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Study on the Quality Standard of Banlangen Dispensing Granules
GONG Wei, SUN Xu, ZHAO Qing-hua, LI Xing-dong, ZHAO Mei, ZHANG Kun, ZHANG Xin-xin (Institute for
Drug and Instrument Control, Dept. of Joint Logistics,Jinan Military Region, Jinan 250022, China)

ABSTRACT OBIJECTIVE: To establish the quality standard of Banlangen dispensing granules. METHODS: Thin layer chroma-
tography (TLC) was used to identify Isatis indigotica, leucine and arginine, the items according to granules preparations and the ex-
traction were detected. HPLC was conducted to determine the content of (R, S)-goitrin. The Shimadzu VP-ODS Cis column was
used with the mobile phase of methanol-0.05% phosphoric acid (7:93, V/V) at the flow rate of 1.0 ml/min. The detection wave-
length was set at 245 nm, and the column temperature was room temperature. The sample size was 10 ul. RESULTS: TLC showed
clear spots and good resolution. Particle size, moisture, dissolubility and microbial limit test were all conformed to the specifica-
tion. The extraction limit was no less than 25.0%. (R, S)-goitrin showed a good linear relationship in the range of 1.565 9-50.109 8
pg/ml (#=0.999 9,n=6). The average recovery was 99.25% (RSD=2.08% ,n=9); the RSDs of precision, stability and repeatabili-
ty tests were no more than 1.12%. The content of (R,S)-goitrin was initially determined as 0.35 mg/g. CONCLUSIONS: The estab-
lished quality standard has increased content determination, and the control programs are more comprehensive and reasonable. It can
be used for the quality control of Banlangen dispensing granules.
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Figl TLC chromatograms
S1.mixed solution of leucine reference and arginine reference; S2.Isatis
indigotica reference medicine; 1, 2, 3.Banlangen dispensing granules
(batches number of 1202764, 1204036 and 1209027) ;4,5,6.Banlangen dis-
pensing granules(batches number of 1212001S,1210005F and 1305009A )
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PRI 15% o 10 SEUON AR TE J5 MORLAS: 25 25 R FF 5 L
E o

2.2.2 K4y BE2010 4FRRCH 25 ) (—HB) iR IX H KR 700
SE R — IR, OB AR E 75 JORE 2~5 g, $HLE 5

B A T Uk K A R 6.0% o 10 LU AR
Je 5 R G A 45 SR AT S HLE
2.2.3  WARYE  BOBCEE AR BC O ORL LA, Jin#AUK 200 ml, T
5 min, 57 BILEE , 25 SR Atk . 10 MG AR 7 ks /6 s
SRR EHE
224 WUEYIBRERAE IR 2010 4R MR E 2500 (—3F8) i
X C 2= 9y R B A A5 vk 3R A R A, F i BRI A T 7 12 56
WE o WAL IR AN B AL B R B R W RO BO 2 g il B (R
W DA A 5 I R A TIRAIE , B0IE 45 S 2 W AR S nl
WEATRA . 2R, 10 HE YRR AR E 5 ok 25 SR 75 A A -
2.3 EHW

HE 2010 45 R € HP T 24 8 ) (—358) AR AR 0T 3= HH A A B
FE A S A AR TE T R IR I i ek < B 2 R
A A RN, B2 2 g R AR AR 2 B0 45 % 1) £, 1 100
ml, FREE R I 8 0 AR e o 45 5%, 1041t
WRE SR & kR 21.18% ~41.04% , F- 218 H 31.34% .,
BB T M 20% , H 25.07% , i858 35 0 400 1 B 3 A
25.0% , BIH W AR I 5 00 (435 HH ) e AN AR 25.0%
24 SENE
241 @i @i%4) : Shimadzu VP-ODS Cis (150 mmx
4.6 mm,5 pm) ; AL SHAR : FHE-0.05 % BRI W (7:93, VIV) 53
T 2 1.0 ml/min; A% < 245 nm AL S PEAE 2 10 pl
TE L ST BE R (R, S) -t AR BT T 1 AR
F 4000, B BT L5, LA 2,

HEZG 2015 4F5 26 45 18 )



175 9200
125 150
=2 1 = 1
100
T Z 100
501

(
0 2 46 81012 141618 024 6 81012 141618
f,min {,min
A B

B2 BRkEEEE
AT BAEA S 1.(R, ) -k F
Fig2 HPLC chromatograms
A. reference; B. test sample; 1. (R, S)-goitrin
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F1 MEEKZERELER (n=9)
Tab 1 Results of recovery test(n=9)
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g b T b % e, o %
0513 B3TS MM 1676182 993
02523 B 02 1669876 9781
02581 958429 40402 1092945 9801
02512 BT 935088 19831 10324
02509 BI693 935088 188895 10235 925 208
02533 9406005 935088 1861009 9843
02534 940976 1118206 2040051 9829
02521 B614Y9 1806 2030456 9786
02505 B007 11806 202667 9802
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Tab 2 Results of content determination of samples
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GC-MS Analysis on Fat-soluble Components in Yao Medicine Angiopteris fokiensis

ZHANG Yun-yun"’, YANG Hai-chuan"*, LI Jia"*, JIANG Ping-chuan"*(1.Guangxi Institute of Chinese Medicine
& Pharmaceutical Science, Nanning 530022, China; 2.Guangxi Key Laboratory of Traditional Chinese Medicine
Quality Standards, Nanning 530022, China)

ABSTRACT OBIJECTIVE: To provide reference for chemical composition analysis in Angiopteris fokiensis. METHODS: The
fat-soluble components in A. fokiensis were extracted and separated. The separated fat-soluble compounds were analyzed and identi-
fied by GC-MS after methyl esterification. RESULTS & CONCLUSIONS: Totally 52 compounds were detected and 43 of those

were identified. They were mainly organic acids and sterols compounds. The 43 components are first identified in 4. fokiensis.
KEYWORDS Angiopteris fokiensis; Fat-soluble component; GC-MS; Component analysis
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