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Improvement of Quality Standard for Jinlianhua Soft Capsules
LIN Fengping ,WENG Jia ,CHEN Xiafei,Ll Jinmei, OUYANG Zhu
(Huizhou Institute for Food and Drug Control ,Huizhou,Guangdong,China 516003 )
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Abstract: Objective
identified qualitatively by the thin — layer chromatography (TLC) method. The content of orientin in the preparation was determined

To improve the quality standard of Jinlianhua Soft Capsules. Methods Flos Trollii in the preparation was
by the high — performance liquid chromatography (HPLC) method; the chromatographic column was Ultimate XB — C, column
(250 mm x 4.6 mm,5 pum),the mobile phase was methanol — acetonitrile — 0. 1% phosphoric acid aqueous solution (10:12:78,V/V/ V),
the flow rate was 1.0 mL/ min,the detection wavelength was 349 nm,the column temperature was 35 “C,and the injection volume
was 10 pL. Results The TLC chromatograms of Flos Trollii showed clear spots, good resoluion and no interference from the
negative reference. The linear range of orientin was 1.68 — 168.97 wg/ mL (r = 0.999 9). The RSDs of precision, stability and
repeatability tests were all lower than 1.0%. The average recovery rate of orientin was 97.87%,with an RSD of 1.70% (n = 6).

Conclusion The established method is accurate, specific and repeatable, which can be used for the quality control of Jinlianhua

Soft Capsules.
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Shimadzu LC — 20A % K Agilent 1260 %Y 15 %% % #H
AL (H 2R Shimadzu 23 7]} 3 [F Agilent A F] , YT
T BEAIREIN S ) s XS205 B K XS204 KU HL K- (Hi
+: Mettler Toledo 23 F) , 4% & 43 %1 4 0. 01 mg, 0. 1 mg) ;
Camag Peprostar 3 B3 J2 iii% R 4t (Fit- Camag A F] ) 5
KQ — 250 AU 75 i 3 ve A% (Bl s M A 2% A FR
NP
1.2 X%

S TEAE AR 104 (AT 54391 L17K061,
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L17A131;B ), b5 43 5] 24 170408, 170904, 180108 ) ;
SRR R R S (35 111777 - 201302, & > 98%) ,
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RS N 1.5 ¢, IR2T, N 80% £, 25 mL, it
(D) F 250 W A% 40 kHz, F[A]) 2L FE 15 min, JE1,
UEWRZE T BRI INIK 10 mLEE R, F 1R OB IR FESEEL
3, BIK 20 mL, 5 I PO, 221, BRI in HBE 5 mL
ol A, WA 3k A VAR o B2 B R A 0 R A
TE AR 0 R B A | mL S 2R EAE 0. 6 mg IR
0. 3 mg AL —3XF JES AV o IO SEAE T HRZ5 44 0. 5 ¢, in
80% LT 15 mL, #5420t T W 1) 48 7 2 T 48 X RE A 11
VS WL o e 4 S8 A SRR B b Ty B T 20 il 4 i 4 AR 25 4
9 B PR AR i e A o v YRS 85 v ) 8 BT M T R
VTR W R A5 1 L, 2 ) T IR — R R G )2
Wb, AR TR - Tl - g - K(12:6:1:1.5,
VIVIVIV) IR, EIF BUE BT, w2 109% =5
RS AT, R AMEAT (365 nm) AR . 45 At
wn VAV €83 TP, A 5 0T TR 24 A I YRR B — X I T TR
o TR IO A7 " A ] A 2 S BRE A, LB X R T4
ENE

1 2 3 4 5 6 7
4. MR SBIER 5. AR IEIR

1 -3, Bk deiE iR
6. EFEF A RIBIER 7. AR A RS IE R
E1 #HE&E
1 = 3. Test solution 4. Negative reference solution 5. Reference medicinal
solution 6. Orientin reference solution 7. Vitexin reference solution

Fig.1 TLC chromatograms
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WA P - 20 - 0. 1% B MR KW (10:12: 78,
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Fig.2 HPLC chromatograms
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AR (Y) AP A bR e AT el H B B 7R Y =
25.699X + 8.276 2(R>=0.999 9) 45 FL 601 | 2P B 4F i
HUJETE 1. 68 ~ 168. 97 g / mL G [l PN 55 06 i FR 26 A%
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Wi R RS I 2. 2. 275 %R SRR 10 pL,
$22. 2. 130 N S A SE R A2 6 UK, 10 SR TR
ZERKRSD 7 0. 40% (n = 6) , ALK % K 4F .

Foe R« R (L5 L17K061) ¥ W id
TR P iE 0,2,4,6,8,12,24 hith#2. 2. 135 F
T SRR R 0 SR U TR AR o 25 5 9 RSD 24 0. 70%
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(n=7), PR IFRE R THUE 24 h WEEARTE

2« BORE i (645 L17K061) 18 5, RS %
FRoE, 6 0y, #5822, 2 10T 5 ik il 4 A3 ol v i, 4
2.2 VIR (i A5 A PRI A, 10 SR 0l AR, T
HOARAFEHWN Y EEN 421 mg/ g, RSD N
0.60%(n=6), KUINEEL R

TR a6 - BRE T £ (4. 211 mg / g) B FE
(k5 R L17K061)6 1} , A7 £ 0. 125 ¢ KEHFRAE , 535
TN ZE B X BE U (BT fE vk B2 24 0. 165 45 mg / mLL)
3 mL, % 2. 2. 230 T 7 vl ks M O RS A
FHEE S0 mL"#2 ), #2 2. 2. 1300 R @3 2 AR g 2 30 5%
WA TR AR, TSR TR S5 R LR 1,

1 MEEKIREER (n=6)

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

RES() HE4F(ng MAZ(mg) MEZF(mg DRE%) X(%) RSD(%)

0.1277 0.5377 0.496 4 1.008 6 94.86
0.1280 0.5390 0.4964 1.0300 98.91
0.1257 0.5293 0.496 4 1.0223 99.32
97.87  1.70
0.1283 0.5403 0.496 4 10231 97.26
0.1230 0.5180 0.496 4 1.009 4 98.99
0.1229 0.5175 0.496 4 1.0034 97.88

2.2.4 FEREENE
B 10 A Sl 438 1, 42 2. 2. 2 300 F 5 v o 4 it
VAT 45 2. 2. 1T S A A R RE I A2, 4% AR T
BRER R AR 2,
x2 HREENELER(mg/g,n=3)

Tab.2 Results of content determination of orientin in samples

(mg/g,n=3)

EiAy b A o
L17K061 4.211 L18A111 5.254
L17C061 4. 081 L17A131 3.926
L17L161 5.196 170408 3.994
L18CO51 5. 069 170904 3.786
L18B281 4.920 180108 3.561
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