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]l

Al

ASCAFAZ I GB/T 1. 1—2020  (hrifEAC TAESN 55 1 3850 ARAEALSCAFAOZE M ATES SR ) Fr)A0
L

TR RASCIF IS L A BT RED B Ao A SR I R ATH LR A AR = R DT AE

AT BT E R RS AR BN S B R P R 2 R TAE BRI T LR

A d PR AR A

AR AL BRI BN B Ak K BE 2 Rk TREROARBIE ey JLFH AR
WEEARLGWARAF . 7T GRS EARHARAF . WiLk%, RiEPELG RS —E
Ll ER AP TRESAT T O T AR N R

A EEGREN: IR AVTRH 675, INERE. EIE, R

Atz HiEEAN: mit. R, BEh. P55 KES. BRES. . ki, SEE.
g T Bkm . SO, SaZE. . REW. &IR5F. R, AL, Bkt B, 2,
Ex fF. EERR. EE. 8.
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]l

El

MEETT I IAE . S MEM =R P 24 %, BAARKIER . WS 2T, WA TAMER
PERE, E LRI R W, XGHETBLC B2 MR, GG BRI R
Fils Rl A . XU DRI H AT 13 NLHESCS, 90 K 13 A7l 3 ASRUKS, HEhriEl
BT (A NRIEMEZ ) (2020 £/

XU FUIRIBUIR PRIZ T2, (BRI “TR A MR o3 13 AT SRE IR ) 26 R0 o S Ak 73 4 1) A o
Ry, (i NRIEATE 2G50 (2020 SRR BT BT EARIE ok DX HAL SRR A5, I HE& AL
WS AE R & R E D RNE, THEED. Nt BIESZ R R TR RS E . U
TRAOPN . TREUEIS L & RNE VA SRR AT A . B, TEZGHLAEERE b, SN T R 24
SUERE, #hFE T PUR R A BWIBOE AR E S REIE, BT TS RN & B IE T, BT
PAMEE AR e iz i AR s B 00, LRIl 7 & BIE 5%, e P AR R R IR . IZARHELE A B
IR B A AL b, R IR T TOOE IR A B RKT,  T R R R A

ANV S
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M E O AR

ARG T OE T IR FEAAE B, U 1 XU IR 3 2 0 2 VR 500 . Fa S0 EITE AR
ABEPPHT L2 I A FIN SR 2R, Hid T8 Bl e Uik
ARSI T 0 T IR o B A

2 MetsImAxH

B AR A A S R R A SR R A SO A AN R AR SR b, FEH B 51 HISC
P, Az B0 N R RRAIE A S AEH BRSSO, HaEdd (BRI e s) &
MFASC A

A NRJEATEZ 8 (DU (20204F i)
3 RNIBFENX
FANARERE SGERH T A

3.1

5B  dosage form

W JEOREZY In ] i BT B B T 2

E REFIEL,  ERR L.

E 2. RAWEHTIWARREEX. BilrwHBAREa75 . FBER. 8O0, . Rl B, g
s AFEHREE 40 Z AR,

7 3 AU RAIFIAS FUIRE -

4 EERER

4.1 FERER
XUEE % O ARYE (Shuanghuanglian Koufuye). &1 XUEEEE CHRIK A — Lo AH S HE& LB 3% A
4.2 K/
EHAE 375 g, W 375 g, HEH 750 g.
4.3 #IE
BEMUKEGE =, 55—k 2h, B, =& 1Lh , SIFEOR, 18, JERIKRYEIFAE 80 CII

1
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A 2 mol/L ZhRRVEWIE B AT pHAEE 1.0~2.0, R 1 h, #FE 12 h, 8k, PO (6~8) &K,
F 40 % S A AT pH(H A 7.0, FINSE OB, BiPbavam, 38, JEMA 2 mol/L BRMRIATR
T pHAH A 2.0, 60°CHRIR 30 min, HE 12 h, ¥, JUEH RS pHEN 7.0, FIROEAH .

SHAE. EMINKIRIR 30 min J5, FUE IR, B4R 1.5 h, GIFFOR, 38T, JEMIRAT AR 2
JER1.20~1.25 (70°C~80 C) [MiEH, A E 40 CHEEMAN LR, [FEERIL 5%, RAHE,
FrE 12h, JEECEIE, SR 75% CBNER, WA, FE 12h, T, GO, EUWRCERTT
BER, IO LIRS HEE, FHINAKIER, LL 40 %S EALENA TR pH (4% 7.0, 25, B (4C~
8 °C) 72 h, JEIL, MEWIIAFENE 300 g, PEHEATAME, EEIMAEREE, Y pHEZR 7.0, K
il 1000 mL (FUA% (1. #AE (2)) BE500 mL (A% (3)), #AERE 12 h, JEt, #EH, K, R

/4
3o

4.4 IR

A SRR OIS WRE, S (IR (DL JEE (2)); BURNIRAE IS A, TR
W OGRS (3)),

5 X5

5.1 HURM 1 nL, 75% 8L 5 mL, #&5), VEAMKMER. HBCEZEX G SRR,
S350 75% CEERI SRR 1 mL 5 0.1 mg BEWR, AR IS 1% Chie NRSEAEZ ) (Y
) (2020 RO HUEN 0502 (12 ERREIAT IR, TRE LR =MV S 1 pl~2 uL, AT
[F]— Sk e b, DABSER et et , B, B, ESRAMDEAT (365 nm) FATHL. A ik
o, TES BRSO IR AR R AL B L, AR RBE S TE S S SR R R B AR R A L
A E] 6 P 2 SR BRE A

5.2 BUAG ImL (BiK (1) o #F (2) ) 800.5ml (A% (3) ), INHEE 5 oL, {RFEAHMR, &
B, WEER, EEal miE . SPGERX 2541 0.5 ¢, INHEE 10 mL, BN#AIENA 20 min, 38,
PETAE AT BRZGM AT . F R (P NRIEAEZG80)  (PUEED (2020 SRR @) 0502 172 (B
AT, R AR PRS- 5 ul, e TR —RERR G R b, L= bR (5: D)
JRIFFIRST, B, B, WELL 10%BRR CEATR, 7E 105 CHNFAEDE WA s . Al ankd,

FESRR A CE AN AL B b, BARFIE G RIPE
6 KBE

6.1 HEMNEE

ANART 1012 [ (e AR FLAEZ ) (PUEE) (2020 4ER) AN 06011 (Fiks (1) o #itk
(2) ) BANALT 1.15 (B (3) ) .

6.2 pHiE

pHAENA 5. 0~7.0 [ (R NRILFEZGH)Y (DU (2020 RO @M 0631] .
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6.3 Hfth

MAFEEFIIR N LM ST E L (ChANRILAEZ M) (PUFD (2020 4D Ha@ 0181].
7 WAL

7.1 B b NRILAEZG ) (PUED (2020 4ERRD HE N 0512 1 A (O R VEREAT I 5E -
a) BRERMSRGEAMERE: D)\ B S RO E AR LL0.2% (V/V) BERR/K
W (5 0.005 mol/L PHERERREN) NIREIA A, VLZHE-HEE (9:1) WWWUNWEIH B, 4% 1
FRLE BEATREBE YRR W3 1 mL/min; HEE 35 C; KM 220 nm. BEGHRBIL LS
HIETHEANALT 8000,
x 1 ORNEBEERR

B ] REHH A FEHHH B
min % %
0~5 94—90 6—10
5~10 90—88 10—12
10~12 88—85 12—15
12~20 85—80 15—20
20~25 80—79 20—21
25~30 79—175 21—25
30~45 75—68 25—32
45~50 68—55 32—45
50~55 55—>94 45—6
b)  ZEVITEBIEI A o IR E RO B SRR JER C PR . R IR . A
dh BT EE R, REEARE, 0PRSS e RIR 120 pg/mL. RERJRMR C 50 pg/ml.
B 40 pg/ml. ST 1000 pg/mL AERMEEH E 70 ng/ml KRBT, I,
o) HHR AR REERAN 2,500, B 20 nL &MY, IUKFMRBEZEZIE, f#5, JEd,

WAL, HE.
Q) W S BAE RS S S R 5 L, PRI, W, WA,
7.2 PRSI R B 21 SRRSO R D A B s, o 5 ik 6 S,
16 50, 17 S0 | 18 54 5 152 DU (AT D HTXE 57 45 o 28 00 AR LR VT 0 R i 52
SWEDURE, (LR fi 0 15 R S0 EE RO RS R AHEET: 0. 90,
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g0 el B oo F [ame 20|l E oL 2
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10 20 30 40 50 60
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IS aEa VR

U 5—— 3 B

W6 ——£¢ J5 IR 5

U 16—— (S) S5 IR FRC s
W17 ——BE

U 18——EFHH

8 ZENE

B s ERissEE

i (e NIRGLRTE Z54) (PUERD (2020 4EfD) Ha@E Il 0512 w0 Ad iy dbAriil g, k.

a) ®W|E

D

2)

3)

4)

5 RGUE MR Do)\l rk bede & R ONIE e DL B /K - UK S R
(50:50:1) NIRBHA; KK 274 nm. PEISHRCEE 38 5 Fr & TSR NAK T 1500
X RE AR ) £ s BRI G &, REEARE, N 50 % HEERI AL 1 ml 7 0. 1 mg
M, B1S.

BRI % R EBORS 1 oL, B 50 mL 2H, 0 50% HELE &, #EE A
20 min, MEEFR, N50% FERBEEZE, #5, 5.

WE L 43 RS W U6 HE A VRS B A 5w, JENRAR R, WlsE, BPfS.

AEEE 1oL HFEESUEESH (Calis0) 1, AT 10. 0mg CGHIEE (1. K (2)) 8 20. 0 mg

(g (3)).

b) EIRTEFNEM

D

IS RIS RGUER MRS AREAMAHZ 7.1 & PUT, SELRNEK N 326 nm, %

4
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FURTINE KA 220 nmo FRISAR Hdu 48 S TRIE T H AR T 7000, B AR Hcd 7% gt
SHASRNAKT 8000
TR B SRR ) 25 43 B E R TR R R« SR R . T E RS
WEdoE, BIREEMT, MPEH RS SER 120 pg/mL. EME 40 pg/mL FERM
FEH E 70 ug/ml RS ST HRSIAR, $R2IRI1E .
AR S IA R 5. RS BEURN, 2.5 nL, B 20 wL BT, MKFREEZIE, #5,
JEIE, HUEHEW, BPAR.
WITEE: 73 IS BRI &0k B I 5 B s % 5 L, ENBH (B4, JIE,
HIEC

mnfE 1 mL &R LGERR (Cellis0) TF, AFDTF 0.60 mg (FURE (1), Flk& (2)) 8¢ 1.20
mg (R (3)),
AGE UL EEMPUEMT (Col00) i1, AT 0.30mg CIFE (1D B (2)) 27 0. 60 mg

ASEE 1 nL SR DUEREEE B (CollO12) 11, AT 0.50mg (FES (1D, MM (2)) 5% 1. 00
mg (FA% (3)).

TheEEIR

G

Ry THMERE. T ANERRAFTERE , E A K. T .

RZESRE

FIR. —% 20 mL (ERES (1) ¥IRE (2)) 8% 10 mL (ERF% (3)), —H 3¥%&; /N LEREGE EE .

i

(55

i

1) 10 mL (&1 mL AHSTFIXH 1.5 @
2) 20 mL (£ 1 mLAHHSFIRA 1.5 @
3) 10 mL (&F 1 mL S TIRXA 3.0 g)

T, B, BRRAL.
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M & A
(ERM)
W % O AR e < 1

A1 hZAIENEE (Fingerprint of traditional Chinese medicine)

PRI TR 2y ORZR . PZRIRY). P2GhilRD LE =08 )E, KA et FBUG 2
REMS IR~ 12 25 P R AT I 0

A.2 WEEOMR®& (Shuanghuanglian Koufuye)

SRR T (e N RERIEZGL), i 4RAE. BEAER =0k R4k, BHBNR
o W2 T T AMERATEURE LR A W, AR R G R 1
BREE, B SRR A TR . B

A3 &R

SR AN B AR B L Lonicera japonica Thunb. BT EALEE BEH I HIAE . B W4T IRRT R
W, T

A4 EE

WX NIEERHEYIE S Scutellaria baicalensis Georgi BT MR, . KRB, BREIUR
Aevh, WiEHEEMEE, Wt

A5 EH

AR BEMEYNERY Forsythia suspensa (Thunb. ) Vahl BFRRSE, TR O] # G 4 (0
IR, BRZdem, 2884, WET, SIFR “H37 5 RSLBGEm-RI, W, BREZes, I “Zd” .

A6 RIRER

R AR SRR

LA FR: Chlorogenic Acid.

A4 -2 JE R o

(A==

(1S, 3R, 4K, 51 —-3-[ (&) -3- (3, 4—dihydroxyphenyl) prop—2-enoyl]oxy-1, 4, 5—trihydroxycyclohe

xane—1-carboxylic acid.
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ity WE A L

B A1 RIREREEAN

7 F: CeHiOso

4y F&E: 354.31 Da.

WIERIE IR : A KA PONERIRGE &, 110 CASATRWED, 25 CRIIEMEN 4%, #uk
TR E R, BT OB LI, TS TRERR 8.

EYENE: SRR SR T EMRNEY, BRAEL. RIS E. JUE. s e
P IR A P

A7 RBEH

HCAPR: AT

YL AFR: Baicalins

WA WERT-0-B -D-HMEER.

248

(28, 35,48, 5R, 65) —6- (5, 6-dihydroxy—4-oxo—2-phenylchromen-7-y1) oxy-3, 4, 5-trihydroxyoxa

ne—2-carboxylic acid.

gikgsl: ILEA. 2.

OH (5H
A2 BIEEIR

7 ¥ CaHisOuo

4rfiE: 446.36 Da.

VIERPERT: A SOOI O S EM AR AL, IR . ST S H RN, A T K.

AP BRSO AR T R SR R R, BAPIR . PUEA. B AR SR
POIERE. HUw AR AR A5 EH .
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ERHE

HCAARR: M.

P A FR: Phillyrine

4 R

245

(28, 3R, 48,58, 6K —2-[4-[ (3R, 3ak, 65, 6ak) —3— (3, 4—dimethoxyphenyl)—1, 3, 3a, 4, 6, 6a—hexahyd
rofuro[3, 4—c]furan—-6-y1]-2-methoxyphenoxy]-6-(hydroxymethyl) oxane-3, 4, 5-triol.

ity WEIA. 3.

E A 3 EAELEHN

7 F s CoHaiOuo

4y FE: 534.56 Da.

PIERPERR . RSB SEMERR, SIETR, Ol &0.

AP R R — R ECTOE R ORI B, HABR. BUIRRE. PR, i, Ui
OB« R ORI B IE LR 55 A= 1

HCARR: ERINE T E.

P 4R Forsythoside E.

Al 2O S I A

(fa=¢

(2R, 3R 4R BR, 65 -2-[[ (2R 3S, 4S5, 5K, 6K —6-[2- (3, 4-dihydroxyphenyl) ethoxy]-3, 4, 5—trihyd
roxyoxan—2-yl]methoxy]-6-methyloxane—-3, 4, 5—triol

iRy DA AL 4.



%%ﬁ: C20H30012 o

FE: 462.45 Da.
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H();('j/OH
y 0.0 OH
HO" “OH OH

& A 4 EWESE E 50

PIBEPERR: A S Oy F SRR, AIVE TR, LRE. DMSO S84 WL
AW EMEEE E R GERIR S SR RIROE AREE, R PUR RS,
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