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Study on Quality Standard and Fingerprints of Andrographis paniculata Dispensing Granule

HE Youan"*, HU Hui', YAN Ling’, LIU Yuancai"’ (1.Jing Brand Bio-Medicine Co., Ltd., Hubei Huangshi
435000, China; 2.Jing Brand Research Institute, Hubei Huangshi 435000, China; 3.Hubei Provincial Key Lab
for Quality and Safety of Traditional Chinese Medicine Health Food, Hubei Daye 435100, China)

ABSTRACT OBJECTIVE: To formulate the quality standard of Andrographis paniculata dispensing granule preliminarily, and to
establish its HPLC fingerprints. METHODS: TLC and HPLC method were used for qualitative identification and quantitative
analysis of andrographolide and dehydro-andrographolide in Andrographis paniculata dispensing granules. According to 2015 edition
of Chinese Pharmacopeia (called “Pharmacopeia” for short) , the moisture, granularity, solubility and extract were determined.
HPLC fingerprints of 10 batches of 4. paniculata dispensing granule were drawn, and similarity of it with control fingerprint was
evaluated. RESULTS: In TLC of test sample, the same spots were found in corresponding position as chromatogram of control
sample. The moisture, granularity, solubility and extract of A. paniculata dispensing granule were all in line with the standard of
Pharmacopeia. The linear range of andrographolide and dehydro-andrographolide were 10.983-274.583 (»=0.999 9) and 11.355-
283.886 mg/L (+=0.999 9). RSDs of precision tests were 0.50% and 0.29% (n=6). RSDs of reproducibility tests were 0.99% and
0.51% (n=6). RSDs of stability tests were 0.19% and 0.53% within 24 h at room temperature (n=6). Average recoveries were
99.03% (RSD=1.98% , n=6) and 102.24% (RSD=1.86% ,n=6). The contents of andrographolide and dehydro-andrographolide
were (12.18 £0.16) and (7.53 £ 0.24) mg/g (n=3). The similarity of HPLC fingerprints for 10 batches of 4. paniculata dispensing
granule with control HPLC fingerprints were all higher than 0.99. CONCLUSIONS: Established quality standard and HPLC

fingerprint of 4. paniculata dispensing granule can be used for quality control of 4. paniculata dispensing granule.

KEYWORDS Andrographis paniculata dispensing granule; HPLC; Quality standard; Fingerprint
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SHFE :99.4% ) Y0 1 H A Al 24 SRS E A B 5 R0
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1 g, M FE 30 mL, 75 ()4 : 250 W, Jii % : 53 kHz) &b
P30 min, JE1d, BEWHAE 2 5 mL, VE S SO R
ST T2 6 ) ) S A (G 1~T7) o T3 IR
K ZE U S PN TR L L 2 2 P i OGS R S, P JIEK
B BB R T 1 mg/mL VA M MK 2502
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for andrographolide control
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Fig1 TLC chromatogram
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4.85% ,4.67% 4.95% , 54 2015 4F R (i [E 25 i) (g
)RR T 7K 43 <8.0 9% R
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AR R [ 2 30y (PO ) 352 Hh A I 3 I R 1
PLBAE R R T e . S50 BEA MR M & 1
A3 R 31.44% 30.71% .32.16 % , 8 5 250> JE D J7 ok
2R 30.71% ~32.16% .
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fig ) . 254 nm (15~30 min, B 7K 550 2 P S ) 5 4 0L
25 C; MR 10 uLo
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TR+ R R BB 0 S P T X I A 38 L N 50 9% 2L P i ol
JE R Ol 0.549 2 mg/mL B 550 3% PN B X HE AT
(2) A 2200 32 PN TR X L VAV < S 28 R BB K 200 3
P T XoF B 5 12, 0 50 9% 2 T o) BT R B K 0.567 8
mg/mL F% I 7K 200 S5 PN TR X BB S VAT - (3) TR X R
VSR - B R B — o BRSO i, TRl — S,
50% &, L ZE O 3E DI TR B8 /K 2500 32 DY T JT 12 R
24 0.164 8.0.170 3 mg/mL AYTRA N BE S

2.4.3 AT R S R 2E O L URL (it
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U8 A A
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PEVEREINE 0 %R . 2558 MR A0 8] 43 B 45
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e 2 000 AL, i E LI 2.
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Fig2 HPLC chromatograms
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T 5 mL i, IN50% LR ZIE 5850, $#2.4.17 0
NG IEREIE O S IR, LUK R T
TR R AR bR () (TR B AR AR (p) HE AT 114 43
B, 75 28 00 35 PN IR 14 18] )5 7 #2 R p=5.096 5x+4.591 3
(r=0.999 9) , € HEFR A 11.507 ng; JIi /K 28035 A g i) ]
A FE N y=17.227 9x—0.919 3(+=0.999 9) , E IR Ky
9.093 ng, 45HFRM, ZF 003 P IR R K 25 003 N R Ao
TN J5F 9 A 10.983~274.583 . 11.355~283.886 mg/L
TR N L R RAT .

2.4.6 KRR KA WRC2.4.27 WU 4% B — X ]
SRVA TR 10 pL, $22.4. 17 IR 3 SR 4 S E AR I A2 6
WK IO SR TR . 45 5, 2000 3 PN TR A BE 7K 25800 32 PN i
W 18T FR A% RSD 4391 4 0.50% .0.29% (n=6) , F WXL 2%
PR 5 P R 4F

247 EAEMAKE  $2.4.37W0F ikl AR S
WAL 6 17, P 2.4.17 T N Ci A bR 2 |, 12 S0
T G5 20035 PN TR RO 7K 28003 P TR 5 H 1 RSD 43
124 0.99% .0.51% (n=6) , RIAA T L EE M R AT
2.4.8 FAEMERE  WC2.4.37 0 T RS AR RS
MR T ACE 0.3.6.9,12,18 .24 hJ5 40 544 “2.4.17 15
O E SRR e SR TR . S5, SO SN ER
I 7K 2 0 3 P TR I 1T XL B RSD 43931 4 0.19% 0.53 %
(n=T7) , UM IE R AE ST 24 h I Fa e v
K47,

249 FEEISGRES  REEEFRI6 0y O SR O N R
1 (12.19 mg/g) A HIB K 28003 TR 25 12 (7.73 mg/g)
AL SR A £ 0.05 g (H45: P20170119) , 4351 E T 10
mL S, AT mL 2034 P B 6 R AR 0.5 mL
JI 7K 25 20 T PRI GT BRI TR, SRS A 50 9% & 1 % )
JE 5], b uE AR AR A . IR 2.4 I g
FAFHEREDNE I SR T RO R . 255, 280
TE AR LB 7K 20 3 DY TR ST 2 T3 430 Ry 99.03%
102.24% ,RSD 435124 1.98% . 1.86% (n=6) , W {X &
HEWRE R 4T

2410 FEGEEIE  ArRIFRIBC AEHEA 42 2.4.37
T D5 Pl i v, P 2.4 T T e R S it
FENAE , E SR I . 2558, SHLAE b 28O N R LB
IR0 N IR S 40 3o (12,18 £0.16) L (7.53 £ 0.24)
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JE VB (0~10 min, 5% A; 10~30 min, 5% —30% A;
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£ :250 nm; A7 30 C; HEFERE 10 pL
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P P R KT £ B B TR R G W TR R . 45 2R, 2003 P R A
IR 7K 5 20 3 PN TG R X {5 B SF V) R % 6 7 AR Y RSD <
3.0% (n=6) , 2 WAL it V25 0 3 Tt T 0 15 h AR
FE.

255 BEMIRK  $%°2.4.3750F 5wl AR R
W, A6 40y, P 25,17 T % S A ERE I A T S B
ST PN TR RO 7K 22 00 322 PN T 118 AP X B T[] AR A e i
TR o 25 TR 200 S PR TR R IE 7K 2370 S PR A X (4 8
[] 0 AH X6 04 TR AR RSD<<3.0% (n=6) , B A 7 ih
EYERLT.
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Fig 4 HPLC superposed fingerprint of 10 batches of
A. paniculata dispensing granule
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Fig 5 Control fingerprint of A. paniculata dispensing

granule

2.5.7 AARIEESHT R 2548 S0 EEAR U E i 3R
i) (2004A) , DAL FL 5 OREFE i HPLC X REF8 8]
WS B TARLBE PFA . 4551, 10 L2800 L
EFE b A RURE 24 F 0,99, 1 B 45t 2700 I 7 Ok A
i AR R R — 1k . AL E S5 R R 1,
3 iFig

AHCBIFFE R, 4 27002 0 T 4 B2 O R T
W, ALEE LR B A A, I BE T (IS 2 S, A
TR IR FH 2 G i vk X 2 o 2 Iy R 2 00 3 Y iR
B A ZF00 3 PN 2R A 7 T S 01, i 0 B RO R
B S AT 0T o X EOREE KA AR SESE T T
WA G 2015 4 b H ] 24 31 ) e J0R F51 fr) A 56 J5T i 22
Ko SR HPLC JR30 2 25035 IE J7 0 Hh 28 O3 Y R
WK 2803 N R 0 2 i, X% B0 R G0E T 2R
PECR KGR Fae kAL S I Rk T 1 2%
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®1 BUEMNESER
Tab 1 Results of similarity tests

S M s s ST 9 sl AR
sl 1000 0999 0997 0992 0991 0991 0991 0990 0991 0991 0.992
) 0999 1000 0996 0993 0992 099 0992 0991 0992 0993 0993
$3 0997 099 1.000 0995 0994 0995 0993 0992 0993 0993 0994
s4 0992 0993 0993 1000 0999 0998 0999 0999 0999 0999 1.000
s5 0991 0992 0994 099 1000 099 0999 0998 0998 0998 0999
56 0991 099 0995 0998 0999 1000 0998 0998 0998 0997 0999
§7 0991 0992 0993 099 0999 0998 1.000 0999 0999 0998 1.000
s8 0990 0991 0992 099 0998 0998 0999 1.000 0998 0998 0999
59 0991 0992 0993 099 0998 0998 0999 0998 1.000 0999 0999
SI0 0991 0993 0993 0999 0998 0997 0998 0998 0999 1.000 0999
K 0992 0993 099 1.000 0999 0999 1.000 0999 0999 0999 1.000

82 AR NZ T 2t S S e T B BoR . R
SRS T S A o B B (e o 5 34 1 80 % 115, i
FE ZROIE TR O R EEARE A A0 T 9.75 mg/g, K 2F
LN EE T R EEARE N AT 6.07 mg/g, AMFEEE R
AT Sy g N7 B S TAC 7 U Hh 20 T PN T R K 2 0
PR 2 f PR BE AR PR LA

B TE R 2R ORE L Ok HPLC 6 80T 5
o, S AR AN R A sl AR AR 2R 7
T ELN B £ Waters T3 (431 4 . Sepax HP-C s {2 1%
FE Diamonsil Cs (8 3EAT X AE S EA T L35 53 Hr , & BLf
Diamonsil Cis €8 3% A1 X FE 5 09 0 88 ORI s B H
FE-0.1 % W R /K B FHIE-0.1 % W R /K T FH IE-0.1 %
DK T2 7K 5 W55 T B A I S A B AOR R B
F-0.1 % VKIS PR AT VR ) 3 B ORI GIET 4
LR, 50T N BRAE 225 nm A e R g, i
TKEZE U N ERFE 254 nm P AT T RIS, 58 TR 2RO
TEMC 5 URL HPLC 48 8 TS A9 s BRI A U
A 200 2 A 8080 58 MRS R IR, eI 4G 210
230,250,270 nm HEATIAE , & BE 250 nm AT BEAK 5
o3 N TR A e KM, I T 200 32 PN TR ) W S
AN RS, AR A, bl A, ELUGETE 43 B AR X AT
BONREIR B BRI 02K, (HRRN L 48 S B E vy
K, AR KN IETE 4 B SR SN £ 250 nm
R o B, BT 4 28 032 I 5 0RE HPLC 48 4¢
EIEHRG % oo 1k A AT, 10 HE 28 O3 Iy ks
TR SRS R ARLRE YK T 0.99,

25 L RTIR A A TS 58 T 2RO I ORI I
HASCITH I UE T 2RO R U 2R U P T
FIBE K ZE 0032 PN B 1 o S 4 A, 57 1 L HPLC 48
SR, R 2RO I ROk ) o A P AL T b2 A
[1] BERHMZER S P AR EFE SR —3R[S]. 20154F

fi ALt B 2R Hh i, 2015 265.
[2] %rgg, mb2eW], sk A0y, & 03 U BFR 3] F
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