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Research on quality control of the potential allergic ingredient
scutellarin in Shuganning Injection”

HE Feng'*, CAO Lu', YANG Cuiping’, LI Jing’, ZHANG Quan',
WANG Jinjin', LU Yanni', HAN Shengli' * *
(1. School of Pharmacy, Xi'an Jiaotong University, Xi’An 710061, China; 2. School of Pharmacy, Guizhou Medical
University, Guiyang 561113, China; 3. Guizhou Ruihe Pharmaceutical Co. , Lid. , Qiannan 551200, China)

Abstract Objective: Scutellarin in Shuganning injection has potential allergenicity and is prone to causing ana-
phylactoid reactions. There is an urgent need to establish a simple and rapid chromatographic quantitative method to
achieve the limit control of scutellarin in Shuganning injection. Methods: For scutellarin, HPLC method was used
in the quantitative analysis using a Shim-pack GIS C3(2. 1 mm x 150 mm, 5 wm) column. The mobile phase was
a blend of 0. 1% trifluoroacetic acid in water and acetonitrile, and gradient elution progress was applied for the
whole process. The flow rate was 0. 3 mL - min "' and the column temperature was maintained at 37 °C. The detec-
ting wavelength was 320 nm. Results; The linear regression equation was y =51 456x —27 352, the correlation co-
efficient r = 0.999 8, namely the calibration curve was linear in the range of 1.02 — 102.00 pg - mL™';

the average recovery was 103.76% ; the detection and quantification limit for determining scutellarin was
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0.16 pg + mL™" and 0.57 wg - mL™", respectively; the injection sample was stable at room temperature for 48 h.

Conclusion ; This method is easy to operate, reproducible and has high accuracy, thus can be used for quality con-

trol of Shuganning injection.
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Tab.1 Mobile phase gradient elution conditions

Fif ]/ min WBhAH A/ % ahAE B/ %
0 90 10
5 90 10
15 83 17
25 50 50
30 10 90
40 10 90

2.2 RIS A

PRIBUEF 205 00 B b 1 mg, AR AK€ , FH 1
W R 2 10 mL ZE U, B E A B AR
2, 455), A3 A A A (0. 102 mg - mL™") . BiJS
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A. Scutellarin reference standard B. Shuganning injection sample

1. Scutellarin 2. Baicalin.
K1 HPLC oA
Fig.1 HPLC Chromatogram
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B AR R AN TR B AR . 452, 17T N
TEAE RN |, 0 SR RO 15 B 553 (9 A
ISR, ZE IR L 2 G I 7 S B 5 i
W52 7 B RS LE 80% ~ 120% 7K -1~ F-34 [alfic
%y 103. 76% ,RSD H 5. 83% , F Wiy AT LUt
HIHEREME
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Tab.2 Spiking recovery rate measurement results

Frill2E 5y e/ mL Rl g AL pg MFFHL g ] 4/ % X R % RSD/%
Ligeescs 1 8.97 9. 68 19.28 106. 51 103. 76 5.83

1 8.97 9. 68 19.55 109. 30

1 8.97 9.68 19.19 105. 58

1 8.97 12.09 21.39 102.73

1 8.97 12. 09 21.49 103. 57

1 8.97 12.09 21.59 104. 38

1 8.97 14.51 22.77 95.11

1 8.97 14.51 25.43 113. 44

1 8.97 14.51 22.71 94. 69

2.7 FE AR

B EEAE X IR AR C(25.5 pg + mL™") F2 R
2 1TIUT AR LEIERE 3 U AR HERE S L, A
FRCRIETTRE, SRR B s TP A (E
1311696 ,RSD Jy 1. 57% , 32 HHi% )5 1 19 H PR 2 i B

U TKEEFES R BV C(25.5 pg » mL ) 4%
ME“2. 17 IUT (g A5 PF 2k 3 H A& HERE T BT — 1K,
SERFI - B A 0 1 B2 {E D 1339152, RSD
4. 01% , 55 (il R 2R, 2 W% 07 A 1 H AR
WHER A, MELRILZ 3,
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e TS ST AEL 1% y; T 3
GE R ljZD e R Iji/D U HERES pL, ()ﬂ_ﬂh» i ﬁf{lfﬂ ﬁ‘%, B?TI‘%EE/Z?
’ ‘ AN 4 Ps o &FIF T ISP B s A 5
o RO i Oy k6 A 0 BF 54T VK RSD
7 NS Y
1.26% ,WTRIFR RSD Oy 1. 32% , fF & (5 BRI 0K , &
3 1295 164 3 1399 516 . .
Wy R B AT
F4 HEEMARL
Tab.4 Repeatability test results
i H 1 2 3 4 5 6 RSD/ %
T AR 588 556 599 043 582 612 596 417 595 675 604 836 1.32
R/ (g - mL™") 119.70 121.73 118.54 121.22 121. 08 122. 86 1.26

2.9 KPR 5 E R IR

KRR REVR BE (1,02 pg - mL™") (Y BB 547
Xif HA SR TOZ PR B AE 2.1 0 i 4514k T ERE 2y
Br, BIETHRAEMELL (S/N) o S5 REH], X S/N =3
5, AR A 0. 16 pg » mL™" 524 S/N =10 B, 7 e fiR
$90.57 pg - mL™',
2,10 FaE ki

W Jm]—FE W, 4390 1 0,12,24,36,48 h i
FE 0 FFC s AR, 153 M B B A U B, 2501
WS Pron . FFI T IS B B S B E Ty
¥ v ] — b R B B MR BE RSD Oy 3. 87% , Ui

[HIF RSD 4 3. 69% |, 136 B EF JHF 7 VR SR i v B
SHTEZEAAMTT 48 h IWEA RAFEE N, B2
T A2 ZAEUFEA I 2K
2011 B JURE B B Y B B
G310 B A JURE, 42, 37 3R 5 v
PHEFFRER . B2, 17 TR (435 S HE T I 2
TSR BT B AP T AR, THEA [ B K1 [k e
BT . MBS R WAR 6, RV LLE R
N 100 pg - mL ™ EEEAFRE S A BP0 A R
3.44 ~26.56 pg - mL™' Y5 B, BB CBE BN
3.44% ~26.56% . FHULAT I, AT IRORL TR 2 254855
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Tab.5 Stability test results

I i1/ h 0 12 24 36 48 RSD/%
e T L 547 096 582 612 588 556 599 043 604 836 3.87
B/ (pg - mL™") 111.64 118.54 119.70 121.73 122.86 3.69

F 6 HUSARIRUR R B RS A S I RE 45 R

Tab.6 Determination results of scutellarin content in baicalin raw materials

i its JRAEHE/ (pg - mL~1) JF5 it SRR E/ (pg - mL™h)
1 Y04-220803 .57 6 Y04-230703 8.97
2 Y04-220804 477 7 04230704 3.44
3 04220905 10. 11 8 04230805 12,59
4 04230501 9.01 9 Y04-240301 18.98
5 04230502 24.74 10 Y04-240302 26.56
212 EFIF T P R RO R SHRCH PR RS . MESS R IR T, k]

I3 SO HEUES BT T HE S, #2272, 37 IR U5
TR A A B VA VR, R 2. 1 IR 8 Ak R AT
IE TR B B I AR, TR AN RIS T T

VLE H, &F BF 7 08 5 B R Y A
100. 75 ~147.70 wg « mL~"' Z [a) P 5, H &4k & &
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Tab.7  Determination results of scutellarin content in Shuganning injection

%5 iz FR e/ (pg - mL™") i 1= FREWREE/ (pg - mL™")
S1 20220913 158.23 S26 20230513 115.78
S2 20220915 146. 54 S27 20230810 107. 69
S3 20221020 146. 41 S28 20230811 108. 46
4 20221025 151.59 S29 20230812 111. 80
S5 20221027 142. 40 S30 20240110 124.33
S6 20221028 167. 41 S31 20240111 123. 68
S7 20221102 89.70 S32 20240112 124. 43
S8 20221121 121. 06 S33 20240304 117. 40
S9 20221215 118.55 S34 20240305 120. 36
S10 20221219 116. 54 S35 20240306 117.94
S11 20221220 124. 66 S36 20240822 113.77
S12 20221221 125. 13 S37 20240823 116. 09
S13 20221223 104. 80 S38 20240824 108. 44

S14 20230422 95.74 S39 20241225 105. 93

S15 20230523 117. 82 S40 20241226 115.22

S16 20230527 112. 62 S41 20241227 121.43

S17 20230528 116. 44 S42 20240510 114. 96

S18 20230801 98.73 S43 20240511 116. 19

S19 20230807 99.75 S44 20240512 105. 19

S20 20230823 121. 13 S45 20250513 138.23

S21 20230301 120. 93 S46 20250514 147.70

S22 20230302 112.03 S47 20250517 141. 32

S23 20230303 118. 87 S48 20250611 100. 75

S24 20230511 106. 39 S49 20250612 102. 60

S25 20230512 108. 60 S50 20250613 105. 99
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