL /K il
3 mLH BB (500016 1k .
9.5.2 fHFLIERE.0.22 pm . KA,

10 Uiz

10,1 WEAH S . B A R0 A P 30 o 4 A AG T 2%
10.2 R RF EE O 0.01 mg 1 0.01 g,

10.3  Hyliiss 5534 >10 000 r/min,

10.4 iR e 2% .

10.5  #.LHL: 56 8 ==8 000 r/min,

10.6 ST ATT AR JBCHE

10.7 JIZE %,

11 SWFR

1.1 HmRE
[ 5.1,

1.2 wREEsE
i

<

2.1~5.2.4,
11.3 RAEIRE

FREC S gORS A E] 0.01 @) il FEF 50 mL HZEH.LE SR A 10 mL H EH W (50%) . imTETR 2
1 min, FEZH 5 min, 4 8 000 r/min Z.0 15 min, 8 8 FiFiE 25 mL Z&&EBE A R EH A 10 mL
TR (50 200 T A I — Yk L A5 JF L . DATP s (0 YO s A & 25 ml,

1.4 REAEL
MERG B 5 mL 38 BUORFE A Ci% 1k 1 #Y 95 B %5 7 [ A0 28 BOk: b, 35 UA L 1 mL/min B9 3 3 7 4
Jii BRI 5 mL ZNEEEH10%) .05 mL PR 0.1 mol /L) ¥k A% 35S 2 min. F = 70 HIHE

R 3 mL AR ECO.1 mol/L) Ve AR FF NS 2 min. ICHEVEBEI (3 mL VRBEHAT S T 1 g ikBD).
i 0.22 o KM LIRS . UM 30 2 ,
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1.5 =8iE
B AS IR b SR H S R A 5] 9 424 A0 B L 14 50 28 R .
1.6 UFESHEH

a) R CudE S 150 mm. AR 4.6 mm GREAE 3 pem L BEPEREAT Y
by Hish# . 2N+ S REH(0.1%)(13487);

c) .1 mL/min;

d) FEIR.35 Ty

e)  JERERL10 pl;

D MEREK 242 nm,

1.7 FRAEH & A HIE

o oA 3R ) T A A0 00 T AR (5 % 180 e, 00 R ) 06 T R B o T R R O R R o A A
b AW AR AL AR 22 B 2 . 0 SRR bR v M A WA G P 2 LI B

1.8 REBRBMNE
15 R A R A VO €63 (0 L 1 8 e T R AR ER A v 215 0 R e R S R O R A R R

12 SERMRR

CHE R R SRR A 1 R NGO

— ) XV
X :(P_.P__; st 3y
m
A,
X A e e i 00 % B, A RO R v (g ) s

o Fh A 22 A 200 e SR V0 T B R B B VR B, SR A B R T (pg/mL)
oo — BRI I 2 A B0 A 2 U P AR R Y R R L SR RO T (pg/mL) s
V —— R R G T (m)

-5 R O A 215 R T SR S T ()

ISR AR B M A O

i

13 HEE

TETE SR A 1 ZRAG 9 9 VR 2 S 0 5 295 R A 28 3 22 (AN 1 L R (B9 1005

14 EHit

AT LR R 0.3 pg/e BN Y 1.0 pg/g.
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K tH B k- R BRI R

15 R
i HE 25 R AR V(50 00 ) SR L 3 B 5 1 [ 4 2 HORE W  OHE €335 - 5 IR TR IS G, b AR e
16 R4 44

BRAE D3 AT BT AS Ty 3% By AR 2 g i 2l , K g GB/T 6682 MU 9 — 20K,
16.1 7l

16.1.1 HEL(CH, OH),

16.1.2 Z.JEC(CHCN),

16.1.3  HIE(HCOOTM) . /0 Hrali,
16.1.4 WG (HCOONH, ) ; 2r 14l

16.2 a3 AL

16.2.1  ZISEW10%) 5 HL 50 mL Z 0% JHRHE B 2 500 mL,

16.2.2  WASEH (50 %) HEIL 500 mL WS, JI AR BEZE 1 000 mL,

16.2.3  HIFR #e 22 vh ¥ e (2 mmol/L) . FRER 0.126 g R %, A 200 oL B R, 7K 05 1 91 76 B
%1 000 mL,

16.2.4 IR (0.3%) M 300 L W K FGEFEE 100 mL,

16.3 #RER
B MR MES (DA.Cs Hy NO, - CAS 2 14277-97-5) . 8l 3 =90% .,
16.4 *FRERBEH

16.4.1 S H R AR E B 2 3 (100 pg/mL)  HEBFRIL 5.6 mg CR# % 0.01 me) 80 F #MRIRIES  H L
W 2 R CLO YO I MR O A8 28 2 50 mL. JZEKE 36 FRR T G 45 TV B 8 28 SR PR AR 1) 4 B 0 A R 5L
T4 CHELIRAE B0 6 A,

16.4.2  BCR dRbR fE AP M1 (2.0 pg/mL): HEBRFE UL 1 mL BT o i Ao 1fE i 25 M (100 pg/ml) T
50 mLARMT . LLNEHE B Q0O EEZZIE . 4 CROGRTF . AR 3 1~A.

16.4.3 07 6 2 Bk AR 10 3R ) PR O« v 0 VB O i A R ) B SE R AR M P ) (2.0 pg/ml) , I
PO R R O AR IO A R A e 43 50 8 2.5 ng/mL.5 ng/mL.50 ng/mlL. 250 ng/mlL,
500 ng/mLHI 1 000 ng/mL (19485 b5 HE Z 41 L fEH

16.5  #F#

16.5.1 5B B~ [ A AR O . 500 mg/3 mL. BPEGEAR Y, AT 6 mL A, 3 mL K HI
3 mLH B W (50 YO i k.
16.5.2  ffLUERE .0.22 pm. KAH,
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17 LEEMiE&E

17.1 W AH (- R I R . B B S 55 B F IR (ESD
17.2 4t RV EE R 0.01 mg 1 0.01 g.

17.3 (i B HL . F 210 000 r/min.

17.4  HFE GRS .

17.5 mENR2I 2%,

17.6 ¥Rk,

17.7 MFHZEREEE

18 SR

18.1 HARE
[ 5.1,
18.2 i EH&E
6] 5.2.1~5.2.4,
18.3 iXHERE
FREL 5 gCRS 8 % 0.01 @) B F 50 mL B0 P, INA 12 mL HEEFER (50 %0) , IBHER S 1 min,#8
PR 10 min, AR EEIR S 1 min, L 4 000 r/min B0 10 min, 810 L. 3R 5 mL B EsiEm®

50V EEIREMK,&H Film UHFEER GOV EEE 25 mLJBE . F-18 CHE2h)5.5C
T 10 000 r/min &> 15 min. ¥R L,
18.4 HEEL

YA O BB DB 5 o T T 0 3 A U 4 s 191 5 AT A IBORE el s ot 9 L S O 2 A g R 1T R
A4 A 5 mL LI (10 %) F1 0.3 mL YRR W C0.3 %) R Bk . F 2% 0 ) 98 AR R IR (0.3 04)

A mL BEME AR BEME  H TP RIS 0.3 YO MR 4 mLOH M F 1 g ilF0) JRAIG 4 0.22 pm 1K AH
FRACFL I PR i O AL R € - o K

18.5 FHIRE

18.5.1 7=y (i a6 B AS DisRE 21 . % A A5 ke AR [a] 9 B 4E 22 98 L 19 31 28 .
18.5.2 % (L) ML I I« BB 004 19 TR o SR T A R Il (10 e A1 20 L 20 380 4 1) DB
18.6 {Ms=2&EEHY
18.6.1 HHEBESELH
a) ik Coukl A1 100 mma MR 2.1 mm BIAE 5 e DR PEREAH M
by WEBEIH B A R SIAE B P R LR v (2 mmol /L) B B P B BE T 2R 1
-
¢) i .0.35 mL/min;

4 K30 Cy
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fisf ] / min A/ Y% B/
0.0 20 80
2.0 20 =
6.0 90 i6
i 20 80
10.0 20 30

18.6.2 [Rilk&E &M

a)  EFUR . HLmESE UR

by HFE X IEEFH

o) W gy o 22 B WA . AR MR R I L T RS
) WEEHLR 1 500 V

e) B T{EHTAEIRAE 300 °C;

) HEFLHEE:—8 V;

g) AL UM 12.3 L/ min;

by 4l ¢ 1.7 L/ min;

) HHESES 0.2 Pa,

K2 NBEREET THETMAEES

T THE T Al 16 fiE 11
ARt 4 % 0
(m/2) (m/=z) eV
‘ 265.9° 17
BH AR 311.9
247.9 17

COME LR T

18.7  HE TR A 2 RO B4

oK I o A 2R ) AR R R R 1 9 7 2 A TR AT €2 - 3 R S0 S L A S AH N ) W TR B LA
SR M 5% 50 A S i T O ST B S B A A L LA B () T B S LA A L S R AR R I 2 AR

F522 s I 5 10 22 S 7 A (B S P 2 P CL

18.8 AR AN E

2 L RR VT AT o 335 A ORS00 5, A4 300 A A R o A S R % 0 1 0 L oL A T A

ity 2845 30 iR I b K R Y B R R

TaURE VA T v 0 R Y % B0 IF ] 7 A o 8 VAR ol 0 R 1 O B e 1D 2 ) Y 25 7R £ 2.5 0 LI,
R 8 T T AR R Y M S R R 2 5 Tk e R A O ) 5 A M T P B R Y RE
L AR S — . LR e 25 AT S 3 3 SR U T B R R A A B 54
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R3 EUEBFEXNFENRALTRE

A2 P 8 T A6 21 >50% >20%~50% >10%~20% <10%
S 1 04 AR X R 22 +20% +25% +30% +50%

19 ST RARR

TR e B B Y B R s 3
o XV

X :’_—” = 0(_)0 B T T G |
.Ll\.'rT'
X —— P R SRR Y At R BT R B (g /)
o —— ph bR AT i £ 79 30 B iR i TR b BB 9 R A T R v BE L S R AN SR 2E T (ng/mLL) 4
Vo —— BB A E AR SR A 2 T (mL)
o LR R A B LR ()
1 000 B

PR A RO R A RO TS A R AR A (.
20 HEE

TE T4 1 A5 A AS 18 9 1 Al N7 00 5 4% SR 1) 0 ] 26 (R AN A R ek S AR Y 15 0%,
21 Hift

AT LA LR 0.005 pg/g. PR M 0.02 pg/g.
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Mt F A
Al RFIEENRE RS

Al EEIR
RN 1 pg/ g,
A2 BEE
MHSCE N 85 % ~90% .
A3 ENH
PRESE S RE<10 N HERERFRE<157,
Ad TXREFE

Kl DA 22 X g R F 100% ., 5 STX.OA.PbTx-2 %SipitaE £ A 28X R,
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Mt & B
REBRRRERRNREGIEE

AT PR T A RORR € 1R WL B
mAL

3

2.5

DA

4
1.5+

4 6 8 f/min

B.l RERERAEBRRO0.3 pg/mLPEEEEE
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Mt & C
REERFERRNS REENEEER

A T o A T ) 22 SR M ) €3 1R DL AL L

RT:4.70

RT:4.71

iV

E C.1 HEEEREREE GO ng/mL)H"]gﬁ.{ﬁ'}:'ﬁfﬁ!

=




