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Study on the Quality Standard of Mongolian Medicine Preparation Siridengchong — 27 Pills
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To establish the quality standard of Siridengchong - 27 Pills. Methods
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Abstract: Objective Gardeniae Fructus and Bovis
Calculus Artifactus in the preparation were qualitatively identified, and the limit test for aconitine was performed by the thin -
layer chromatography (TLC) method. The moisture content and dissolution time of the preparation were determined based on the
general rules of the Chinese Pharmacopoeia (2020 Edition, Volume IV ). The costunolide content in the preparation was determined
by the high — performance liquid chromatography (HPLC) method. Results The TLC chromatograms of Gardeniae Fructus and
Bovis Calculus Artifactus showed clear spots, good separation, and there was no interference from the negative reference. The TLC
spots of aconitine were smaller than those of the reference,or there was no spot for aconitine. The moisture content and dissolution
time both met the regulations (< 9.0%,completely dissolved within 60 min). The linear range of costunolide was in the range of
9.91 = 99.10 pg / mL (r = 0.999 9,n = 5);the RSDs of precision,stability and repeatability tests were all lower than 2.0%;
the average recovery rate was 95.83% with an RSD of 1.00% (n = 9). Conclusion The newly — established identification, test
and content determination methods is scientific and accurate, which can be used for the quality evaluation and control of
Siridengchong — 27 Pills.
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100078 — 201415, & 5 98. 9% ) , ¥ 2= S8 H R X FE 5
(L5 4 100087 — 201411, 5 1 99. 0% ) , AT J P g Xif
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2.1 HERAIE(TLC)ES5

BEF  BURE SR K 3 g, i 50% S 30 mL, 8 75 (3
500 W4 % 40 kHz, 2. 1 3 [ ) &b B 40 min, 38 45 &
of  UEEZE T, RN 1 mL B VA A, A A AT
HUOHE - X6} B 3 2, i B AR 1 L B 4 mg X
HER i Y5 3 L1259 = 260. 17159 = 60 5 4G ~F Xof HE 245 4 B 245 B4 iy
0.5 g, [A)E 0T HE 245 1A 1 B PR 245 M TR - #2 B0
HE il — 27 AL AL T o R0 T 25 i s SRAE 7~ 8 BH P A
v [P 3 ) B P X R Y T o W R L R A% 10 L,
G355 F W —rE i G R, LA LR L1 - N -
fR - AK(5:5:1:1,V/VIVIV)REFHR, B, B, B
T, BLLL 10% B R £ BEEE T, 105 CNFA 8 BiE 5 i (0
IHT o 85 SR P A VS VR 1 TR v, 7 5 X6 R OGS RE 24 44
VT T A O 7 A () e B, R B R T
PEEEILE 1AL

N T A48 BURE f M A 3 o, I B2 20 mL, # 73 &b
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L ARF AT RSER 2. AREGMER 3. FoRHMIER
4 - 6. R RER T MBAARRER 8 HEAMER
MR SRER 9. AR IRIER
A EF B ATHFE
E1 WEEEE
1. Geniposide reference solution 2. Reference medicinal herb solution
3. Single medicinal herb solution 4 — 6. Test solution 7. Negative
reference solution 8. Hyodesoxycholic acid reference solution
9. Mixed reference solution
A. Gardeniae Fructus B. Bovis Calculus Artifactus

Fig.1 TLC chromatograms
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22 E%MBEE@E[QZM—248,[7]59—60

B R 21 g, BHIEIR T, N2 15 mL, #
B2 h, N 120 mL, JRFE 1 h, #E 24 h, JEARIEN , U8
TR BRI (4 — 100) PR PEHEH 3 YK (20 mLL, 15 mL,
15 mL) , &I Eh MW, R 200 8 pH R 9 ~ 105 H
SR 3 U, BER 20 mL, B9 B, 251, sk i G
IK T T mL A, VR R A3 T A o BB Sk vt HRE it i
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1 2 3 4
2 - 4. BRR SRR (B 4 %) A 20200911,
20200325,20201111)
B2 LimiREHEEIEE
1. Reference solution 2 - 4. Test solution (batch numbers:20200911,
20200325,20201111)

Fig.2 TLC chromatograms of aconitine limit test
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2.4 AHEREE

B4 HE VR RE 3l B, 92 2020 4 iz (¢ [ 25 i (Y
R ) )8 D] 0921171129 = 130 Ty 4 i Gy A i fit e RIS 235 2 3 41k
£ 5435 7E 38 min 45 min 36 min 2 FREHL, BIFFE K
AL RS PR 2R (N 7E 60 min ) o
2.5 AENE
2.5.1 Bit&

@i%ﬁ?:Agilent Zorbox SB — CIJJ‘T:QSO mm X 4. 6mm,
5 wm) ;s : 2 - 7K(50:50,V/ V) ;i73% :0. 8 mL/ min;
R 225 nm AR 235 C R R < 10 [TH S
2.5.2 EIWH &

FR B 7 428 P9 TR X B B 4. 96 mg, K 2 PR A2, B
50 mL A5t R S A 0T 2% L AT R T mL
FRTIENTR 99. 10 g AT IR S BURE B 292, 0 ¢,
K& PRE , B HIEHIE R T, R % A BE 50 mL, %
FEFRGE R, S (TR 350 WK 40 kHz) &b #
30 min, B, FRRFRE BT, FH P R R 980k 1 BTt , 9
A7, gt B, RIAS A S A Fe T H B i — 27 L
Ak Ty B T2 i B R A 1 B P R O, e (A A TR
il B8 7 % A5 B P X B VS
2.5.3 HEEFHE

L JE MR IR - B L A o B A R A VA T L PR
P ok B S VAR A5 R L $2 2.5, 1 TR (A ik Sk ERE I
FE L0 R 4l S B P X BE AR 5 R 7 P R ) TR
PR B AR R AR TC T4, 3R L Jam M R4 PR LA 3,

YoM e R L BIRG 2 a OG BRSE1. 0,2 5,
5.0,7.5,10 mL, % & T 10 mL &S, In B e 25, %
A7, BSARER NBR TR B 730 9. 91,24, 78,49. 55,
74.32,99. 10 pg / mL #5106 JE S W £ B 10 pL,
Fi 2. 5. V00 (s 25 R HERE I A2, LARR I B 20 o vk
(X, pg / mL) A B AL bR 06 R (Y) R AR bR RS T 2 [l
U, 453 7 4 Y = 29 032. 707 82X + 162. 300 779 3
(r=0.999 9) 5L, RFRE R R 9. 91 ~
99. 10 g / mL G N S I ARZM: O R R 4F

2 B - JROG) R VA VS o, 496 2. 5. 1300 (e

A/ mAU A/mAU
200 500
150 4007 |
100 300
50 1 200
1 100
0 ~ A UL
| . . .1 / min 04 I .
0 10 20 30 40 0 10 20

S SE IR E 5 UK, 10 W T R 25 AR A A P iR 1
HFLAI RSD M 0. 12%(n = 5) , FE AU ZNG % 15 R 1.

R PSS - BOHER b (L5 54 20200011) 5 086
B0 T SRR 0,2,4,8,12,24 hif 4% 2. 5. 1 I F
OSSR E 0 ST UG T AR o 235 SR B 48 PN TR 0
LI RSD 1 0. 40% (n = 6) , & A A3 i V5 Y0 &5 T
24 h INFEEARTRE .

A PR  BURE i (A58 20200911) 6 3, 45 24
2.0 g KEBWHRAE 2. 5. 2100 F J5 kil & 3l Sl VA
Fi22. 5. VI (3 25 R AR U 5, 10 s 0 i AR, 115
S E i o8 R E i E R 0.45 mg/ g, RSD N
0.71%(n =6) K EEEERL .

D11 = ST W A ST = o ST R O A=)
20200911)9 1, #5249 1. 0 g, KB FRE , B 9 HLEEHEE
U R S AR R N 0. 275 mg / mL (AR TN
BEXH IS AW 1.2 mL. 1.5 mL. 1.8 mL, % 2.5. 2
05 2 A A IR WL $2 2.5, 1 IR (A3 45 1 HERE N
FE TR R S5 R LR 1,

F1 MEEKRBER(n=9)

Tab.1 Results of the recovery test (n = 9)

e HahEng  mAZ(g WER(mg BEE(%) X(%) RSD(%)

0.9945 0.4475 0.3300 0.7628 95.55

0.9912 0.4460 0.3300 0.756 5 94.09
0.9935 0.4471 0.3300 0.7612 95.18
0.9956 0.4480 0.4125 0.8503 91.53

95.83  1.00
0.9904 0.4457 0.4125 0.8390 95.35

0.9923 0.446 5 0.4125 0.8428 96.07
0.9912 0.4460 0.4950 0.9238 96.53
0.9923 0.446 5 0.4950 0.9225 96. 16
0.9921 0.446 4 0.4950 0.9218 96. 04
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1. Costunolide

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

Fig.3 HPLC chromatograms
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K2 HRPARFRNESEMNEL R (ng/g,n=3)

Tab.2 Results of content determination of costunolide in samples

(mg / g,n = 3)
- AEENEE ST POy T
1 2 3
20200911 0.451 0.450 0.453 0.451
20200325 0.457 0.451 0.451 0.453 0.452
20201111 0.454 0.451 0.451 0.452

T A8 TLC S 5IE T TR R 2 Mt P
DL RS RE R i 5, 25 S WOR TE AR O 10 LB, R
[ 451 T 2 fg s B b o B AU .
3.2 SImREXE

Z: M8 2020 4 i [ 245 L (—38) ), 5T 2 Sk A B £
KA T3 , AE G ok R IR h s A R i AR 4y
1E U, [R) A R 2 e 590 Eb 3], et I 40 S AR e, BRE A
- . . 2mg/mL x5uL
vﬂm%%mmmgﬁmyﬁmX6m
(o, 2mg/mL X 5 wL Sy X BE S % W09 050 &
20g/2mL X 6 L S {3 5 5 W i SRR 1) O H B
M- 27 AL 5 Sk m Y B PR EE N Ol 25 ¢/ 435 g X
0.167 mg/gx1000=9.60 wg/g.
3.3 AENEREEGFREXATFHERE

RA MW, W 8, AT SRS, U8 S
BT R RN ERAE AR R BB, AR
BRI A A A A B A 22 B i S 2
JEE P, PO O - R R 2R T SRR 2 13
SUPRAE I S5 H &b - 27 LRI H SR LB
V. 5 9 T ING 97 45 A G, 275 (N 56 5 24 1 RS T
FED (2021 4F A — 1) 1574l 551 b o b R 3 R AL , AL
VEHR 1 ~ 247 88080 o0 AT B 1 | ) B 32 il 591 2% e
T KA B, 25 EPIA TR I 500 A 46 3 FH e, 0 20 2k
HUR F I P R AR Ay o £ 4 il ) 43 , 3 4 57 HPLC 3%
X Ah T3 v R e HE PN TR T e R AT A e A o v
AT TR 2 PR

S5 3CHR 14 - 20 ], W5 o0 ) 25 5 I - UK,
CNE - KU SR sh A Le ], 25 2 - 7K R 50:50
(V1 V), S0 fe A o e TORR A5 B2 I, i 4 ] 3 Fst 6 i
RS 3 PO i T 5, T R E ORI, ik
PR A7 08 75 $E B
3.4 EENEERSH

A o X 3 HEAE A AR TR I N B B 2 SR AT, S
N 0.452 mg / g, TGS ot AR P B IR A 25 4
REFRRNE S EIATIE 2558 9. 874 mg / ¢, Fc B
(AT 54, B & K F IR NERE N 9. 874 mg/ g x 25/
435 =10.567 mg/ g, ¥ % = 0.452/0.567 x 100% =
90. 3% . % & BN 2 F it 25 S, DR I e 3 it 1) S04
VR 20% B FREE L W1 AL B AR B 1 g ARF AR
SRR (CisHy00,) 3, A3 F0. 36 mg.

=0.167mg/g

3.5 FHEEH
AKIF G H T S ST 0 A ) RS A RN B R T Rk

YERR , T T4 BB v - 27 JURY B A I ]

FEIEAN T 52251703 H & uh - 27 AU EEHIN A A
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