GB/T XXXXX—XXXX

6B/T 8573 (SRABRITHE BEME) EiveT
SRR L8

—. fEE&KRIE

[ bR HEGB/T 8573 (SR LA} F 25 B s ) I FRABT AR B AR 2 S0 “ 06T k2014
EHHEE SARERNS T RIAE AT, A5 N20140464-T-606 )R 4w . Ak d b 7 7
AL T BCA 4R, BRI e A TREBEMARAR . RBH TR, BRTA R
WA IR FURE LU AR 7 i SR M A IR AU e TP 4 7 i O M R T A e 5 B BB
BT, Al SRR 3R B AR HE A BORZE 5142 (SAC/TCL05) JHIH, HHI20155E 58 L

—. gm0 B AR X

BEAE R B h—FpE R R LR, SRR ACR AR, AT, ik, &
BEAEEL T R IR, TR R B R, R BRI R R, B R A I AR A T —
DO RAE M EE TR, PRE . ARAS AT B BRI, & ORBE LA 2 2 ) i 1) — AN 5%
BRI, PRI WERR. FRORIVEIN RO R GRIERTRTIE, WK MRS, NAEk
AEPE AR R I TR R AR RN EA A AR, R IR

H i GB/T8573 SIRLKIHBE S EMINE, KHIMEMHITENE &%, GB/T22923 ILRIH & B,
B E BTN E S, B R I E R AU LB BEE R AR A i e, PR,
B e S TR AE R R A 0 S BONAL SRR AR (K R a3, SR FH e A S A WA Skl o5 B O AR
MHA R R R o

=, EASMERITIERIBER

H A B 9 AME R R B S AR I vk R AR A R B TR R R
Forh 5 B R SR R P v A DO Bl S B e vz — B H AT IR AR
e 3i R P B R % B Ao T OO e v, Forh R K. AhRuEE R, S TR
GG 2 SIRAER B S B E, R IR i ah s, JERA R I R A

. FET/EERE

KR G ) A FR R I B A2 2 TR A A PR A w3

L AR N, fRE I RN, BT R,

2« AT, HETR, b E SR AR

3. RIS PEIEBERAL, RV S KA

4, @ EE MR, HE IR
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5. @I bR BSOS, BT TR I HERRTE

2014 4 12 A, SERARHEIIAI IR MARHERE S, 2 RAERA RAGI MBI TR, B RAER &
WA Sl ui B s 2015 45 8 H AT ASE S50 = 5 iE TAE, W 3R fiEska WAe, 2015 49 H
8-10 H, A AERHAI e BRI bR e AR ZE RS HGUE AT T 2015 4F58 ZIRARHEAESR 2=
W2z, 2 b5 N GUHZARIAER & WARET T R e S B SR . 2015 4 10 A, 148
WL, FRIRANA TS, SEEIBR T Ik H .

T B FAFREEEMRA

Lo B SR AR A

MALZR S TERRS 7R ARMIL T8 VLG R SIS AN (A B R US I ST TR ILREE iy, 5 i
AT AL B %A 218 GB/T 8571-2008 FRufE) 2 BE i, X TWRAANE L AT 5 5 BELAEAREE

2 PRHUA L%

Al —#¢ i ] EDTA —8A¥ . 0.5mol/L FRERVAWR . 20g/L FriEIR = R VA Ak, HEV%

T E PR B H AT 20k, 5% GB8573-2010 R 5E 45 Sk AT 6 EL, 7 B BB -
* 1 REA MR LR

. EDTA 25 ERRR VAR IR EX IR BR TR EL

HH — —

. (BLEH) 53R 55

=1 gE R, g8, _
ZR% TRZE% PR ZE %
5.16 5.19 0.03 5.11 -0.05

D040 5.13 5.17 0.04 5.16 0.03
5.17 5.20 0.03 5.14 -0.03
10.45 10.57 0.12 10.41 -0.04
10.47 10.52 0.05 10.43 -0.04

D041
10.43 10.58 0.15 10.44 0.01
10.49 10.54 0.05 10.44 -0.05
20.50 20.75 0.25 20.61 0.11
20.50 20.78 0.28 20.62 0.12
20.61 20.70 0.09 20.56 -0.05

D042
20.58 20.69 0.11 20.59 0.01
20.63 20.81 0.18 20.63 0
20.61 20.76 0.15 20.57 -0.04

M1 ATUAG 0 SRR AR B 4 SR IR 2K, e A VR 25 <0.20% A BEK .
PP BRI I AE SR 22 7E VP 22 BERVE B N, 153 3RO O AT IR BRI I AT 1 o

KN /30 s Wi =

e SO IR —#F SR EDTA R R ATERRRIE VA EDTA ¥R (60°C) 7S

7 10min $2H, FEVRIE IR A X8, 51% GB/T 8573 BUAT A eI 52 45 R BtATxF Lk, #
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SEFEHUT
* 2 FPEERAEECS E bR
2R BHER/% (B R 75 $R U %o EHErMmE
A009 5.58 5.50 -0.08
A011 13.69 13.58 -0.11
A012 13.89 13.76 -0.13
A013 13.78 13.85 0.07
A014 8.99 9.08 0.09
# 3 EDTA A 2 H 10min 5 EFr b
Rame | memmes @i | COTA AR S
(ICP %)
C069 9.11 9.03 -0.08
A007 15.84 15.30 -0.54
Alll 18.31 17.61 -0.7

PRI 3 EoRgs RABA, BT @R ). R IEAREL L S0 IE, 45 R ML 4.
A JERFEIU A H

EDTA A7 SRR & Rl 45 R %

i B 105 | B 205

Sl mE 0as | R0 | B ONE | B RER | BERI% (Hi
ag | B

A007 15. 42 15.51 15. 41 15. 44 15. 84

MK 2. £ 3. R4AWUEH, RAERERS 10min $2HS HRFRER GHRIUTLE, 255%
TE SR ZE7E SO VR 22 <<0.20% 10 ZERIE P, UE B8R 75 SR U] R 9B & S 0, 1R A EDTA
INFAGEFE 10min $2HU E AR R GO L, 85 R KT IE fufl 22 S0 VE 22 <0.20% 1 ZER G A
(7 B S P AR U IR, AR ZE TSR T Ru i 28, R EDTA IARIUA TR E

A RIS R B

[l — R A — SRBOGARRT AR R R P S [ 1 75 S U ), Sy e 4R R I R, 5
% GB8573-2010 ZER M E 45 AT X EL, 1€ Fe AR BN ]
R 5 PRI A LA

Fa | AE B Smin/% | A 6min/% | A 8min/% #BFE 10min/%
wmS | % ZR | RE | 4R | RE | R W= R Wz
A032 | 5.30 5.11 -0.19 | 526 | -0.04 | 5.8 -0.02 5.23 -0.07
A034 | 498 4.65 033 | 490 | -0.08 | 4.92 -0.06 4.98 0.00
A035 | 5.50 5.16 034 | 545 | -0.05 | 5.42 -0.08 5.52 0.02
A007 | 15.84 | 1545 | -039 | 1590 | 0.06 | 15.90 0.06 15.80 -0.04
D042 | 20.58 | 2022 | -0.36 |20.50 | -0.08 | 20.55 -0.03 20.63 0.05
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M3 A LLE H, KRB Smin 5k 22 H R VFZE<0.2%, A 6min. 8 min . 10min
5 FE AR AERT b, 5 S IE A0 25 1E fo i 25 <<0.20% 0 ZE RGP, 1 JA) - 6min. 8 min B 6. 5
e, IR FEEE 7 6-8min.

5. AR e 1

SR FIAS [F) BRI 1 SR MERRE S BEAT AT R R 75 6-8min $2HUS E&EZENIE 5 GB/T 8573-2010
TR 52 45 AT B, W AN R R P58 R L

x 6 AEER L

EDTA EWEm | HEmmsn | WE

HERS | maw/ER | R (ERE

BEIR

€069 8. 94 9.11 0.17 T e — &

PRER S WEIR — 4

€070 9.26 7.08 2.18 . X N
PHEEBEAE 1L IR AN

€071 9. 28 4,64 -4.64 FHEETE AT
C072 10. 88 8. 58 2.3 PR S
C073 8. 32 5. 82 2.5 puR I

TE s & A
A014 8.99 9.08 0.09 X

T e — 5%

KOTLIEH, RAAFBRB R EN . PR 8. PRIt ey . mukRIe.
TR — e I S B EAT IR T LY, iR A AN AT BRI — B N BRIR 1) A EE I e
HU, WERREES . PSEEREAC. I BERRES AR S AEAE T AR R S 6-8min FRHL.

6 M5E TV e 4%

6.1 [Fl—# ik ] EDTA “8ARE%IRAG 5B TR SEHES GB/T 8573-2010 ZKiE
(A R B, AT LRI, B RS R B 5 9

7 WETERIE (EDTA #2580

o ICP 45 ICP 4 B
# BEEZEER | 7 % = (213nm) % =
D043 22.12 22. 00 0. 12 21.85 -0, 27
D044 23.15 23.31 0. 16 23.08 ~0. 07
D045 23. 04 23.38 0. 34 23.19 0.15
D046 5. 34 5.53 0. 19 5. 45 0.11
D047 5.27 5. 47 0. 20 5. 38 0.11
D048 11,18 11.37 0.19 11. 15 ~0.03
D049 11,13 11. 46 0.33 11.23 0. 10

MR T ATLVE , SRIAE TR SDGHNE 5 E VAT XL 7 HAEE A 1 AIE 7R 2=
PFZE<0.20%, HAR 6 HBIRARVFETEIN, M B E R AR mT > R 22 3 Bl 55
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B RICEE R ATATH, W5 EDTA 8AEN$REUR, TEh B R, W AR
SHX A BRER, B RHA .
6.2 [Al —HE A AT BB B A 3R B, S5 i R HOE % S GB/T 8573-2010 RN E 1A 5B
AT LR T W E 77

8 ME LRI FriEERIEE0

AR HEES ICP €% WZE

17. 46 17.38 -0. 08
D091

17. 40 17. 34 -0. 06

20. 33 20. 15 -0. 18
D092

20. 35 20. 16 -0. 19

17. 62 17.74 0.12
A081

17. 68 17.70 0.02

17.81 17.89 0.08
A082

17.93 18. 03 0.10

11. 15 11.10 -0. 05
A089

11. 20 11.12 -0. 08

16. 36 16. 69 0.33
A113

16. 37 16. 53 0.16

4. 26 4.19 -0. 07
Al15

4.29 4. 23 -0. 06

9.25 9.41 0.16
Al121

9.29 9.38 0.09

8.92 8.98 0.06
A122

8.85 8.95 0.1

5.39 5.39 0
A119

5.41 5.35 -0. 06

5.14 5.29 0.15
A123

5.21 5. 20 -0.01

6. 82 6.75 -0. 07
A120

6.79 6.70 -0. 09

12.75 12.81 0.06
Al121

12.70 12. 83 0.13

12. 62 12. 68 0.06
A122

12. 58 12. 63 0.05

13.54 13.55 0.01
A125

13. 58 13.60 0.02

13. 16 13.31 0.15
A126

13.28 13.35 0.07

5.27 5.15 -0. 12
A020

5.20 5.12 -0. 08

MK 8 ATLUE H, AHFEIRRIOT SR, RASEE T R IEEA S ERVA T E #EAT X L 34 1%L

5
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A 1 AIE U2 R VF2£<0.20%, FiAk 33 BHRAE RVFZIEH A, BB AR IR T >
HARZE R B, WS I B AR R Ve A, WS 7 A AT .

7 IR E J5A i3

] —FE A A AR VBRG], B 6-8min SREUFE M PRKVERE, SRR R

125 GB/T 8573-2010 ER I 5E FI 7K 1 &5 =

2 9 KN R T L
A BEEE% ICP JU5E % B
D092 18.19 18.03 -0.16
Alll 16.55 16.69 0.14
A123 11.10 11.21 0.11
A086 8.68 8.59 -0.09
D088 15.10 15.02 -0.08
A007 14.24 14.16 -0.08

M9 T LLEH, &3 TR REHEIEES GB/T 8573-2010 ZR I E 45 FaArxt b, 45 H1E 6
i ZE7E FOVF 25 <0.20% 1 ZE RGP, A 0bk 8 75 40 R VR R v e K Vs SR P 45 8 1A R o i
VR E SR NEAL KV B B B WTAT I

8. Tk

R TR SRR R B S, R HON RN, ANIE A BB e e
SR, DRUWAEI B RS IR, SREGI NN B EEHER (W R R 150mL AP, bRk il 22 ZR
DA T B A B ETR], /> AR A o

7S5 FYERAE

(=) BiEEHRE

1. WEBIGUERE: T ER R R A IR RS2

2. HMERES RIS

A B AR UEAEAT A OCHLE 14 6 Z0 BE BT AR 9250 S5 E AT 7 VERIE,  BERS INgeiE
PP, AR S 7 VA B R R P 1) R RO G R, ) 7 Y BAE R R
SRR, SO UERCE - A AR LSS, AT SEBRRE S A TN AR, BRI Ty
IOV HHR AT 255 T R

(1) B 7€ T3 1500 54T

(2) R HTTIRINE T S A RIS FHRE i, I 5 B0 E B AL B 5 BV I [

(3) fETFJETTIEIAERT, 25 7R AR RN A NGB S AR TR R B P IR, R

HIEE;
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(4) J7EIRAE R FEFTF A BT R AR (S B4 LA IR0 R 5 7 1R A G BER
(5) HLTTHATERE 7T .
(2D WIEER KA
1. J7 ¥ i S Ak 3 AR H R
AR Bl B B KT R R A B R M O A Pobr v ARV R A, LU AR vE ARV
ARSI 10,
10 T B E TR R IR (ug/mL)

s 1 2 3 4 5 6

W (ug/mL) 0 2 4 6 8 10

WRIEE 10 REHIBEPR M LA RT . TERAGII &M P AT RO TAE - R 525, [BIRTFE N
Conc=a*I"3+b*I"2+c*I+d , MKAF _1°=0.99999 . ] WAEZFRERIZ TAEWE R R VIV E N,
ZEVESC R R A, T LA 2 S IR AR Al B (K o 75

BOESE 11 UCPAT I E 560 2 VAR 45 53, R bR 18 5 B A 22 Kk (TUPAC) FHE

CR HEBR A5 T 3 A A R 2 i LA R br e 22 LG Emfk 2R D 7 B2 AR ) T S8+
PR RS 1% ke BE ARV R IR R 0.0216mg/L I ARR O N

0.1037mg/L__ .
2. JFEREE
FEPRASRERE S b 2 B A RIS (8%, 04T 6 UCPAT RIGRSS, 253 11,
11 ECERIES R (n=6)

FERE | b E MR (mg) RSD(%) | EIZE (%)
(mg) 1 2 3 4 5 6
1 4 10.08 | 10.11 | 10.05 | 10.03 | 9.92 | 10.05 0.65 101.00
8 14.16 | 1411 | 14.09 | 14.05 | 14.08 | 14.05 0.29 101.13
2 4 16.04 | 16.04 | 16.08 | 16.10 | 16.03 | 16.12 | 0.23 101.71
8 20.13 | 20.08 | 20.11 | 19.99 | 20.01 | 20.04 | 0.8 100.75

FHR 10 AT 0L, B0 [RIICRTE_100%~102% 2 18], i 5 i e s o R 4T
3. A—LREREEE (EEH

[l — R e A —SER = A 6 YONIE (P A5 B EDTA FE 4 HL. ICP W58 ). L pA
FEISHRE S 23 S AT I 5E 6 YRPT A 7 VG 85 B, 1) 4% SRR WM s MR} e 0 280 & I B e
W% RLF, W 12.
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FEM 1 (D 088) B 2 (D 089) B3 (A145)
L BLVS/C R R RS ) (EDTA &%)
1 18.13 11.28 13.58
2 18.06 11.14 13.59
3 18.15 11.03 13.48
4 18.18 11.14 13.45
5 18.14 11.10 13.52
6 18.11 11.12 13.60
SEH44E 18.13 11.14 13.54
P2 (%) 0.04 0.08 0.06
IR HER 22 (%) 0.22 0.74 0.46

4 [Fl—SEhe = AT YRR 2= 70 AT

[l — A, EAS [ A A P AR IR B 75 51 EDTA RIS, 58 R eHEE RNE, bt
A SERE AR I [R]— SR = P AT PR 22, S5 RAR 13, 3% 14,
R 13 A —sele S P AT w2 s CRy R B A5 4R B ICP &)

FE 5 AT FAT P47 FAT P47
A By B Efr C Bfr E Bfr F B4
Ge mZE PRz Wz RE PRz
20.29 20.55 20.19 2027 20.22
D092 0.16 0.03 0.04 0.00 0.20
20.13 20.58 20.15 20.27 20.42
17.92 18.28 17.62 17.81 17.91
D 088 0.03 0.01 0.48 0.15 0.12
17.95 18.29 17.14 17.96 18.03
18.41 18.55 17.64 18.04 18.32
Alll 0.08 0.17 0.42 0.25 0.10
18.33 18.38 18.06 18.29 18.22
15.88 15.62 15.35 15.72 15.79
A 007 0.13 0. 07 0.18 0.16 0.09
16.01 15.69 15.17 15.56 15.88
13.7 13.52 13.23 13.25 13.14
A 123 0.06 0.08 0.09 0.05 0.16
13.76 13.60 13.14 13.40 13.30
11.3 11.1 10.50 11.14 11.09
D 089 0.06 0. 02 0.34 0.17 0.06
11.24 11.12 10.84 11.31 11.15
9.56 9.94 9.63 10.02 9.66
A 086 0.55 0. 07 0.18 0.01 0.06
10.11 9.87 9.45 10.03 9.72
6.81 6.66 6.59 6.54 6.68
A 089 0.04 0.03 0.22 0.16 0.04
6.85 6.63 6.81 6.70 6.64
5.04 5.15 4.9 4.95 5.01
A 087 0.04 0.11 0.04 0.01 0.02
5.08 5.04 4.86 4.96 5.03
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14 [Fl—sLie S AT W ZESEE (EDTA 723 20 ICP i)

F _ _ _ _

et X - X FAT . 4T | DB | PAF | EEE | CPAT
T AL | 7 | BB C Bfr N N

=1 WE IRE L | wE | L fw =

ImE

20.59 20.55 20.26 20.53 20.42

D092 0.02 0.03 0. 06 0.19 0.08
20.57 20.58 20.2 20.34 20.34
18.35 18.28 17.9 17.12 18.00

D 088 0.11 0.01 0. 26 0.17 0. 00
18.46 18.29 17.64 16.95 18.00
18.28 18.55 17.95 18.67 18.25

Alll 0.01 0.17 0.21 0.17 0.08
18.27 18.38 17.74 18.84 18.33
15.82 15.62 15.47 15.87 15.92

A 007 0.08 0.07 0. 39 0.05 0.13
15.9 15.69 15.08 15.92 15.79
13.61 13.52 13.05 13.54 13.21

A 123 0.01 0.08 0. 00 0.33 0.11
13.62 13.6 13.05 13.21 13.32
11.55 11.1 11.14 1121 11.45

D089 0.04 0.02 0.16 0.17 0. 04
11.59 11.12 113 11.04 11.49
9.89 9.94 9.55 9.85 9.95

A 086 0.36 0.07 0. 04 0.03 0.25
10.25 9.87 9.59 9.82 9.70
6.88 6.66 6.53 6.61 6.77

A 089 0.22 0.03 0.01 0. 24 0. 06
6.66 6.63 6.52 6.85 6.71
4.61 515 4.91 5.04 4.99

A 087 0.19 0.11 0.10 0.06 0.09
4.80 5.04 5.01 5.10 4.90

MR 13, R 14 F, FEFRIDGEENE ZE =, 65 = 5P AT 2 40 E
N 0.55%, 95.5%HIEHRELE 0.0-0.4%2[7], 90 ZHE A 2 HEE- AT W Z KT 0.4%. br
HERA E AT X I ZE A KT 0.4%.

5 ANFSRH = M BT

N[ S5 B HEAT AP RR 75 B EDTA R IRIUG , 5851 RS et A g, 4 Wrif s AN ) 52
WERNZE, SRWE 15, £ 16 (WTFID.

M 15, £ 16 BAF LI R AMLZEN 0.91%; HA4r2% D088, A1 I A 74 Kb K,
Horh 17 HEGRE, A 2 HEAR RIS 0.6%, ML EHHEY]E AR S5 % (8] 46) i 25 A K T 0.6%.

VO TS ARUE G 2 AR RAE R ZE I, A 28



RIS AFLEE IR S I ICP W) &5
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BRgm | BAHE \ \ X X X FrdE | HEXHR
- ABAT | BEAAL | CBALY | E B4 | F AL | 1RE .

5 7 TRES | HERZE%
D 092 20.33 | 20.21 | 20.57 | 20.17 | 20-27 | 2032 | 0.40 | 0.14 0.69
D 088 18.13 | 17.94 | 18.29 | 17.38 | 17-88 | 1797| 0.91 0.31 1.72
A 111 18.31 | 18.37 | 18.47 | 17.85 | 18-16 | 1827 | 0.61 0.22 1.19
A 007 15.84 | 15.95 | 15.66 | 15.26 | 1264 | 1583 | 0.69 | 0.4 1.55
A 123 13.14 | 13.73 | 13.56 | 13.19 | 13-38 | 1322] 0.55 | 023 1.75
D 089 11.15 | 11.27 | 11.11 | 10.67 | 11.22 11.12| 0.60 | 021 1.94
A 086 9.75 9.84 | 9.91 | 9.54 | 10.02 9.69 | 0.37 | 0.17 1.73
A 089 6. 69 6.83 | 6.65 | 6.70 | 6-62 6.66 | 0.19 | 0.07 1.10
A 087 4.93 5.06 | 5.10 | 4.88 | 4.96 502] 0.22 | 008 1.66

% 16 A[FSLG = (EDTA E% B ICP Mg ) 45 5%
A% | MEE FRdE | AAXHAR
C ABEAL | BEARE | CEARL | DBAAL | E2ANL | 1RE X

= ¥ WED | HEIRZEY
D092 20.33 | 20.58 | 20.57 | 20.23 | 20.44 | 20.38 | 0.35 | 0.14 0.67
D 088 18.13 18.41 | 18.29 17. 77 17.04 1 18.00 0.64 0.49 2.76

. . . ) (Si) . . .
Alll 18.31 | 18.28 | 18.47 | 0% 1 gre | B | 0us | 030 1.62

. . . (S ) . . .
A007 | 15.84 | 15.86 | 15.66 | 15.28 | 15.90 | 15.86 | 0.62 | 0.4 1.51
A 123 13.14 | 13.62 | 13.56 | 13.05 | 13.38 | 13.26 | 0.57 | 023 1.71
D089 | 11.15 | 11.57 | 11.11 | 11.22 | 11.13 | 11.47 | 0.46 | 0.20 1.74
A 086 9.75 | 10.07 | 9.91 9.57 9.84 | 982 | 0.50 | 0.17 1.69
A 089 6. 69 6.77 | 6.65 6.53 6.73 | 674 | 0.24 | 0.09 1.30
A 087 4.93 4.71 | 5.10 4.96 5.07 | 494 | 0.39 | 0.14 2.78

. RirfEo
ToTe A%t ) 1SO bt Bk AP HEARTHE o AL HH i RO 00 S 2 1SR P e P I e b e 7 DA S

4

BEAH IR 70 G LR BB IR B 70 e BV, HENEE ] TR B RIBE I E , B 81

A AR

FH R B B AR IS 0 e VR, MR & & 2, ] R A B RR B 38 0 e v . % H
D7V A T R R B i, B 3 G B T AT R R . AT R R R . 2%
FrE RG] (AOAC. CEN F1HA), HiFmBRAIFRE % EDTA %A, AOAC #%] EDTA

SFEIRELN 1:2 (R PRI A RO 3R BGT), 72 65 CHIZKH TR — /NN RIRHUA 2005 -

10




