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Quality Evaluation of Zhibai Dihuang Pills (Concentrated Pills) by HPLC Fingerprint
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ABSTRACT OBJECTIVE: To establish the HPLC fingerprint of Zhibai dihuang pills (concentrat lls)
quality. METHODS: The determination was performed on Dikma Diamonsil Cis column
acetic acid solution-methanol (gradient elution) at the flow rate of 1.0 mL/min.

column temperature was 30 °C. The sample size was 10 pL. Using

B, C manufacturers within validity period and samples from
drawn. The similarity of HPLC chromatogram for sai
validity period and out of validity period w
Common peaks of HPLC chroma

24, 29 and 32 commongpe

Established HPLC fingerprint analysis method can represent the quality of Zhibai dihuang pills (concentrated pills) ,

effectively identify the expired samples.
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PLC chromatograms of samples from A
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and C manufacturers and samples from A manufacturer within

ﬂ romatogram Fingerprint Similarity Evaluation System (2004 A).
nufacturers sample within validity period were confirmed. RESULTS: There were
hromatograms for each 10 batches of samples from manufacturer A, B and C within
ﬁe similarity of corresponding HPLC chromatograms of samples from manufacturer A, B and C
HPLC chromatography were all higher than 0.94 with good agreement. HPLC chromatograms of sample from
turer within validity period had good agreement with that from A manufacturer out of validity period. CONCLUSIONS:

but cannot
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Tab 3 Similarity evaluation results of samples from manufacturer A within validity period

45 S S2 3 S4 S5 S6 7 S8 9 S10 Xt IR
Sl 1.000 0.998 0.924 0.998 0.954 0.990 0.999 0.959 0.998 0.994 0.995
s2 0.998 1.000 0.929 0.992 0.952 0.993 0.995 0.950 0.999 0.995 0.994
S3 0.924 0.929 1.000 0.914 0.901 0.931 0.922 0.891 0.930 0.930 0.944
S4 0.998 0.992 0.914 1.000 0.951 0.981 0.998 0.964 0.991 0.988 0.991
S5 0.954 0.952 0.901 0.951 1.000 0.978 0.965 0.993 0.964 0.977 0.975
6 0.990 0.993 0.931 0.981 0.978 1.000 0.990 0.969 0.997 0.999 0.996
s7 0.999 0.995 0.922 0.998 0.965 0.990 1.000 0.972 0.996 0.995 0.996
S8 0.959 0.950 0.891 0.964 0.993 0.969 0.972 1.000 0.961 0.972 0.975
9 0.998 0.999 0.930 0.991 0.964 0.997 0.996 0.961 1.000 0.998 0.997
S10 0.994 0.995 0.930 0.988 0.977 0.999 0.995 0.972 0.998 1.000 0.998
Xt AR 0.995 0.994 0.944 0.991 0.975 0.996 0.996 0.975 0.997 0.998 1.000
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Tab 4 Similarity evaluation results of samples from manufacturer B within validity period

45 Sil S12 S13 S14 S15 S16 s17 SI8 S19 $20 X
Sl 1.000 0.997 0.967 0.792 0.967 0.982 0.996 0.965 0.924 0.992 0.991
s12 0.997 1.000 0.966 0.820 0.957 0.993 0.999 0.965 0.947 0.989 0.997
S13 0.967 0.966 1.000 0.656 0.993 0.945 0.967 0.999 0.942 0.992 0.981
S14 0.892 0.920 0.956 1.000 0.619 0.867 0.920 0.959 0.991 0.925 0.991
s15 0.967 0.957 0.993 0.919 1.000 0.924 0.957 0.990 0.899 0.990 0.967
S16 0.982 0.993 0.945 0.867 0.924 1.000 0.994 0.946 0.966 0.969 0.990
s17 0.996 0.999 0.967 0.820 0.957 0.994 1.000 0.966 0.951 0.989 0.997
NE 0.965 0.965 0.999 0.659 0.990 0.946 0.966 1.000 0.948 0.990 0.981
S19 0.924 0.947 0.942 0.891 0.899 0.966 0.951 0.948 1.000 0.937 0.965
$20 0.992 0.989 0.992 0.925 0.990 0.969 0.989 0.990 0.937 1.000 0.993
payid 0.991 0.997 0.981 0.891 0.967 0.990 0.997 0.981 0.965 0.993 1.000
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Tab 5 Similarity evaluation results of samples from manufacturer C within validity period

R S21 S22 S23 S24 25 $26 S27 S28 $29 S30 xR
s21 1.000 0.934 0.994 0.952 0.983 0.991 0.988 0.958 0.936 0.919 0.988
S22 0.934 1.000 0.916 0.997 0.903 0.908 0.902 0.994 0.999 0.998 0.976
S23 0.994 0.916 1.000 0.931 0.997 0.999 0.999 0.935 0.917 0.905 0.981
S24 0.952 0.997 0.931 1.000 0.915 0.923 0.916 0.999 0.998 0.991 0.984
25 0.983 0.903 0.997 0.915 1.000 0.997 0.998 0.917 0.904 0.896 0.972
S26 0.991 0.908 0.999 0.923 0.997 1.000 0.999 0.927 0.909 0.897 0.977
S27 0.988 0.902 0.999 0.916 0.998 0.999 1.000 0.920 0.903 0.892 0.973
28 0.958 0.994 0.935 0.999 0.917 0.927 0.920 1.000 0.995 0.985 0.985
29 0.936 0.999 0.917 0.998 0.904 0.909 0.903 0.995 1.000 0.998 7
S30 0.919 0.998 0.905 0.991 0.896 0.897 0.892 0.985 0.998 0

Xl iR 0.988 0.976 0.981 0.984 0.972 0.977 0.973 0.985 0.974 (‘g 1.000
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Tab 6 Similarity evaluation results of samples from manufacturer A within validity period and out of validity period

H Sl 2 S3 S4 S5 31 $32 $33 S34 S35 Xt
Sl 1.000 0.974 0.989 0.999 0.989 0.997 0.949 0.995 0.995 0.997 0.999
2 0.974 1.000 0.997 0.974 0.997 0.955 0.871 0.947 0.951 0.956 0.967
S3 0.989 0.997 1.000 0.989 0.998 0.976 0.905 0.970 0.972 0.976 0.984
sS4 0.999 0.974 0.989 1.000 0.989 0.997 0.949 0.995 0.995 0.997 0.999
S5 0.989 0.997 0.998 0.989 1.000 0.976 0.905 0.970 0.972 0.976 0.984
s31 0.997 0.955 0.976 0.997 0.976 1.000 0.968 0.999 0.997 0.982 0.999
$32 0.949 0.871 0.905 0.949 0.905 0.968 1.000 0.973 0.973 0.969 0.963
$33 0.995 0.947 0.970 0.995 0.970 0.999 0.973 1.000 0.993 0.996 0.998
S34 0.995 0.951 0.972 0.995 0.972 0.997 0.973 0.993 1.000 0.999 0.998
s35 0.997 0.956 0.976 0.997 0.976 0.982 0.969 0.996 0.999 1.000 0.999
it i 0.999 0.967 0.984 0.999 0.984 0.999 0.963 0.998 0.998 0.999 1.000

FRARE P2 O B AR SRR R R R S AP 2RI SO e i A R RPN R
MAFHFR ARG G R —EMFE TR Y BRI LS R AR k7 X R AR1E 5 2 i 7 1Y
TSP A R, DR B RS 545, i@ IR SR St Z B MR X — R0 A Y
TR SRS AT DA — e B F R AT g AR TR, AT V)R e — Rk A R
i 22 F i AR B e — X EE S AR PR 2SRRI RO R ik

JEEEN LT, AWFSE BIA A HPLC $R 80 a3 30k

AB.CJ A AE SN A2 T T4 (1] ERGIMER S P AR EFE % & —H[S]. 2015

T, 25 SRR, 3 FE S TS AR HA AR — Bk AERRL AL 5T v S 2R ARG, 20151 1069.
ABFFGEAHT T AT PR RO S A RO  [2] RS B, AL, O D B At
FE S CHRIBU 79 M 50 9% HY VA ) 1 HPLC 45 20 R 115 FRRFEIBARMR]. 8 254 &, 20
B R B E I W B2 5, BT AR (D Wik (3] BRE T 0, 5 N @@ AR
L A AT S , T FUR AR B ) RS @; Sl ST A 2017, 36

PRy T 2 2 T 750k 5 (2) W RIRE S B9 L2 WA A 2257, 2> 3 m

o0 HRHEHAL I HPLCHR St 8P ﬁifft 4’1#!0];; 20\;: ?ﬁfi{fﬂ Effsjc "
E’Jﬁtaﬁﬁiﬁ}ﬁ&ﬁﬁiiﬂiﬁ,WﬁLﬁE&*%ﬁ?ﬁﬁﬁn B

R A ARA 7 T R 1 Q HTT B/ M K, 4 KAEAERR R Rl A HPLC

FEORITEIIIET]. £ B 25 5% ,2017,28(33):4714-4717.

R Mm%ﬁ ﬁ””ﬁ (61 SRI . Feste A0, Mkl b 254 O T
R S i Fﬁﬁm WG], B H P E 5 ,2015,24(11):111-112.
B, HR Fﬁiﬁ’”‘“@”ﬁﬁﬁﬁﬁ*’ﬁu (7] Ak R A B 2 S5l k BB A
RPN R S PO bRHERSTE BT AT REGLIRE WAL R4 4RI 5 R 2017,29(2) 273277,

EL A ROH AR AR AT G, AOUENZAIRIIG RS T (8] #8hie, 3008 I 55, 4. R IR (0B e 4% 1 X

38, T L2 20548 4 ok TR BB /ML A SO, B Sy A F k&,
2 i A RO A B S PR IE 2 2 4 AR 2017,23(7):31-34.

FIRTEE . w257 ZEAE0E T, A ) B PR i, 220 (e F 3 :2018-01-03  f&1al H 103: 2018-03-21)

e EBRAT AR S, 2R R 2 T LA B CTR)

R RES ARV Z B AR AL AW, IR

HEIZEG 2018 4E45 29 4555 20 ] China Pharmacy 2018 Vol. 29 No.20 -« 2751 -





