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B S 304 FR A2 H OB ER it 5 XT241010

Aot MW & AAEENmk R Bl BRI H 1 20274210 H09 H

% HOH  JH 2024%£10H14H 3 58 e HoOMH 20244210 24H

o 8 W H O ZHEE, AW
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ZHEERE TR A R
1. BUFHK

JHERAIE: ARWEFERN T IAE (GB/T 21842-2008 4 & — HEZMINE) Jrikxt TIlE —HEE (CAS
T 111-46-6) FEACH BT (oK. BREFIFLED A Rk,

2. RHFTEE
BAEJTVEAERG BB (RSD%) #EFE (RD. 74 I BE(3SD%) 7% B E(10SD%) 772 A%
SE VAR AN R GuIE B 5 TRIPEAS [R) Ak it 22 o A Rt

3. WiFEFR

s

ST VEERAE, AR U T EAT o
3.1 Lot

Z:H GB/T 21842-2008, 73 ##HL 5 mg/mL AR#EfE 4V 2 mL. 1 mL. 04 mL. 0.2mL. 0.1 mL. 0.02 S |
mL T 10 mL FERHHFEER, EHE 1 mg/mL. 0.5 mg/mL. 0.2 mg/mL. 0.1 mg/mL. 0.05 mg/mL. 0.01 ‘
mg/mL IFRAE TAEM, BMKRENE 3 %, THREEIHRE 2, & 2 FFEMECREER, M E &I, —

3.2 K REAIERA

bR TS R XAt i 25 Bt oH BB R i, A R 30 Bl 1 3 AR v IR P Gl N IR IR R
1) % 2 ARt et R A BB AT Ik, B NR 2 6 W, TSP AR R R A AR 0 22 RSD%,
I R AT RSDY%, fif & HEAf 5 FIRE %5

MR AR HEFIRRIL 3 3 2.0 g FESL T 25 mL HLZE LG, 40 AR EL 5 mg/mL bR it 4 %W 0.1 mL.
0.75mL. 3.75mL J&, I 20 mL HIEE, 5], @/ 10 min, HHEEARZE 25 mL, FLH]EK 0.02 mg/mL.
0.15 mg/mL. 0.75 mg/mL HFIFE ISR, RIEFES, T 0.22 um JBE, EHL.
3.3 Jrikar R AN E Bk

BI AP RRE S, RERZRPEVE B RIR B (0.01 mg/mL) SRS EEAT AR, e 10 ¥k, 5 H
PrEDm 2 SD%, HEMTTHE H 777248 KR B LOD (3SD%) 1 J5 i & LOQ (10SD%)-

M R AERPRIEL 2.0 g #E50 T 25 mL RZELEAE T, BEL S mg/mL FRiERE KA 0.05 mL J5, HIA 20
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2RISR IR

RIGZ IS GT00172024505237-1 040 /0 80
mL FEE, %), B 10 min, HFE SRS 25mL, ECHIEK 0.01 mg/mL AERIER, REHERE, 1022
pm JEME, L.
3.4 RGN

N [ R 7 T[] AR B 2 HERAZ L 5 mg/mL bRIERE VA 0.16 mL T 10 mL A&, Bk

0.08 mg/mL brdE TAEM, ELEME 6 K5, IMriEER, 115 RSD%.

4. WrgER
4.1 Ak 56 F
et . ‘ o RG0S B
g | | Y| ke | R | RS AIUE RN
R HES M P | (mg/mL) (%[E1) | (%RSD) "R ML ]
(2) (%RSD) | (%RSD)
= 0.02 98.93 0.99
H | 0.9998 | 257801 | 665 0.15 101.16 1.73 0.99 0.02
i¥ 0.75 102.74 0.97
42 B RWIFEHE
paALs . . . F G0 N
g | BR[| e | e | one M
R AR A= IR | (mg/mL) | (%[A47) | (%RSD) MR RN T
() g ° ° (%RSD) | (%RSD)
- 0.02 99.82 1.68
H | 09998 | 257801 | 665 0.15 103.09 1.24 0.99 0.02
BE 0.75 100.68 0.47
4.3 FLREGAE B
o8 bk B ) . ZA G 3E I
g | BEE | mbek | e | e ot R
K ARA| P HEE | (mg/mL) | (%) | (%RSD) "L PRI 5]
() g (%RSD) | (%RSD)
— 0.02 102.24 1.01
H | 0.9998 | 257801 | 665 0.15 97.08 1.14 0.99 0.02
L 0.75 96.58 0.46

4.4 RG0E N E
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K36 52 ¥ 9w 5. GT00172024505237-1

LZEXEYIRIRIEIRS

050 /0 80
bR L N .
% s FRUE | FERTBRUE R
.| R 1 2 3 4 5 6 | ‘
FR Wz | % (%)
(mg/mL)
| 20709. | 205.7
20579 | 20663 | 20711 | 21050 | 20449 | 20803 0.99
. I 167 85
- i
H 0.08 k
N I 0.000
fi - 5.879 | 5.879 | 5.878 | 5.877 | 5.876 | 5.878 | 5.878 o6 0.02
J&]
5. BFgsw

9 0.125 g/kgo

BURE BN 2.0 g B, %IRRT I IR BE A 0.006 grkgs J7i2E RN 0.02 g/kg; ik HIEAR 2 &Ik

A K RN I 2N 98.93~102.74%, FE2 N 0.97~1.73%:; B 7 T EIULE N 99.82~103.09%, F %

FEN 0.47~1.68%; FLITAMEICEE AN 96.58~102.24%, FE2E N 0.46~1.14%; i N A FRAER Z: 0.99
< 5%; M B TE] R AR R vE R 22 0.02 < 2%,

PRV

(ARTLURZFD
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gze= SN ive )| FRE 5 e}
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PR

o -REREE 4 FRB IR TTE
1. VEf

RITIERE T 5 RO G B2 8 f e b o-RE SRR RESRAF . ABRAIZRM I & & .

RINEER T AR BRAFMEE. BURE. B, BBt o-RERTF. RER
T AR S & RNE .
2. HERE

B 52 F SR P PR USSR R RO il R G040 58, DO ARG I, AR £ B i i) i
WA e R, DUbRiE i ZRiA S

KRIPVEIFER N 1.0 g I, A IR o-RERH N 2.0 ng/g, AERHE N 2.0 ug/g, KMiN 0.20
ng/g, AN 020 pg/g; HAKE RIKE a-RER TN 5.0 ng/g, RERTTN 5.0 ng/g, KA 0.60
ng/g, ZBEN 0.60 pg/g.
3. W

PRAEYIDT: o-REALER . REALE . AR, RMARAEY .

HAmRA: — Bk, kg E

4. 488
B RGRAR TS ()75 B BS LC20A) , FRud el gy .
5. St B

(1) B AL 2R

HERPRIURE AL 1.0 ¢ CRERAE] 0.001 g0 F 10 mL HEZF b, FRREEMIF e,
720 min, ##EJEHUEE BIERAMILIER (0.45um) U8, BRIV T0E AN
TG I E HIE T AR .

(2) kS HEXAM

ERERE:  CigfE (250 mmx4.6 mmx5 pm) ;
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07d/080

g6 2 4% 5 GT00172024505237-1
FEdE: 20°C;
WA A: JK: B: HEE; JRBNAHBEMAR TR
i 1] /min V (A /% V (B) /%

0.0 95 5
21.0 95 5
22.0 55 45
43.0 50 50
48.0 50 50
48.1 0 100
50.0 0 100
50.1 95 5
60.0 95 5

JiiE: 0.5 mL/min;

R K

FF5 Ji R} 22 FR BoRBK (nm) REFBEAK (nm)
1 o-RE R 292 337

2 RERE 292 337

3 Al 298 345

4 E N} 280 318
HFEE: SpL.

(3) ik i el %

I3 BIFREL o- BE R HF 45 4 Fh FURHRAE 5 %% 10 mg GRS ZE 0.00001g) , B T AR 10mL A&
w, RS E S EZIE, B RIRES AN 1 mg/mL IR &AW FEEUS PRl i 25 %

HhN% S

U
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K242 GT00172024505237-1 08 /o8l

TRECHI AR a-RESLET . RESRER. ABR. ZRRHKRE 754 100, 100, 10+ 20 pg/mL PR A PR R
WEAf B BUA FEMR AR VR S bR UEVE R T 10 mL FLZEZFE LU (A48, B RO R FE TR &
PRt RPNEW, 8 15 min, F1 8 J5 B E3EBOE N B GRE A,  I5E g AR

e J5 R} 22 R TR EPRE R YIEBOIKRE (ug/mL)
1 o-AE R F 0.25 0.5 1 2 8 20
2 REAH 0.25 0.5 1 2 8 20
3 Al 0.025 0.05 0.1 0.2 0.8 2
4 BN 0.05 0.1 0.2 0.4 1.6 4
(4) MWz

FIORBE I (B E P, AU AR, ARIEAAE ML, 52T o-RERT . RERE . SR,

EN UL ic

6. ¥
pXV XD
W=
m
A

o——FEA AR RN & B pg/g;

p—— MR HE 243 ZI0F I OB RR I,  pg/mL;

V—HEdhE R, mL;

m—FE IR, g

D— MR 2 CAnRFRREN A 1D .
(ATELFZE D
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