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AHRAEE FH T i OB (B 3% A (HPLC) # 8 RGBUA €% 43 (UPLC) o
AAR IR 7 12550 9 B R AR A S L 40
2 s AxXH
NHNSCAES T ASTAF I R A DA AN BT A o FLR i H AR 51 S0, AT B I AR &
T A . FURANE IR 51 F ST, ol AR (B3 BT A 1AE o3& A T AR S0
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JJG 705-2014 VARt 1% A Ao 7€ FiLAR
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3 FHER

3.1 B IIERM

WEGRE: 15°C~35°C;

HIXHESE: 20%~80%:;

BEr Y. HLE 220 VE£22V, 43 50 Hz+0.5 Hz, Ff4eHh R 4F;

FENEBER G IR Z RS O SR R BR RS . T, A RIFIEREEE
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4.1 BRERE

4.1.1 HEEHM

4.1.1.1 &5

mEALE R —A, T EANTAERE T EFR 120%; #% K152 —4, EREANTAERE
71 EMRE) 120%, 0.4 Z%: =i—A MR, S2EHEAKT 01s.

aliK: ZIRZEMRK, 2 (GBIT 6682-2008 43T S =8 FH 7K A% FNATS 77k ) h— K2
R, AR

4.1.1.2 PR T72%

T R IR e A L RS B R R, IR A R R AR R IR
90%AL . VAAZKONIENH, ff RGH A, mEREDY 0.1 mUmin; BT, RE sk
AL T ACRAS, R aE T BT, kRS ) R 90%MT, 4% 1hiEAT s s K 1R o
8 p1, FR¥F 10min J5, CRKESIRE pe $&N(4-1)1TH5H K 154

AP = P = Py e ettt (4-1)

A

A p—JEFIFFE, MPa;

ik F b R AEO0%IN ) 1 %7 MH, MPa;

p—1FR10min/5 K IR, MPa.

4.1.2 RE NN SR

4.1.2.1 &% 57

MR —, SEMEAKRT 0.1s: WHREHHFRE T —3, FEEAKT 0.1C; 4 RF
— &, WRIERERNEFEEEHAT, W ESHIE R A1 60% /A4, #EMEAKT 1
P, LR EEART 01mg; BHEEE A, ERERE FITRMEBL2)MPa T £ SiE#
&I E = A

alizK.

4.1.2.2 M T77%

BEREREANC . HEER, LAk N s A -CCR 8 7R THREHE N R BIAR, W5E
UEIH IR B AH R =), 7 Al OB AX A B PR 1%, 10%1 50%, %3 K AE(8+2)MPa.
RIS ATRGE JG, 1%IRR 1 ZORWER B, RAER TR, dsxdi. 2 nliz R (4-2).
T (4-3) T LIt v A P AR 5



x®1 ERFREMAER

REREE W SR BN AER 8] NN
. . P78
g/ (mL/min) t/min
0.1 10
1.0 5
5.0 2

E: PERIBOE ATREE AR K RO T E, Ak DR R D910 mL/minyfil.

S, =M =% . 900% .o (4-2)
s

S, = dmax ~Omin 10006 ... (4-3)

m

At
Se— I B AL (%);
Sk EME [ (%);
qm_qm:(mZ'ml)/p 1, /)ﬁ%%ﬂﬂ“ﬁy mL/min;
m— R EHA S, g
m,— M &R+ A E, g
p— IR T FRBIM S, o/imL;
t—UC IR SAR T [E], min;
qmax_ﬁ—éﬂ{mU%Epﬁﬁiﬁ-ij({E; mL/min;
Qmun—lﬁl—éﬂ{)ﬂﬂiﬁfjﬁi%d‘ﬁ, mL/min.
q, — A — R ENENEATHE, mUmin
VE: ONTEE W, JRA] SRR E AR AR IR =i —C GRS MK T°0.01 mL/min>—) M3aAiA
wEHEE SRR,
4.1.3 JEJIkk)
4.1.3.1 B4 517
FEIER A, BEEADNTAEE T FIRR 120%, 0.4 2%; EEE 4 A£XE 1.0
mL/min /R & F, 7£ 0~30 MPa G N i, P&, SEEAKT 0.1s,
alisK .,
4.1.3.2 M J5 vk
WIRERETR I . W ENE., WEEEANOE R O, D4R NTshE, BEREN
{28 ERR ) 10%, A B ES T ) ERR Y 20% A4 A5 -C(anfy 28 & /7 _EFR A 40 MPa, T
B LR AR £ 2)MPa; anf 8% % 77 IRy 100 MPa, T & H 4 7E(20£2)MPa). £ #siztT

FesEJa, MRS K R onE, 83k 10 min WK, S/NETHE ST BME—C (BRI 1 min



UG R EMED-) . IR -4) T RIR Ik F 6.

5, = Pro = Prin s 10006 ... (4-4)
p

v

pmax__ErEi'j(EjﬂE: MPa;

Prmin——8¢/NE SME, MPa;
p— V¥ Ji{EH, MPa.

4.2 EEniEHEER

4.2.1 BEREAERGE SR

4.2.1.1 B 5
SR —&, #EFEEAMCT 049, SERREAEART 0.1 mg: 2 mL AR HE T
aliK

4.2.1.2 M5 %

Ja B HBhEERES, HERRE BRI, TEVREEREED, B2 mL EEREIR, A —E ERAiK,
BRI, 08 . %58 2 PUTHORE, BB G, SO0 BRI TR E, 1o
Kl o $5 R —C(4-50-)F1R—C(4-6 ) AT T 5 Ss Fl gy 1 NREREHERIE S HE %,

2 BEREEEEERE SHEEENKER

BHEREE
5 10 20 25 50 100
V/iuL
FREEBRE 20 10 5 4 2 1
EEEERE 3 3 3 3 3 3

E: WL FE P RN ORISR L, AR SRR BE R Ty DA IR

S, = Vo Vo) L 100% oo
0

Sy = Vo Voin L 100% .. (4-6)
\Y,

m

A
Ss —IEFFAEERIE s
Sp —REHEFEAE S 5



V o —Vi=(me-my)/ o, BEREEARRCFIE RSP IME, L
m—FESIIT R, g
m— IR IR R, gs
p— BRI E NRBIA R L, g/mL;

Va7 — 2L 00 £ o B A AR 00 8 e KA

Vi [F) — 2L 00 & v B AR AR N 8 /M

Vo —IUFERBEES

422 bt
4221 H&5HEH
d] 4.2.1.1,
4.2.2.2 WX T7 %
7] 4.2.1.2, MRV EFFEAFN S ul, 10 ul, 20 uk, 25 uL, 50 pl—C(hnte SRR A

100 plo>-), EEAMAPUESENE =, 0 HdE, WEARTPHEY . 53R BEARTRE T
LS IAE I 28, 75 2R PR R AL rs

4.2.3 W& H
4.2.3.1 B 57

I RORA I 25—, C18 (il i —3Z (i 2 (GBJ/T 30433-2013 JUHH T A1k FH A
(B bRdEZiR, BIRIERECAMICT 18000, LR H).

0.1 mg/mL HIZE/H EEIE TR 85% H B 7K I W o
4.2.3.2 WA T7 %

B B st RE as N A S RO 38 R4t mh, R C18 ti ik A ahitpras i 0 5
RrNEs N, B, BE R Ky 254 nm, LA 85% FEE /K ISR ENAE, e BT
N 10mUmin, “PlTRSE. FshBbreas, HEREHGE, EBREEREET, B2 mL BOEERSE, N
A E R 0.1 mg/mL 2/ B BN HahdE Rt i e L B . W B B S a 240
BERERT G SEE 1 IR (B VAT RGAAEFI 3~5 %), MRIKIE 20 uL 1 0.1 mg/mL 25/ H BE



VAR 10006 HBEVA MR . SR =, e ik gma, BURARFIME, ZA-c4-7>-)it 5

PR

e
Cm_ﬁfr%%’ %;

A 2 100% FF L 7 66 TR 10 T HA) 48«

A 25 A A T AR P31
4.2.4 /NIRRT (A

AR T AR BRI, SRS, MERERERON 20 ul, SEFEARVERHE,
HiBsiT ), FEN PR, B5elaEst, G TN ERESE N IE, d R 2 A )
(8] s /N HERE IS TR]

43 BIEHFIERE
4.3.1 iR HERR R SRS
43.1.1 &5
RAE R iR T — 6, EEAKRT 0.1C; FEEHE 3.
4.3.1.2 MR TTV%

W B0 R P TR TS A — S 2 0 R A P P, W 2 A ] 5 A € 1 IR A P L
AL, 3 4TEHIA Y. FIR+10°C, 40°C, B EIRM 900 REAT IR . 445 B MK B T
THE, FTFILINAEHA 60 min J5, 4R 5 min i85 — X E BoRIEE 2, R LG
SR . 12BN T(4-8) FH( 4-9) LI UM SR

e
t, —RERGEEIRE, (FNREMHERE, C;
T — SR T, C;



to—in EVEME, BALATRIRE (C)

t. —fERAEErE, fENRERERE, C;

tmax —XKMEHAE, T

tmin —— NI EH/ME, C

E N ETERAEIR AR BA R DIRERS, A HIHL

$E2: IR AEIE T AL P SR T R 2k, AR R T, TSR B, TR R S R
4.4 1N
4.4.1 B PERETRFR
4.4.1.1 FpASHLLRME TS 55

(1) & 5k

R TR —%&, 4K,

(2) W T7 92

BHRRIZR, WEMMSHSH, ERNRRG. JFYLRM60 minjG, id3k5E460 min: HX
60 min AT 45 2 1) HL R IR D 155 26 RO ZE (LA Rl 28 (0 B RV R (T LT R) - 1
P ic i B2 r g FE AR IS mindED T B S IR ZR, DAL minsy S T4 7 60,25 2k~ (Bl 2
=), I —C(4-100-) THE T IR 2RI 75 . SANELS LR B8 FE P I8ME, AR 23 R L e 75

=3 FRFELRERIERNEBRELIZE SZEBMIRER

FS | fimssks UERBHILE MR FHE5EK ==L v
1 KO- A WA WO B | RMPEIC: 254 nm 255 AU
(UV-Vis) RfEIE#: 1s
ZHREMESIMEE (DAD)
2 REFENEE (RID) IR E IR 40 it (TR AEK) RIU
W I N 2% (FLD) B&R A< : 290 nm; & 511K : 330 nm | Bt (FEiEghK) FU
FrofE R B
4 EENAGHENEE (ELSD) | UBHEFEREMASARE - \Y
5
Ng =D ¥i/N e (4-10)
i=1
o

N, — IR, B IL723;
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4.41.2 (5L
(1) 2% 557

A TR —5&; o ARG - BEREIRENKT £ 1%ERE) 0L mLES a8 —
AR TR RATC AR HERE i

35
(2) M7k

KR 2: 5 —Johh B RS, DA EIEEE TR ERLF, RIRR3INENERSH . LM
g, LHEBONRBIAHATEN, 1.0 mU/minfii & i 240, icmid@ith 2onERE G IHE.
SR LA VSO BB E L@ i, R 28 7~ (B 8 Jo 1Sk RS S, EEMA =), B
HARTIME . AR5 C(4-11-)THFAS M LL(SIN), MR T2 04.4.1.1,

A

SIN—ar il &5 15 M L 5
H—F I 2815 5 0 BAHE 5
N—IE2kma s,

T4 TAREIARZGHEBIEENFEIRE, SMEESREENREK

Fs oM gAY BiR&R | Ziai(SINENE) AR (Ch ENE)
0.1%. 0.2%.
LN WAMEE (UV-Vis)
1 . . parp) 0.001%AEFZGERE | 0.3%, === 3% %
—RERTIRNE (DAD) K CPIRRPK A n Wi’ﬁ o
7w %
_ —n 0.01 mg/mL A=ES/ | 1.,2,3,=r=eerree 1 mg/mL
2| FEFREME RDY) | sk g/ml X =B el g
KimiR A=EEIKB'R
0.001 mg/mL Z5/ERES 0.01, 0.02.
3 RICH M 2% (FLD) =[] B R(EEEIKBIRL | 0.03, =wreeeees 3RIER
St E/mL Z/EREEKGR R
K % St il ES s 1y 2, 3, =reeeeses
4 RAHSIE a7k 0.1 mg/mL EEHE N
—((ELSD>-) mg/mmL EZE¥E

SEA: UDREFIL PR A, U BN BRI N SRR R Ak TR
4.4.1.3 MVEES REE

(D) B 510

EERE TAESE—8,; 1 mL 2832, Ff: AEHZIEER 4 BH) 1 NS A SR, i
H 10 N RFNVIKRFEE IV 1058 Ah-1] WAG I 28 B 1) bR BV W . 2tk iRFETRIA TR TR /KA
‘ TR BER N 0.1%. 0.2%. 0.3%.

I

1.0%.
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(2) M7k

KR e A0 b s T RuERty, RS ENGRS . THILBHG, HIES & B
(PRSIt A N R AT, A D 28 s B R S R A U 2 (1 5 o R T vl PN R O
ANRALTEW, FER NI ERRE , DR N I NAS SH, B MRERERZNR =
R WUEATME o DLAT LR L RIS Wi A5 5B E Al 2k, TH SR i s (0 AR i B
{H, XN BN SE IR, NS SENE KT RES%, O, B
WPEAF LN EIRCho

CUIEME (EMe LEHESLIR) . LL4.4. 1. 20045 45 REGVEHESLA5 M L3It B R, BIAEDN
2 FERCL

fJr s HCH/CLUR AN A5 LR MEVE T, Crfril e R A il 2R A AR s il o REBEE

4.4.2 SLAN-1] WA I &S/ AR S BB G 2
4.4.2.1 WK S5F5% R

()& 5

BERE TAFuE—&, ImLyE 088 — 32, AL B A k0. 4% ALK 1 10% = FER VA W : R
fEP A N242 nm, 361 nm, 536 nm. F4b, JRAIZHEGB/T 26792-2011, % f0.0601 mg/mLE
ESTRET H0.05 mol/ LAt BR A 0 (R AN SO K AR vE VR R, P AIE 1 N235 nm, 257 nm, 313 nmAll
350 nm) ik

(2)i3a 7 vk

B G 28 A0 TS B R TAF S B2, JPHLTGR C )5, BB AL e i E AE T E b Ak B
0. A%FALEK I 10% = EER VA MUE NI FE AT i a4, EE R =, xR RAE, HE
T 2 I U YR A IR E SRR AR 2 22 o F IR ILVR R UG 36 S NI K s (R 22, LA
e NABAE AR B KM . TFREE IR RME S s/ IME 2 Z1E R I 28 8 KA %5
4.4.3 JRZEPTICHE I 2 PTG A VHE AR

4.4.3.1 %4557

B TR —%8; 1mL s —XBHERE —&; 0.872mg/mL N =EE/KEHR G
R R A 1X 107RIU) A1 0.436 mg/L 75 =EE/K VB Cof REE RAE A 5X 10°RIU) .
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atiK o
4.4.3.2 MRT51%

R g A il Bes TAF S E RS, TPILIUAY, ER AKIEAS LENTRE fhith, ieda
SEJR VA SRR 0.436 mg/L A1 0.872 mg/L A =R /KUK UGEANFE S, ZRERE )R, 10
SR NAE, B =R EME, e ShEEEE, tHHR RIU S mV XN K & .

4.4.4 TR R K HERA L SRS T
4.4.4.1 V& 5u0G
EASHEE T —2, 1mL ER#S 3
a7k, Bi#E 1x10* mg/mL 25 H VAV .
4.4.4.2 WRTTIE

YR 28 AN B A TAE S BB, JEHLTARRE G, ORIt Yy N AlK, FRREIN 38 7R
BAE ST, o € 7K R Z G ORI T RHE A 350 nm/397 nm, BEAT UK AR ST
WERRE, RN =R, W IR IS F IR RAR A 560 5 M RHIE I K R E IR 2, B
Hor B AR E A I 23 9% K HERA R o TS = IR P KA 5 /ML 2 ZE A G I 25 30 KR 25
&,

AL, IRATRHIL1}10™ mg/mLZE FEEA IR, ORI SRR AR K 9290 nm/330 nm.

5. {USFEH M REIBFRAIMIR
5.1 IiSE&RBESER
5.1.1 W55

ERERE TR —%&, FRE I C18 ikt — X (LR R B K T 18000);

I (i ) sl 4tk
5.1.2 Pk A7 v

IR 3 R, WS, ERINR ARG, Ha ARG, VRSN, RE
N 1.0 mL/min—<(%f UHPLC, ¥Ji&A~ 0.2 mL/min>-), “FifasE 60 min &, idsFE4ZE 60 min.
SRIGTEIR 4.4.1.1 J7¥%, THHEBIASIELM S 51K,

13
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52 thEEMESHEEE

5.2.1 #5357
A T —%&, LA-n] IWRENZS—6, WE—), TEXEE00E2)MPa —£ a.
PIEA(or#ral), 4hik: WM A, 4K, Wi B, 0.1%A /K& .

5.2.2 MR 77 7%

TIPS 2 B R R GRS AHIE, A 2SR B N 254 nm; (S HdE T
Vvl 586 R G0 A 2815 5 % i i 42, 1% B 3 W B S S8 MR A= BN 1.0 mL/min,
RS ta g fa, TG RAESE, 15 356 5 il 2k . & & Fh v i iae EL i i s 518, A RG-1)
VB PR T LU BB B R 22, B i R BRI R, R =R, #IBARG-2)iHE
BEEERE . X T DU Ieh B R g K H FIFE R /v 40 3l s AB. AC. CD . BC. BD HAHEM

BOIE, BRHEE =

Vi =V, X10090 oo (5-1)

B~ VA

A
To,—51 BB IRE , %, i=1, 2, 3, 4

L(I—/f—rgl ‘E/}%iﬁ%*ﬁg}g{ﬁy %7 i:]., 27 3; 4;

V, — IS HAL00 % I i A5 518 s
V, — B HIBL100 % i 4 Hi A5 511 5

V,—5%i B ES1E, %, i=1, 2, 3, 4

L. =L
T}P' — L‘Imax_ timin (5_2)

S LI I R A SRR S

N~

e

T, —51 B ENEIRE OREE) %, i=1, 2, 3, 4;
Ltl’maxiﬁi E%*;E}Eﬂ%j({ﬁ, %7 i=15 27 3’ 4;
Ltl’miniﬁi &*%E%/J\,fE’ %7 i=15 27 3’ 4;

L, —5i BT, %, =L 2, 3, 4

14



100
80 /
60
o/
20 /

WEhHB%

If [R]

B3 #EEFREE

5.3 RGIEIRAR

e 51 [H)5.2.1.

MR 1E25185.2.2, JELL100%MEIAHA, 0.2 mL/min P R4t ek fa e s, #IRRRE
BREERRSY , JA AR P RAERL I M5 5, 10 G IR ORAE - RS TE S ] LU 2 F 478 15 <(50%
M| 9725 5 b ) 7 FrT B TeT e (min) - 4% BRA R (5-3) THEMG B RGEREIRAAA

=5 REERAMHERER

g ]| WA A W3 B wE
t/min 1% 1% g/(mL/min)
0 0 100 0.2
10 100 0 0.2
V=0t (5-3)

v

Vo— RGIEIRARL, mL;

q—tE, mbL/min, 4L 40.2mL/min;
t—2E2E E P A (RIE ) XTRIEFE],  min.

5.4 FEM4

204, 1.3, MR E T ERRI0%, MARME: (D) HFERGE, G Q) ailkid)s,
Rt Ay . B IEAR IS )P, JE AR 2 75 M
55E8M

5.5.1 W4 57

15



il TR —%, W 20 pL AE ST UHPLC, &% 1 ul BEf IR Fah stk | — A
(HC H BBt RE a8 WA TR 2L), Sl A& BV S a5 — S (T B shBEAE e AN TR 2E), C18 (it — s (2t
WIEBHCAMIE T 18000)BfH /B & : IAFES AR 6,7l AH A 85% Y B 7K R (I b (i 1 e O Y 1R
T KAEAMIET 3)mk4tiK.,

5.5.2 MR 77k

RN R G (BFRER IR BIEs . i, SRS O LIRS Ry, %R
7RG B (RIS R A BRI A AR M SR IS4, WAR3FNKE,

DA85% F B /K YA 9 Im s A, BN 1.0 mL/min, JEZRFEE J5 1 N20 plAE R f9ubRE, G0k
DR BRI (R NI AR, SELETIR.

3 : XFFUHPLC, @ik £F2 um, 2.1X50mm, &% ~40.2 mL/min, #EEEE N1 ul.

3 K OR BRI IR U T AR R AN R (5-4) THRE M . B EE A ERSDYE.

RSD:\/Z(Xi —Y)Zl(n—l)x%xloo% .................. (5-4)

i=1

A
RSD—sE M & i B R MRS Bt 22
Xi—2f51 JCIASH 10 O B A ) s e T £

X —n Y B4 L AT S48

i— RS

n—IEXE(=7).
5.6 KRS EER

W 5iR7[F5.5.1, AR K6,

MR 122 885.5.2, FEBARE S NAARL RS, R, 10 5% 0 ulk B v URE 1 e v A
B, HE ZICPFIME. REHR(5G-5). (5-6)1FE, 1E AR H R—(SIN=3>-) 5
T B fR—C(SIN=10-).

3N;cV

CLOD = 20—H ................................. (5‘5)
10N,cV

CLOQ = 20—H ................................ (5*6)

i
CLoo— o H B, mg/mL(BA /N HE IR BE 1)
CLog—E M, mg/mL(LLi/ e ERE )

16



N—BIAS LM, AU (BRV) ;

c—FERIRE, mg/mL;

H—FE g R, AU (30V)

V—iEFEAER,  wLs

e T <207 ARHERIEREAAR, w L.

5.7 43

W& 5iRAFS.5.1, B L6,

MR T752 85,52, HATRER, HIRBS, MKKENLONAS A BE20fERAAH B iR,
SRAEVG R, BN EE IR = IR, USRS S54E o DARIT AN B2 ORGSR 0 T AR VR A il 2k,
TS TR BRI AR, SR R iU AR LR, T AR KT SAE 5%, AT
275 i, 1 AR B AR it ERRChe

LAS.63 15 (ARSI PRAE A2 FIRCL. )5, FHCHCUST ARSI 2% 28 1 S

6 ELETEENRENREERIERE

F= &2 2B =8 KERSEER | ZLMSEE Ch il (10 =)
SHM-7T DG B8 1.0X10" mg/mLZ | 0.1, 0.2, 0.3, === 1.0
. (UV-Vis) 0.1 mg/mL Z5/ERES / BRI AR mg/mL 35/ BB AR AR
ZIREREFTIE NS FREAR
(DAD)
2 | mzpmsemeE Ripy | WO MIMEREEA] 0.001 me/nl B | 1y 20 3, e 10me/nl
b b S =EEIKIBR
3 S (FLD) 0.001 nqunE Z/H | 1.0X 10*1 T:gTL %5 | 0.001, 0. 002 *o 003;-*-:-
[LEREL /FREEE® 0.01 mg/mL Z5/EHEZA R
A EE NGO ZS 1.0 mg/mL EE#EK | 0.1 mg/mL EEHE | 1. 2, 3, === 10 mg/mL %
(ELSD) AN KiB® EPEKIBR

TE: ATRIEBIZNED s, R IR BNl B i AR S AT 1
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