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EnEEERRE
Bo)LEmMI mPHEEE A. D. EBNE

1 JEHE

APRUERL E T 224 L& b A FL s R 4EAE = AL D BRI E T v

APRUEE T 2240 ) L& i AL P 4E 42 22A. DL BRI GE .
2 HSEMsIRxH

ABRAE 5 BSOS T ABRUE N A& AN TIPS H AR5 1 SCeF, A H 3 koA
EHFAPME. FLAAEH RSSO, LB CRFEEITA B SCR) & H T A IE,
3 [mIE

WAL G, A MBRZEE, 44 RA. EH A GRS B, AhbrvkE & 4iE ZDH IEA e
)G, RO GRS, AMREEE &
4 RFIFAR R

BRI, AT AR At e sl DL RS, 7K N GB/T 668250 5 i — 2K /K
4.1 a-JEkl: B J)=1.5 U/mg.
4.2 TIKEREREN
4.3 SN tikal,
4.4 L. Ak,
4.5 ALK : RIS AR S AL AT 250 g, N 200 mL 7K % #
4.6 Aiyik: WERE 30 C~60 C,
4.7 HEE. figa,
4.8 ECkE: faifal,
4.9 Ik thialkal,
4.10 YR C Ol (15gL) .
4.11 4YiEE A, D. E WdEATR

4111 Y5 A VBRI (EEEE) (100 pg/mL) : KEHIFREL 10 mg [H4EA: % A bRt gy, 2%
(4.4) FIRHHERT 100 mL AT .



GB 5413.9—2010

4.11.2 4EEREMUMERE S CaEBW) (500 pg/mL) = AEHHFRIL 50 mg (4EA4E R E b, 4
BE (4.4) WEHFEART 100 mL FrERRIHE T .
4.11.3 YB3 D, FRdEfE 7 (100 pg/mL) = KSHIFREL 10 mg HI4EE 2 D, brdE sy, 2B (4.4) %
R IFE 2T 100 mL A A B
4.11. 4 4R Do ARHERE A (100 pg/mL) = KERAFKHL 10 mg (U4EER Ds bntfldn, HILEE (4.4) %
IR T 100 mL KRt BT

E: 4EEFAL Dy BRRUERERIBIY-10°C LT B GAEAT o« AndE ARG T ATIEC Ao FRvflfis s s T i e, Lk
A

5 (UEFEEF
5.1 ERGBAHETE, TR AMEIEE .
5.2 NEEZEKRA.
5.3 [HEHLIBFERS: 20 C~80 C.
5.4 AWML,
5.5 Bl FiE=5000 /3B
5.6 FEff: 60 °C+2 C.
5.7 R¥: &N 0.1 mg.
6 DTE
6.1 iXAEALIE
6.1.1 &iEMBYRAE
PRI A 2057 () BRI FEZ) S g BB AR RAEZI50 ¢ ORR30.1 mg) T-250 mL=# 4, Al g o-
TEREE (4.1) , [EAARRFETE 2950 mL 45 °C~50 CHIKM g, IREWAERE, = %k, &7T
60 ‘C+2 ‘CHFEA (5.6) WNE57730 min.
6.1.2 AEIEMAYAEE

PRI A 2 ST TR 110 gaURRAREZ150 ¢ ORFIMEI0.1 me) 1250 mL= S, (A RLARE
T 2150 mL 45 “C~50 CRMEILEM, R

6.2 WYL D MR 2 R IR ECR 52
6.3 fHMKAH &

6.3.1 12fk: T IR BEARFEETR P INAZ) 100 mL 4E4: % C M OEREWR (4.10) , Ze20 A a
25 mL EAEALBIUKEEH (4.5) TRAT, TN HiFEE, RAHEH R, @5 BIRIE. 1000 mL FIFept i
NZ1 300 mL 7K, KRB e tEin g ik as (5.3) b, uKIEEsHIfE 53 °C 22 CI, B =M
P, WA 2 45 min S5, U STZA 13 56

6.3.2 {RHL: FI/DE MK AL A E N 500 mL 200, N 100 mL A7k (4.6) , HERE
3, HAG R IE, W N RGZ 10 min JEERE N, AT — 500 mL 2 Sk, % Bk
JPEAT S IR A . A IR, R KVEZ T . BEVRE I JC KB BRI SR K, JEBN 500 mL
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By, Thek 28 kA BAE 40 C+2 CARASM FARIT T (LA RVFZET) o FRil A ik
2 10 mL FEHEH, E7F.

6.3.3 M AR HEFIFLI 2.0 mL A lERABURNRE A b, FRHEFIFEEL 7.0 mL A i kA 0
AB—IRE B F, K E T 40 T2 CHRIEMRAL (5.4) 1, Kl A R B A MBI T ke
A TIN50 mL FEE (4.7) , PRGEMARE. 3 B i 2.0 mL IECHE (4.8) , IRGHEMRERA.
PRE A AR B DIAME T 5000 /20803 5.0 10 min, HUHEE £S5 A &R
4k AL B, BEARNEYEEZ D.

6.4 ME

6.4.1 HEHZREA EBNE
6.4.1.1 @ikSH 44t

O3 FE: Cigh, 250 mm x4.6 mm, 5 pum, B¢ &P RSN (054,

WA R 47 .

Vid: 1.0 mL/min.

KiK. 4erE%A: 325 nm; 4842 KE: 294 nm.

Fiil: 35 C+1 Co

HEFEE: 20 uL.
6.4.1.2 4iE& A, E b th&R 2%

Oy BIVER B 4 2% A brviERE A5 (4.11.1) 0.50 mL. 1.00 mL. 1.50 mL. 2.00 mL. 2.50 mL §*
50 mL FREA T, HOREE AR RS . MARHE RS TARBAEE 73514 1.00 pg/mL. 2.00 pg/mL.
3.00 pg/mL. 4.00 pg/mL. 5.00 ug/mL.

Iy IERI B A4E A 3 B ArviERE 459 (4.11.2) 1.00 mL. 2.00 mL. 3.00 mL. 4.00 mL. 5.00 mL -
50 mL BRI, HORERRZIER « WhRHER S TAEBIKEE 73720 10.0 pg/mL. 20.0 pg/mL.
30.0 pg/mL. 40.0 pg/mL. 50.0 ug/mL.

AR AL B ARHE AR ANl O (el B2 0Lk B) 15 206 = (BRI AR ) o
DAV (U AR A A A, DAYEAE R AL E AndE TARIROIREE AR i 2 44 3 AL B ArdE k.
6.4.1.3 4iA% AL EiRFERIIIE

PR (6,33 AR TN b, #3306 v (BT AR, AR 25 B bl it e 153 21045 I
il KA. BRI .
6.4.2 HHZEDBINE
6.4.2.1 443 D ARl 1L
6.4.2.1.1 AikS2 5.

Ry FERCKE, 150 mm x4.6 mm, 5% L [FIA5E PR RE I (A

WENH: ke (4.9) HIESkE (4.8) AR HRES, FHLMBD400.8 % in N FNEE (4.3) .

Wi%: 1 mL/min.

WK 264 nm.

FEiR: 35 °C £1 C,

HEFEARR: 500 pL.
6.4.2.1.2 0.5 mL4E: ZDhrvfEE 5 (4.11.4) 710 mLELIERE 1, 7840 C+2 CHRIREMRAL (5.4)
T BRI TS mLIE ChedR G i . BOZIE IS0 pLyE AR (O REA R e, B e 4E 4 DR B I 1]
SRIGHE500 pLAFIIE (6.3.3 W BA) JHANWAR G, AR 4k AR S DARHE R R B I (R CAR 4k 22 25D
oy TaECT . Bl CE 140 C+2 CHAT T IEMAC IR, BURAEFIINALO mLHEE (4.7) , 5%
WP, WA 24 DI E W
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6.4.2.2 4EAF D WE I
6.4.2.2.1 ZHMEIEE&AM

ORERE: Cighl, 250 mm x4.6 mm, Spm, BEE [FZEPERE OIS

wmaAH: B 47 .

WH: 1 mL/min.

Kl K. 264 nmo

FER: 35 °C £1 C,

HERE R 100 pl.
6.4.2.2.2 FbrifE £ 2|

I3 IER L 2 4 25 D, (81 Dy ArvEfif 409 (4.11.31 4.11.4) 0.20 mL+ 0.40 mL. 0.60 mL~ 0.80 mL-
1.00 mL - 100 (R a7 i, FHOBE R R LR . WARE RS TR 254 0.200 pg/mL.
0.400 pg/mL. 0.600 pg/mL. 0.800 pg/mL. 1.000 pg/mL.

3 YEAE R Dy (8K Dy) AR TAERE NAR b, 9200w (Bgmsl), S0k B, L
g v (B U T AR A A AR, DAZEA: 38 Dy (5K D) ArdE T AR JE A B AL AR 23 ) 2 AR i 2%
6.4.2.2.3 44 DRI E

W A 2 DI E AR (6.4.2.17CHE) 100 pLyE NEAR G IECT (k2 WHB) , 335 (5
WETRIAR)  ARFEFRUE th 245 2 44 ZDIE Wb 44 £D, (iDs) k.

YErE 2 D [RICR I e 45 FAc N RICRIE IERF f, AR g R AR (), W4ERERD T &
M 5E 25 RRATIZIE o

7 DIERRA
7.1 HEZASENITE

YR A S (D T
x G x10/2%x5%x100
m

A

X—— e A e, BAAROERT  (ug/100 2);

C—— MFRHE I ZR A B 4E A 38 A RPN IR, SR TOT R =T (ug/mL);

m —— R E, A (g) o

E: 1 pug MUEE =333 10 4% AL

PLE MRS AE R SRAG I P A7 e g5 R ISR P IMER R, 85 AR = AR
7.2 HHEZEDESEWITE

Y4B D SR Q)

€, x10/7x2x2x100
mx f

X

SV AR

X—— bz D, (BDy) BRSO . (ug/100 2);
c——MFREIF B LEAE 2R D, (8 Dy) APV, S e Tt (pg/mL);
m ——FE R, Ak (g)s
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f—— AR E A
E WURE YA R D S R LIYEER D M D S R

DL A2 MRS N RAS I 5 VO 2 &5 I ARSI RN, 45 AR B AL T
7.3 HEEERE
HERE SR Q) I

X=CsX10/2X5><100 ............................................................... (3)
m x 1000

A
X— AR E (-4 %) [Py, A =k v (mg/100 g);
% E FRIUR IR, SR A e B2 T (pg/mL);
m——iFE 1) i %‘z%ﬁ (2
DAHE SRS T RAF I P OB AL 58 45 RIS ASP BB R R, 25 SRR B = T

8 HEE

TE F A 4 1E T 3RS B RIS I 5 45 SR 2 224, 4EE RA . EATSEEE AR BMERI5%, 4
L ZDA I FE A0 %.

9 Hf

APRUERT R : 4EA2 38 A 4 1 pg/100 gv 4423 E 4 10.00 pg/100 g 4E2E% D 4 0.20 pg/100 g.
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Misk A

(FETEM R
AR IRRERIETT A

YErEZAL Dy ERvEMH S IBIACH G o B TAIE, BRI LT
A ZRAL Dy ERHERE SO TR0, 2 RREA RS A3.00 LR LE e, R4 E
A E 2 Y- FABOCAE, LRANGE R RAFRATINGE, MR 2 s S e AR .

B ZRCERNEFH

FRUE IIAFRAERE R (UL Lot E gy Wk & (nm)
MR (AD \Y, 1835 325
a-EHH () \Y 71 294
EMEA I EE (DY) \Y% 485 264
RS ALEE (Ds3) A 462 264

WLV 545K (4):

C:ix
E

e

C—4AEZA. Dy BIKEE, BAAwRZTE (g/ml)

A—H4EE AL Dy RS AMROGAE

V——IAbRHERE SR B, AT (Ul

E——A. D. E4E/E#1 %Lb O RE
—— bR HEAE SRR AT EL

3.00
V x107°
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Mis% B
(ERMEMF)
FREmIRE B ILE
WHEA, E. Ds DARERGIHEEILE

YR AL E. Dsv Dy b iU (il UL B.1~ 18] B4

0.0304

0.0257

0.0207

20015

0.0107

0.005

e e L A o e L e L e e N B
1.00 2.00 3.00 400 5.00 6.00 7.00 8.00 9.00

il

L NS A o s
1000 1100 1200 1300 1400 1500 1600  17.0C

Y RATERIRIERIEE

0.0187
0.0167
0.014]
0.012
0.0107

=3
<0.0081

0.006

0.004]

0.002]

0.000]

N e e L e e e N B
1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00

o

L e e e LN o e e
10.00 11.00 12.00 13.00 14.00 15.00 16.00

B.2 A EEfrEMRGHEEIER



AU

-0.0002]

-0.0004]

-0.00067

-0.0008-~
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0.0018
0.00167]
0.00147
0.0012
0.00107
0.0008]
0.0006]
0.0004
0.00021

0.00007

1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00 11.00
L

B.3 4“4 ED:IrEMIBRIERILEE

12.00

13.00

14.00

15.00 16.00

0.0032
0.00307
0.00287
0.00267
0.0024
0.0022
0.0020
0.00187
0.00167
0.00147
0.00127
0.00107
0.00087
0.00067
0.0004
0.00027
0.00007

T T T T
1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00

B.4 XX DIMEMBEERIEE

14.00 15.00



