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W B BN 2IFETORENAERE, Fik RREEEEE(TLO) X H A b &iE FHim e is; RS0 me
P T B N P 60 A &34 4 Diamonsil Cis, iR 48 4 T BE-AREL 3 2% o i (45:55, V/V) , iAik 2 1.0 ml/min, 4] % ¥ %
260 nm, A 30 C,#HAHF A 10, &R Wik F 56 TLC R EFW, 5 B LI, PRI R AT, F& FA0N R RELE
S A 5.62~56.2 ng/ml(r=0.999 4) ; #5 5 F A2 M FH M4 RSD<1.0% ; A wDIK 5 4 97.46 % ~99.72% (RSD=0.75% ,n=
6). &t ZHRITERETA T HETCREGRESEH

FEE FEToRE;FEERamMeEE; AR ML

Study on the Quality Standard of Qinglian Ningxin Capsule

SI Xixi', SUN Hongsheng®, CAO Guangshang®, CHEN Qianqian', LIU Dan' (1.College of Pharmacy, Shandong
University of Traditional Chinese Medicine, Jinan 250355, China;2.The Affiliated Hospital of Shandong Univer-
sity of Traditional Chinese Medicine, Jinan 250011, China)

ABSTRACT OBIJECTIVE: To establish the quality standard of Qinglian ningxin capsule. METHODS: TLC was adopted for the
qualitative identification of Coptis chinensis and Artemisia carvifolia. HPLC was used for the content determination of artemisinin:
column was Diamonsil C;; with mobile phase of methanol-phosphate buffer solution (45:55, F/V) at a flow rate of 1.0 ml/min, de-
tection wavelength was 260 nm, column temperature was 30 °C,and injection volume was 10 pl. RESULTS: The TLC spots of C.
chinensis and A. carvifolia were clear and well separated, negative control without interference. The linear range of artemisinin was
5.62-56.2 pg/ml (#=0.999 4) ; RSDs of precision, stability and reproducibility tests were lower than 1.0% ; recovery was
97.46%-99.72% (RSD=0.75% ,n=6). CONCLUSIONS: The satandard can be used for the quality control of Qinglian ningxin

capsule.

KEYWORDS Qinglian ningxin capsule; Artemisinin; HPLC; TLC; Quality standard
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1.2 #HER5KH

BT EE QAR B 24 2= B P e 24 370 52 56 %
il 415 20150518 ,20150524 20150530, Hi4% : 0.3 mg/ki) ;
RN (15 £ 100202-201004, 4l . 98.8% ) \Eh R /N EERR,
X B 5 (HE5 . MUST-15010411) | % 3% X% 18 25 41 (3t 5 .
120913-200407 ) J4 0 F~ rr [ 0,0 245 i K WIS B s e e G2
M (F5 S REAL T ) 5 B gl , Faxislin 3 o i ali
KRl .
2 AEEHER
2.1 EMER
211 EHE BURMINAY 0.25 g, BF4R, Iin L 25 mil, #E A
AEFE 30 min, YEAT , BOEEAE N AW oS3 BER R/ INER
Xof BRSPS BE RS B VR B Ol 0.5 mg/ml 1
X RS TR . TR X IR 241 0.25 g, [ b A iR il 45
DS FREG I o 4875 7% T O R ZR AL Ty RN LA A il v
TP B AR S e S A VR ) 28 T ) B B %o B VAR
£ TLC 12 [2015 A5 [ 24 310) (DU )], W B ik 4 i
WA 1l 2350 T AR G 2R b, IR bE- IR £ BR-5
PP K- = Z i (3:3.5:1: 1.5:0.5: 1, VIVIVIVIVIV) N eI
F, BT RPN 20 min (R IFELN BT, BUH , 5T,
BEEHMEKT (365 nm) AL, 255, R @k, 7R 5% R
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Fig1 TLC chromatograms of Coptis chinensis

1.reference substance; 2.control medicinal herb; 3-5.test samples; 6.neg-

ative control

2.1.2 FHE BURBHNEY S g, A i (60~90 °C)50 ml,
JNF I 1 h, P8, UEEE T, AR INE CL %6 30 mI VAR
20% IESARFESEIC 3 IR, R 10 ml, I B, 25T,
BN 95 % L1 0.5 ml (AR, A A HL IR IR . I IE B R
Xif B i T A, 195 9% T A 7 v 28 BTV B 1 mg/ml (9 %F
HE SRR o 4577 % 700 R E AL T R 12 5 Tl 7 8 1) [P R
st , FEFE AR VA TR A v S R I X B W . 4% TLC ¥
[2015 41 i € Hh 25 00 ) (U5 ) 15, W B 13 3 R T 4% 5
ul, 351 5 F R —RERE G HEZAR b, LA (60~90 °C)-Zfik
(4:5,V/V) R JEFFH, JeTF, B, B, L5 2% i B i)
10 % B R B, T 105 °C R BE i (i e, B H BT
R E5R, R G R AR S B AR
AHTRIER R BE A, B BEOGT4, PR LI 2.

N

2 BENHERRIEE
LA B i 5 2~ 4 (31 5 5. B I B
Figl TLC chromatograms of Artemisia carvifolia

1.reference substance; 2-4.test samples; 5.negative control

2.2 REMNE

221 BIELM 3% 4 Diamonsil Cis (250 mmx4.6 mm,
5um), W SIAH : B EE-BEAR £ 2 i (45 : 55, V/V) s i . 1.0
ml/min; B : 260 nm; HEIR - 30 °C 5 HEFER: 10 pl.

2.2.2 XTHEM WA T R R ARG 2 X B gk 5.62
mg, & T 5 ml L, 195 % Z B AR IF5E 25 , 1575 # 200
sl T8 5 s 28 1 1 3R BRI 48 1 ml, BT 10 ml 5
W0 0.29% S A AL BN YA 4 ml, FE5T, BT 50 CHRIE KIS
730 min, B, ¥ 202 2, 10.08 mol/L B BRI UE 2,
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AV B TV TR B P BRI 4% 10 l, #6221 7301 F
OG5 2 IEREI A2 iE S TR 3. 7 LR g A
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ST >15,

12

10
3 1
26
g 4
2
0
0 2 4 6 8 1012 u 1 18

f,min
A

7

5 |

jo)

23

|

-1

5 0 B 0 5 N %
f,min
B

7

5

o)

23

|

N
{,min

C
B3 msREeikE
ATHE B s BAAEAL s CBIPERT IE 1 5 %
Fig3 HPLC chromatograms

A.reference substance; B.test sample ; C.negative control; 1.artemisinin
2.2.6 KMEXRFL O HIKEE R HC2.2.27 50T X B8 S TR
WA E T 10 ml RS, 0 959% ZEE 2%, Tl BT e
7394 5.62,11.24.,22.48 ,33.72,56.2 pg/ml 1) & 41 Xf BE 7%
o IR IR RN BSR4 10 I, #2.2.17 TR €4
TSR A2, O S TR . LA R R (x, pg/ml)
AR AR () I GAARBRIES T )T, 453 1 2 Il
TN y=10.167x—14.845(r=0.999 4) , £k FLFH , 7515 KA
JR R R LR ARV R 5.62~56.2 pg/ml.

2.2.7 AWK HUC2.2.27 W %k IR VA WOE A, TR
“2.2.17 0T OG5 A% SEERE DN A 6 WK, I SRR, 25 5R,
FHHEREE M RSD=0.59% (n=6) , WL ZAE % 1 RLAT-.
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“2.2.17WUF GRS REI E IO ST A . B, R R
IH A RSD=0.44% (n=06) , R PIHEIK G B AE 12 h YA
FasE .
229 WEMERE KB —HAE G (51 20150518)
T, #2.2.37 TR Iy il A HE A T, R 6 107, PR 2.2.17
T (035 2 PRERE DN e ST, 255 3 8 R T B
RSD=0.61% (n=6) , RIIAJr s 1k R 4T,
2.2.10  JEERIBCRIATS  BUE AN A R (i : 20150518)
i 36 03, 4B — 2 T A 7 26 B 4 2.2.37 00
TR B AR, PR 2.2, T Ak A R R R
ISR R INAE IeR 2551 LK 1,
F1 MMEERKERREER(n=06)
Tab 1 Results of recovery test(n=06)

ik Fhig A, i, el FmEER ReD,
g i, mg mg mg % ek, % %
0.512 08730 0.8907 17537 98.88
0.507 0.863 8 08907 17425 98.65
0.503 0.8575 0.8907 17457 99.72

98.72 0.75
0.509 0.8678 0.8907 17359 9746
0513 08740 0.8907 17563 99.06
0.512 08719 08907 17498 98.56

2211 FEGEENE  BOHRE ML A IE I, 30 2.2.37 I
O A SR A, TR 2.2, 17T T S SRR 2
ICSRIE AU RRE b & it 4 R R 2,

F2 HmAEENELR(n=3,mg/g)

Tab 2 Results of content determination of samples (=3,

mg/g)
i LLES Hyak
20150518 1.7042
20150524 1.689 4 1.6970
20150530 1.6973
3 Wit
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