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1 SEE
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25-$RFEAAEEALTE © (L) Collu0:oH:0 T, HFFRED) / % 90.0~110.0
) ) B (R 25-F2 FERRASALRESN) / %" <1.0
HH < S B 25
lo, 25— "FFENHEILEE / % AR
I FLAAN 0. 84 mm IARIETE / % 100
I
WIEFLA N 0. 425 mm FIRETE / % =90
KT/ % <6.0

a) FE 25-FR RIS AL T S B AR 25- PR IR IHAS AL IE X 5B LUK ol T B D SR AL T 26— P BEAR S (L ) 35
b) AR IS 26 FR R A AR IRVA R (1%) WA LE AL

4.5 THEIEFR

T A FR2HER .
=2 DHIEtF
T H e bR
S (BAAsTE) / (mg/kg) <2
r CPAPbit) / (mg/kg) <10
i/ (mg/kg) <2
5 B

$%GB/T 14699 & HAT »
6 MIEFFE
6.1 —RRHE

BrAES A RE, AL Al . Enk o K RAF & GB/T 6682 FiliE 11— 2K, oAb K
RifFE GB/T 6682 HLE =2 /K.
6.2 NS HIR

BUE SRS TEE TR AR, EAREL TURAAESES.
6.3 %3

$%26. 4056, WA (B. 4. 1) b B 200 OB I (8] S k5 v TAEAI (B, 2. 6) FIERILREE )
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6.6.1 {XFRRH

6.6.1.1 M RF: FEHNO. 1 ng.
6.6.1.2 FrERKITHE: fLAN 0. 84 mm HITH M
6.6.1.3 FrEREN: fL4FN 0. 425 mm [0 R

6.6.2 WMIGPE
FREGAREL) 50 g, N IRERTHH, IREE 5 min, U NAIFRE.
6.6.3 RIGHIELIE
FLFELLO. 84 mmfi Y3 N4 BT & E A Eomit, BUE%E R, AKX (D HHE:

wy =%X100 ........................................................................ (1)
A
m, ——0. 84 mm FHE MG FIRAAFE E, RACNTE (g)

m, AR, RN () .
RUEELL0. 425 9% R0 Mo, BUEDINER, AR (2) 9L

Wy = 2_: X L)) +erveeererererereremssnsesnsneseserereresesessnssnneneneseresesanes (2)
A
my ——0. 425 mm FEMIE R E, AR ()
mg — iR, AN (8) .
6.7 K4
F%GB/T 6435-2014H18. TIIRIE AT -
6.8 R
F#GB/T 13079 E AT
6.9 %A
FZGB/T 13080% & $AT .
6.10 45

F%GB/T 130824 & H47 »
7 RIS

7.1 4E#t

CIARFEIRPRL ARIRIZE P T2 JES AR a A — B A R [F] — RS PR 88 20 — S 7 o — ik, Bt
FEa AREIEL0 t.

7.2 WKW
KR H AN S R . 25-FR IR ILEE . K5
7.3 BIRKEIWE
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7.4.3 X0 H AR PR BUE H)5E 4% GB/T 8170 B L{E EL AT

8 #R¥. B, Tl MEMRERY

8.1 %
%GB 10648 E AT o
8.2 A%k
BRI TEEE . H. B, . .
8.3 T
eI R BT IEEER. H. WAk, AN 56 SHE EYRRIE.
8.4 Iz

AGNIAETEG B, Tk, Bk, Wk, AR 5656 EVRIEM.
8.5 {RFREA

RIT R BAHI= dh, FERUE ISt WA 20T, E A 22 R A ORS8N 55 7 b 2 Hh A B A R
JFRI—E



T/CFIAS 3040—2025

M & A
(R

REAREEE
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Wi RE{EL, mAu
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Mi & B
(e
252 E RS L EZ HON ZE

B.1 JEIE

WK A 8, PR, SO0, EHK265 nmF, AR EENE, M
EER.
B.2 X7t}
B.2.1 JK: GB/T 6682, —%Z&.
B.2.2 HIfE,
B.2.3 HIfE: thiali,
B.2.4 HE/KAEW (80%, AWFH%ED. EIHEESO mL, H/KEZRZE100 ml.
B.2.5 FREN VAR (1 mg/mL): FREX25-F2FEAHEGAL I — KL S 0hniE S (CASS: 63283-36-3, 4fi
FEAMET98. 0%) 25 mg CFEREZ0.01 mg) T-25 mLiAE A EIET, FFEE(B. 2. 3) IR 2 %I,
-20 °CLANRAY, BHRUH6NH .
B.2.6 FrERVIEW: HERFLEURHEI 278 (B. 2.5) 1100 nLiErtA A &I, H B KA (B.
2.4) FRER, MEBFARERESHINS. 0 pg/mLy 6.0 pg/mL. 9.0 ug/mL. 18.0 pg/mL. 60.0 pg/
mL 90.0 pg/mL. 150.0 ug/mLERUERIIE . 6. 2555 FE JHAGAb BE bR e 73 0 (it B DL AL 1.
B.2.7 fUILIEME. HHLAR, 0.2 pm.
.3 NEEIRE
3.1 ERGHAHEREAL, LA S AN SRS I #% BY B R R A DS
3.2 MR F: KEEENO.1 mgAH0. 01 mg.
3.3 K.
3.4 fHIE/KIRA: HENEL C.
3.5 Bl FHHEAETS5 000 r/min.
4 RSB
B. 4.1 IRHERIKRAHIE

AT A RS, FREGAFE0. 5 g~2.5 gilfE CFERiZ20. 0001 g) , B T100 mLEtR A,
ION20 mL7K, $85), BEMAER/KE TS AIE20 nin, BUHEAE R, IIAZ50 mLFEE (B.2.2)
20 min, FHEE (B.2.2) EARZIE, #5, W EREREETEO0EF, 5 000 r/min
B0 min, HUETEWAMILIER (B.2.7) id3E, &H.

B.4.2 JxE
B.4.2.1 #HEILESEZN

TBAH 5 22 26 AR

a) fifE: Agilent Zorbax Eclipse XDB” Cis, 4.6 mmX150 mm, 5 pm, B{PEREAH 2
b)  WshM: HEE (B.2.3) +7K=800+200;

c) Vii#E: 1.0 mL/min;

d) KWK 265 nm;

W wwww W

o

1) Zorbax Eclipse XDB J2HZHEIE (Agilent) BHEAIRA FIIRMAMCIEERRT M4 A ERREN 7L
SCFRIERI R, RIS % AT o SR HAR AR 20 i B AR R ORI ) I 55 207 il
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e) HFEE: 20 pL.
B.4.2.2 ®iERFEAMINIE

P 25-F 2 FEAHAG AL BE bR TAEVEM (B.2.6)  (REEZIN100 pg/mL) 5.0 mLE 10 mLi¥) E A2 hEik
HRET, RS, BT50 CHEE/KSY, BE3 EBE, AHERE. BBRENERES, 3
NIEREN, FBAH OS2 540 (B 4. 2. 1) #ERE6IR, ROt E. 6UGHFERE M ORE K, 25—
S LA A R 0 T R A o) B v AR 22 AN I 1%, L 25— 35 JIF A5 A T2 5 0 2.5 320 5 H 460 A 2 (4] 4 5 P A v
INFB. 0. WHEAARRN> B EER, FEEBRINMASHLLE, RS0 BERESR, 25058 MR
I8 e WA, 2.
B.4.2.3 ¥ 25- 2 EAB4ELERA IE B FNE

0 25-F2 S NE A5 AL AR TAE IR (B. 2.6), AR EIES 44 (B. 4.2. 1) #HTIE, /ilidss
a3 B R ) 2552 FERE A AL S (R IR I T AR GEAE 4. &l R E i 25— AL IR (L ik, g
SR A TEIEIE AR GEAE Ao

Eé%%%ﬁ%ﬁﬁ%(&4zz)%é%§¢,%2&%%@%%@%@%%@&%%Aﬁﬂﬁﬁ
25— ¥4 FE NE 5 A0 B (2 it 0 T AR C AR A’;re .

FERIN5E I T25- 2 FEHES AL BERS IE R F £, #2A (3) HE; ewkille PIE £ A (4) it
5o

Ai—A;

= Tl Tl ieeeeccccscscccnccnsecsccscccncnncasdssscsccccccasassccscscsccsassssses 3

fl A;"pre_Aipre ( )
6 .

f, = % ............................................................................ (1)

25 SLHL6 I 5E 1 B ARSI ME, R B =0 A 3T
B.4.24 E=E

TEACAR AR ST T, 2 IR TRV (B 2.6) KARFER (B. 4. D EHLINGE, 7326k
AR RIAE, AN E & o

B.4.3 RXIGEIEALIE
WAL 25— ¥R JLAH A5 Ak B LR B Fomit, Bl LA%RR, A (5) 5.

(ApreXf+A)XpsXV

wy = e X L QQeeeeeeereesrrreereecrsssssnrunnieiissiisninneecissinns (5)
A
Apre  —IAFEVEMR P T 2525 JEAT A P 0 T AR
f —— T 25— FRFENE A EE H AR R R 7
A ——UFE IR T 25— kI A5 AL I Ve T A 5
Ps — 25— FR SRR AR ARSI PRI, BN =T (ug/nl)
14 — IR, AT (nl)
Aspre  — 25— FRILIEAGALEEARHE ARV U 0 25—k JIE B P I U T AR
A — 25— FR I HE P A o A T A T AR
ms — AR, BN (g)
P — AR R E, BN AD S (%)
106 —ERH.

BIG R LATATINE A IR, DR = B .

B.4.4 1BEE

8
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Mt X C
(et
HH ok EEE A R
c.1 JEIE
Bl FER K BUE, H R, s O Rk 5, SRAMG I ZS A, DUAH S £/ B s 18] 52
P, RRETA R T P BRSBTS RT3 BRIV BT A (<1.0%) ; it B E
1 a, 25~ FR L AHASALEE ) Cauit g, DU €8 i g (R U TRV AR B /D F 1 a |, 25— 2 FERH A Ak B A o4 v v ARG DN
PR 1 U THI A o
C.2 XFIZ#rHt
brAESERE, AUE 2ol .
JK: GB/T 6682 —%.
FHE
PR, (aifal,
FREE KA (80%, AFI%0. EEHEESO mL, F/KER 100 mL.
1 a, 25— " FLHLAHAG AL EEARAE B (CoHuOs, CASE: 32222-06-3, 4/ =95%),
WALIERE: HHLAR, 0.2 um.

EF &

© 00000
MMM NDDdDN
o O WN -

C.3

C.3.1 ERCBAH R FOA A S A ) s mig 58 A A T 2%
C.3.2 M RF: BE&EO0.01 mg.

C.3.3 S IE .

C.3.4 ML #HHEAMK TS5 000 r/min.

C.4 KILE

C.4.1 KRR

FRELZ10.8 gidfFE, B T15 mL O8], fFEEOE IS oL /K, 5] 5 & 705U 768 75 oK%
HHE AL ER10 min, HHTEERE B OV 2R ~3IR. ARG 4R 228 mL. HEE (C. 2.2) , FEEA AP0 min,
WA B B OE2R~3IR. 4G, B05 min, EEWRAMSLIER (C.2.6) i€, L& SRR E
WA AT BT o
C.4.2 XTEBRE

HERFLEL mLiRAEA W (C. 4. 1) 7100 mLAYAE = A, HHFEEKBR (C.2.4) WMBEEZIERE.
BUE VAR MILIERL (C.2.6) ITyEZ R, A,

C.4.3 NE
C.4.3.1 #HEBIESELY

WAR IR S 260 T

a) failifE: Agilent Zorbax Eclipse XDB” C18, 4.6 mmX 150 mm, 5 pm, BEIEAEAN4
b) iEhAH: HEE (C.2.3) +7K=800+200;

c) VRE: 1.0 mL/min;

d) KK 265 nm;

e) HEFEE: 20 ML.

C.4.3.2 EBANEESNE

¥2C. 4. 3. 1 EEIE S 4k, 4 ABUREEAT (C. 4. 1) FIXTREWEM (C. 4. 2) FEABARGREN, =)
FEVEW (C. 4. 1) it/ R (25— F2 3L IHASALEERR AN ) (ILFRC. 1) PRI T AR a0 B35 A KT 5%
1
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RV (C.4.2) 25— YR kR (0l 04 i AN, BI<S1. 0%, DU 5 A G (S RESR AR A7 A R . B (S

i ] LA, 3,

#*C.1 HEXEREEYRS 25-2EBS LR X R E R E

AH R B R 55252 5 EAT AV B B8 I 1) 1) LR AR
Jiit & 252 IE A L Y 0. 86
TR 25— F2FE JH A 10 B 1.15
ST S -25-F2 HL A (L 1.34
Ti-25— 2L HAG 1k 7 1.44
S 25— 2 FE JHEG A0 B 1.71
Sp-25- 2 S RH AL B 1.83

C.4.3.3 1a,25-—ERB5LEZHINE

U 1a, 25~ —F R RS AL BE AR UE S, (C. 2. 5) &=, HFEE (C.2.3) BEMFE, JENBAH G, ff
1 a, 25— ¥R B G TR AR E M EL 20 301, oA 1 a, 25— FR R IHAS AV EE KRG IIIPR . £ 0.02 1

g/mL.
C.5 RIGHIELIE

AR (C. 4. 1) H1 a, 25- AL RAGAVEL I AR, NZDT1 a, 25— ¥ R JH A5 Ak EE AR 0 R 1 e i
R, NARKGH . 1a, 25— F2FNAEG 10 BE bRy v v ot B WLIRIA. 4.
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