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A& TE R R A P E R4 F, &4 AR A 45 Hypersil 0DS2 4 (250 mm X 4. 6 mm,5 wm) , %3148 4 F B - 0. 1% Bt K isik
(47:53,V/V),ifig A 1.0 mL/ min, &0 5% K A 280 nm, HiBH 30 C,#HHFFH 10 LR B G5 E b5 75w, LA
T o3 B3 09 i R EAE 0. 009 865 ~0. 157 800 mg / mL L A 5@ MA MK Z B4F(r=0.999 8,n=5) ;% E AT M FHL
MK IR RSD ¥/ T 2.0%;-F ¥ AR w6 F 99, 25%,RSD 1 0.74% (n = 6) AR H B F 245 5 2 5 FMRE A RKT
2.57 mg/ mLEEIE ik E R IR A E S AT, T T ek s 2 IR 6 R A
KRR+ —vk T O ROR ;B Gk ik B RURA G35 ik RS B AR R
Quality Control of Shiyiwei Dingchuan Oral Liquid
REN Ying ,SUN Zhiging ,LI Zhi ,WANG Xinrut,Ll Qiao
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Abstract:Objective To establish the quality control method of Shiyiwei Dingcuan Oral Liquid. Methods Thin - layer chromatography
(TLC) method was used for qualitative identification of Mori Cortex, Ephedrae Herba, Glycyrrhizae Radix et Rhizoma. High —
performance liquid chromatography (HPLC) method was used for the content determination of baicalin in the preparation, the
chromatographic column was Yilite Hypersil ODS2 column (250 mm X 4.6 mm,5 um),the mobile phase was methanol — 0. 1%
phosphoric acid solution (47 :53,V/ V), the flow rate was 1.0 mL/ min, the detection wavelength was 280 nm, the column
temperature was 30 °C,and the injection volume was 10 L. Results The TLC spots were clear,and the negative control has no
interference. The linear range of baicalin was 0.009 865 —0.157 800 mg/mL (r=0.999 8,n=35).The RSDs of precision,stability,
and repeatability test results were all lower than 2. 0%. The average recovery of baicalin was 99.25% with an RSD of 0.74% (n=6).
According to the transfer rate of baicalin, the content limit of baicalin was set as no less than 2.57 mg/ mL. Conclusion The

method is specific,accuracte,and reproducible,which can be used for the quality control of Shiwei Dingchuan Oral Liquid.
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TR S 2 75 T Ve (RR LT B S A A BR A /D, T
A 1200 W, A%k 40 kHz) .
1.2 X%

JRR B0 R 24 44 (415 121051 - 201606) , 3& [ 2
SFREZG 4 (HIL5 A 121124 - 202109) , H F%FBE 2541 (it
57120904 — 202021) , BEAH XS B (FiE5 110715 -
202122, 4l 55 h 94. 2%) , Y0 A £ 24 ke
FEBE ;s BB (M E2g A BRA AL S o
2201140102) 5 H (a4, & R A BRA ) 57K
HBAliK (S50 A i) IR (i al) ; B IR ER AN R
% . TR O BR VK =AM bE JCK B OE T B UK
% B = L Sk R b R Y R b At ik
A Wi FOMR W CBE B iR, i S 4 i o 22062301,
22062401,22062501) .

2 FESER
2.1 HEEAILEH

SN B HE (L5351 22062301, 22062401,
22062501) £ fh 45 10 mL, B 78 & ML KB W 40 238
T, I0re A R BN %5 e 20 mL, #7540 3 30 min, YT,
PEBMAR EL TR pH 2= 1 ~ 2, i H 30 min, Il 2R 2 B8
PRFEIREL 2 UK, FR 10 mL, B IF LW L BRI, K IR T,
DI mL RS A A i o VA T 2 Ah Ty T2 e
F 1 2 B BAPERE S, B 10 mL, [R) 925 1 45 5k 5% 1 B i B
AT HE S VA VA o BUSR B X R4 2 g, IR 5 S 1 B
Xof HR 245 8 V5 WL o ¥ 2020 A i v 61 245 i (U5 ) ) 3l )
0502 )2 Ak, UL IR S I TR 9D X R A TR
X B2 APV TR A5 10 L, 5T [ —RE R G A, FH A v ik
(60 ~90 °C) - ZFRZTE(6:4,V/ V) JEFF, 105 °CF ik
2 min i A5 BT, 37 BB S8 AMELT (365 nm) AL o AL

1 23 4 5 1 2 3 4 5
A B
1 -3, B shigik (35 4% 4 22062301,22062401,22062501) 4

A. %8 (365 nm) B. ik#Z(BL)

dn VS VR B T T S SR ) R TR 2R U T € 5 R A7
A R BEAT, FLRAPEX B C T PRI 1 A

JR 0T B3 1L (k-5 431 R 22062301, 22062401,
22062501) F i 45 10 mL, ik 200 103 , DL =5 e
B2, BN =& P 15 mL, /P = A 29S8
IE KW ZET  INTeK 215 2 mLAS i i, BNASAE A
T A A T T 20 A SRR B A T A L BB 10 mLL, ()35
il 2 SFe JBR 11 T 1k X B AV JBURR B X HR 25 4 1 g, i
WA 107 , i =S H %2 10 mL, KB ER 1 h, 38,
=S B, 281, I JC /K Sl 3 ml i i, BIAS %o
M2 RIS U o 4% 2020 4F R (v [ 24 i (PO ) )3 ) 0502

T g, TROAEE Gt VA YR T R 2 T B X R
MRS 10 WL, s TR — AR G A, FIE T 1% — UK
iR — K (4:1:1,V/ VI V)REIF, W LLET =Bl i, 105 °C
T A BE G BT, H G TR A AV T
Hh TE 55 RR OGS R4 I VR 1S A NN A S A [ B
H X BIE T 3 UL 1 B,

H D B3 L (543001 54 22062301, 22062401,
22062501) £ 4 45 10 mL, Jil Z kA H 3 ¥, A K 10 mL,
FER TR KZIE T B3R, R 20 mL, &I 1E T
P, FH K PR 3 UK, B3 60 mL, F£/K W, 1F T BE 25
F, R 3 mL A A A, RO S IA TR HR A T T
il £ Bl H 5 A B RE S B 10 miL, [R) 32 1 45 ke H 50
IO A X G A YR o JBUH X R 24 4 1 ¢, il L Tk 40 mL,
AT 1 h, B8, 2538 0 B 30 mL, KA 13 1 h, 38
i, O B, 25T, AR MK 40 mL R, N OE T B
A3, FFIK 20 mL, &I 2 BUS B IE T BEWR, 7 55
AR (60 mL) K PEH 3 UK, K DRSS U IE T B z5 1, i
FH S 3 mL AT i, VA 6 B 24 B V5 o 2 2020 4T i (i

4 5 1 2 3 4 5
C c,

LB HEMER 5. M BRIER (SRR Rk HE)

C,. H3¥(ak) C, H¥(365 nm)

| BEEHE
1 — 3.Test solution (batch numbers:22062301,22062401,22062501) 4. Reference medicinal solution 5. Negative Reference solution (lacking Mori

Cortex, Ephedrae Herba,and Glycyrrhizae Radix and Rhizoma respeclively)

A. Mori Cortex (365 nm) B. Ephedrae Herba (sunlight) C,. Glycyrrhizae Radix and Rhizoma (sunlight)

C,. Glycyrrhizae Radix and Rhizoma(365 nm)

Fig.1 TLC chromatograms

80



20234E9 H S H %32 55 171
Vol. 32,No. 17,September 5,2023

¥ %

China Pharmaceuticals

< AT ST AST -

Inspection and Test

FE] 245 3 (PO ) )am ] 0502 )2 i vk, BUEE R S s
VR X B 2 A T B R TR S 10 L, A T IRl —
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JEFF W55 2L 10% T2 £ B W, XK EY 105 Clin#k 2
BE 5 T M, 20 T H OB RSN LT (365 nm) T A&
P BB TR W B T, A 5 H RN IR 246 e 3 AH
IO 57 B S A R B A, ELRAPE X BT o R ILEL 1 ¢
El1Cyo
2.2 ERRBEBEEINEESHSE
2.2.1 EEAHS R 5EAERKI2- W

TS AR Hypersil ODS24(250 mm X 4. 6 mm,
5 wm) ; LA B - 0. 1% B R /K IR (47:53,V /1 V) ;
P : 1.0 mL / min; KU K - 280 nmi; A1 30 °C; #EFE
2 10 Lo FRIS AR R 5 5 H T AT 3 000,
2.2.2 A &8

B 5 0 Rt A o RS RO B R,
PP s i 0 7 25, A 1 mL 35 70 g (OVA R, BIAS X
R VST K % B BURE 5 2 mL, B 100 mL S B, b
A S 25 TR S DBt B3 ot v W 4 R i 4 T
2 A TR R B B MR S e P R T vk
B BB (18 A T B v R
2.2.3 FHEE¥FEE

L@ MR I R S I 2. 2. 2 T5F X IR G A A
TR AR BT B SRR A 10 w45 2. 2. 1300 R (i
SRR o AR VS VAR L T v B 0 G g B
R, BAPEXT BT8R W7 vk L M R4 A% K]
L 2,

SR e R A0 20L T R O 0. 789 mg / mL
F14) B 5 X R U L, T8 R R L A5 B VR 430
0.157 8,0.0789,0. 039 45,0. 019 73,0. 009 865 mg / mL
() 2 1 o HR ST, 2 2. 2. 130T (033 2 4 S AR
FE, DA S A B W (X, mg / mL) A A b | 064 17 AR
(V) AP A bR AT LM [ A, 45 [/ 3 J5 R Y = 3. 480 8 x
107X - 6. 573 8 X 10%,r=0. 999 8(n = 5) L5 H M, A
B EEE 0. 009 865 ~ 0. 157 800 mg / mL T [l P 5
T FRZE MO R AT

W% B0 IROTT B VR B 78. 9 g / mL A X R
VSR, #2 2. 20 1 00T (035 25 (R S F FE I 22 50K, il 5k
U T AR, O TR AR A L 45 R 5 T g 1 ALY RSD
0.17%(n = 5) , RUULEHRG % R 4T

2 PRI BURE & (FIE5 8 22062301) 6 43, #%
2. 2. 200 R kil g AR 5 2. 2. 1300 N g Sk it
FEIE , T sk AR, IR 108 it A5 SRR T B Y
SN 3. 854 mg/ mL,RSD ] 0. 50% (n = 6) , £ Wy
REAMERL.
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E2 SuHHEeEE

1. Baicalin

A SRS IER

A. Reference solution B. Test solution C. Negative reference solution

Fig.2 HPLC chromatograms

R MU - BORE 5 (L5 o 22062301) , 9% 2. 2. 2
T 5 i A A S S VR 3 0 TS 0,2,4,8, 12,
24 hEFHE 2. 2. 1 30T (S A AR DU A 10 s I T AR
IR S A R IR RSD 4 0. 98%(n=6),
TR A W E 24 h NEEEME RIS
T Tl 56 < HRORE i (4154 22062301) 6 14, 47
SIS B HL 1. 00 mL, & 100 mL 25030, 20 54 % fin
AJEEHEEE 0. 843 3 mg / mL B A1 X R AR IAWE 5 mL,
TR A 2 PR A) YRR BB F 2. 2. 1IN (B 5%
PEUEREINE , AR RIOR 45 SR LR 1
F1 MEEUREER(n=6)

Tab.1 Results of the recovery test (n=6)

SHEGL) #B4Emg) WAE(g) WEEm) SKEG 1% RSD%)

1.00 3.854 4.2165 8.0809 100.25
1.00 3.854 4.2165 8.0138 98. 66
1.00 3.854 4.2165 7.9926 98.15
99.25  0.74
1.00 3.854 4.2165 8.0490 99.49
1.00 3.854 4.2165 8.0454 99.40
1.00 3.854 4.2165 8.0512 99.54

2.2.4 HHEENERREHE

BB SR (4154 2201140102) , 44 2020 4E R
] 24 L (— 30 Y FE AR TRy vk I B S N
11.92%. B2 3 41t (4t 5 73 5] b 22062301, 22062401,

81



< LA -

Inspection and Test

¥ %

China Pharmaceuticals

20234E9 H S H %32 55 171
Vol. 32,No. 17,September 5,2023

22062501 Ff i, 4% 2. 2. 1T T (3% A s RE 2 , 115
RFE S P A S a0 BIoh 3. 82, 3. 83,3. 82 mg / mL.
R E IR 1 mL & SR 0. 084 g, #54%
BB RO THE, BF 1 mL 3 B4 10. 01 mg M4 3
FEAE A I S B i TR RS R 38, 16% ~ 38. 26%,
ZFAKR, R T ZHFE 2020 4F jr (= 25 8 (—
WY RLE TR, EF IR TP A
(CyH g0, ) B AE T 8. 0% (80 mg / g) , B i &5 B A
flKF2.57 mg/ mL 5B H &, B EHS T T EAMET
2.57 mg/ mL,
3 Tt
3.1 HE®IGEHAKRSXRBAMIERE

bR W IRV R R R R R
KA VLR 2 Al )y, Forh R A R Ry
T R AF R T A T2 i S ik R
B RREE R B 2 i S0 VR Y & T M
U, A2 3 TP AN 3 1 RR B T B AT R
) o T 245 52 Ty i 3R v 25 24 R E P M S M R A e, R
2 R0 T AR X R A () X B2 1, AR
PR FH B A ARGV B L B B2 (L T 22 4 1A 2 A X i 2
MRS B, LR A AR S0 & 0 A
3.2 S=ENEIERKRSEE

T BRI OXUIE | W, R SR R g, PR
Y TLAE, SO Sh &, BE RE 3 5 1 Wi 2 T, SR il i AN
FEA, ST AN BA A, 22 24 5 58 11 B Y5 i T i, %
AR R, PTIH N ZEZR I R 2 5%
2020 45 R 2 i (—358) ), PR o U A3 R
2 JFR S BRI DR JRR BB, T PR R (i Ak L BRI,
£ 3 & LTV L D T 51 U N = I i 3 < BT R
SR Bt 1) VR 2 A T R AT P A1) 5 2020 AR R [ 24
B (—38) ) T8 SR ) 0 T R o ORI PR R
PR BEAT & 3 E o B 24 205 I A RO 53 B 5 T R
JE 4 CHEEA 1 R AR AN K, O B B 1
VA B I R HE AR 53
3.3 Bl M4EE

B RS v S AR R AN W ke R VS R
Fh VA FEE A B A, 00 BB T R A 7 A 3 R R SO
AH 3 X B S R A T i, A EE - KON s A
P A €335 DA T R BE 5 22 L 4 0. 1% Wi R /K VA TR s (i
SRR
3.4 FHEEFEM

AT G ST B IR AR A PR A
1, AT A W 1 ARV I o s o i R
TENAMET 2. 57 mg / mLo AL LA 3 HLHIFRI T 5L RE 5 it
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