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Consistency and stability of Yinzhihuang Injection based on HPLC fingerprints
REN Yong-shen'?, ZHANG Ping', DU Xiao-xi*, LI Yan?, WANG Jing-bin',
JIN Cheng', DUAN Hui-juan', XIAO Xiao-he’
(1. PLA Institute of Chinese Materia Medica, 302 Hospital of PLA, Beijing 100039, China; 2. School of Pharmacy,
Chengdu University of Traditional Chinese Medicine, Chengdu 611740, China; 3. Centre for Drug
Evaluation of State Food and Drug Administration, Beijing 100038, China)

Abstract; Objective To evaluate the consistency and stability of Yinzhihuang Injection with HPLC
fingerprint and improve its quality standard. Methods HPLC was used to establish the fingerprints of 23
batches of Yinzhihuang Injection, including samples from different manufacturers, batch number, and
conditions of acceleration. Similarity calculation and hierarchical cluster analysis were used to evaluate the
consistency and stability of them with similarity and relative peak area of common peaks in fingerprints.
Results Samples of same manufacturer were classified respectively, which showed the consistency of ev-
ery batch; Samples from different manufacturers were classified successively, which showed the diversity
and relative coherence; Samples treated with accelerated test were different from normal ones obviously,
which showed the sensitive of fingerprints. Conclusion The established HPLC fingerprint could be ap-
plied to the quality control of Yinzhihuang Injection and show fairly importance in ensuring the consistency

and stability of it.
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of Yinzhihuang Injection
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Table 1 Relative peak area of common peaks for fingerprints of 23 batches of Yinzhihuang Injection

s BT
" w1 Mz M3 W4 W5 M6 WS W7 M8 #H9  H10

S1 0.0027 0.0007 0.0020 0.0029 0.0205 0.0106 1.0000 0.0012 0.0186 0.0444 0.0033
S2 0.0027 0.0008 0.0020 0.0028 0.0207 0.0098 1.0000 0.0011 0.0187 0.0443 0.0033
S3 0.0027 0.0008 0.0020 0.0027 0.0202 0.0097 1.0000 0.0026 0.0182 0.0436 0.0032
S4 0.0023 0.0010 0.0016 0.0032 0.0230 0.0107 1.0000 0.0013 0.0183 0.0457 0.0031
S5 0.0025 0.0010 0.0017 0.0030 0.0225 0.0104 1.0000 0.0018 0.0178 0.0445 0.0028
Sé6 0.0021 0.0012 0.0015 0.0030 0.0241 0.0117 1.0000 0.0013 0.0181 0.0428 0.0036
S7 0.0022 0.0011 0.0016 0.0031 0.0241 0.0108 1.0000 0.0021 0.0176 0.0428 0.0031
S8 0.0022 0.0012 0.0016 0.0032 0.0248 0.0106 1.0000 0.0013 0.0181 0.0438 0.0034
S9 0.0026 0.0010 0.0017 0.0046 0.0232 0.0152 1.0000 0.0019 0.0184 0.0463 0.0043
S10 0.0013 0.0011 0.0006 0.0049 0.0259 0.0143 1.0000 0.0012 0.0202 0.0487 0.004 0
S11 0.0010 0.0011 0.0006 0.0045 0.0232 0.0155 1.0000 0.0040 0.0194 0.0490 0.0041
S12 0.0019 0.0013 0.0014 0.0046 0.0265 0.0154 1.0000 0.0072 0.0226 0.0480 0.0060
S13 0.0025 0.0012 0.0018 0.0046 0.0232 0.0148 1.0000 0.0022 0.0191 0.0465 0.004 2
Si4 0.0096 0.0009 0.0081 0.0075 0.0262 0.0169 1.0000 0.0013 0.0169 0.0301 0.0047
S15 0.0090 0.0012 0.0074 0.0070 0.0247 0.0131 1.0000 0.0014 0.0159 0.0284 0.0043
Sié6 0.0031 0.0018 0.0022 0.0110 0.0650 0.0156 1.0000 0.0052 0.0188 0.0409 0.0078
S17 0.0031 0.0018 0.0021 0.0119 0.0660 0.0160 1.0000 0.0048 0.0181 0.0424 0.0073
S18 0.0026 0.0017 0.0017 0.0105 0.0611 0.0138 1.0000 0.0042 0.0179 0.0418 0.0052
S19 0.0030 0.0016 0.0021 0.0111 0.0616 0.0156 1.0000 0.0033 0.0180 0.0417 0.0051
S20 0.0019 0.0017 0.0013 0.0111 0.0600 0.0175 1.0000 0.0029 0.0182 0.0420 0.0047
S21 0.1821 0.0830 0.0181 0.5043 2.1373 0.0509 1.0000 0.0195 0.0047 0.0141 0.0437
S22 0.3401 0.1012 0.0322 0.6928 3.2563 0.0930 1.0000 0.0371 0.0079 0.0122 0.0426
S23 0.2604 0.1151 0.0245 10.7272 3.0432 0.0773 1. 0000 0.0276 0.0072 0.0140 0.0448
S24 (Xt H) 0.0050 0.0020 0.0024 0.0109 0.0551 0.0139 1.0000 0.0028 0.0183 0.0426 0.0047
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Table 2 Similarities of fingerprint of 23 batches

of Yinzhihuang Injection

& AR B8 FHALBE
Sl 0.999 S13 0.977
S2 0. 999 S14 0.999
S3 0. 999 S15 0. 999
S4 0. 999 S16 1. 000
S5 0. 999 817 1. 000
S6 0. 999 S18 1. 000
S7 0.999 S19 1. 000
S8 0. 999 $20 1. 000
S9 0.999 s21 0. 461
S10 0. 999 S22 0. 338
s11 0. 999 S23 0. 355
s12 0. 996 S24 B (R) 1. 000
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Fig. 3 Dendrogram of cluster analysis

3 it

BOEEEIIBTEE T AR TETH
B R ESMHEAT R E R T BE-K
BE-0-05% B BRK W, Z BF-7K . Z JE-0. 02 % B B
ABBAMRIEFZRT 4 BMADIMO S FH
FEBEIR B 6 RE-0. 05 U Bt KB R Bt
5 i s I T B 43 1 BE AR OF 5 66 PR R RS
W25 3 B HEAT IR L, B T A AR R AT P EOAE T H
UVl 238 nm, EEH K UVl 274 nm, RFR
RELEBYH UV 327 nm, B0 LB HFT
P, ERKW 274 nm FRTEERRERS,E
238 nm 1 327 nm KT EEBERE, L THE
327 nm KB T AR B, {H 238 nm R A
HY BT, REREEN R E T L6, Ao B



¢ %% Chinese Traditional and Herbal Drugs % 39 %% 6 33 2008 &£ 6 B

- 841 -

SR, WA 238 om ERRM B, TURT 2
FIK TG & LA B O

MRERFYN . WHEEH EHBE HPLC 55 E
ERGEAARFHENE. G e SR ELEENHE
X3 4% B8 i (B) AR X o T R A AR DL SRR R B F
RARERECRETHK R~ KA R#K) K&
S AR & 5 (R B 45 B X 1) — 3tk KA [R5 2% 1 B B
HE BT 5 V02 R R S A R O A R i BB
E.RIETHREERGERR ™ W RE— MG
EHHRBHE.

M= R — B i B i A B 2 T
HAER . RREAHEL BOEASRRRHHHK
FB. BlMELEESCEGRETY BER.RE
o ] R AR LU 3R, AL IR QLR IS BB B 2 Y
5 1] 7= 0 BB — B R R E 1, RO R I i
il B AL 2 R0 B R A 456 PP 2 T G 3R] 1 50 8 U 4
B O ATESRPRRR=RERFNE, AR/
RUHE.

HR 2 T SR £ 5 B A R N K P 2 A (JRRL )
APE g laNdRER . B H2BEH K IEL
R i R, A 72 30 1 (R UE 7 i i B 9 — Bt
FREE  RREPHEHNLL FHARTE
HnERE. BR, LEHYEELTBSHRHR
. AERSHERFA—ENRTRELE AR
P 35 5 5 (6] B b 2 15 SO 3 R BRI — KR UL K
L2 oY X B 5 oy B A i P 25 1 SR i 2 R LA
BEN EULERRTRERFEEEENENL
S8 SUE R T 5T R = 2 B B AE 1R (i
F.HE AER. . REEASORMILFERENS.
B L o P2 T T 7R B B R 4 1 R B A B A R R A
MR EEX, UL EEH R RS Et,
RERGERE S, MXPR ARG S HRE.

$ETM:

(1] Sa%.x & . AFE. WEK HPLC KL EEREL]. +
B2, 2006, 37(3); 433-435.

[2] EEC, X4t By %. AAFEHEEHREIHF].
B2, 2006, 37(3); 435-439.

HWEEHES - BFEE KA NELRRAEERS T

® Al TR
THPEHREFE-HRER LRPO,J7FKH 510405

W E.BH RUHBESREAAEERAEMTUAERNFEFR. AR ERXPOEANHRRAKGKLEN
R, HE FRAGC-MSHHBEMSHALTCAGNFERETIN KX B EFB K KEHIE RS HTT

B GR

0. 46 %KY EM . KA PR RS R A AR T R4 100 CKE 30 min J5

SHRHEBHFHEALERS KPP AFHMBIEMLERT 0.88%~2.82% M FBE.0. 24% ~

G R ORR) R

BREBA 1Y ~2%0 - BFRRK) 7K #(7.8517. 27)/Wﬁtﬂﬂ(lﬂﬂi>ﬁ?@kﬁﬁﬂﬁ(ﬁi) &4 wa
EHARTH P EER KA S5 TEARN HBXERERET UK.

XRA . HEES BB AFR KN B K;GC-MS
XMAE 0253 - 2670(2008)06 ~ 0841 - 03

5% R286. 1 X WIRIAE:A

Oxidation and isomerous conversion of B-asarone and borneol in Shenchang Injection
WEI Gang, HE Jian-xiong
(The Experiment Centre of the First Affiliated Hospital, Guangzhou University of Traditional Chinese Medicine,
Guangzhou 510405, China)
Abstract: Objective To analyze what will create after oxidation in Shenchang Injection, the oxidated

mechanism, and isomerous conversion of B-asarone and borneol in it. Methods

To analyze the sample

of Shenchang Injection before and after oxidation by GC-MS and to compare the composition of B-asarone

and borneol before and after sterilization. Results Some of B-asarone was oxidized and changed to asary-
laldehyde (about 0.88%—2.82% of total composition ) and saishinone (about 0.24%—0.46% of total
composition), some of the borneol and isoborneol was oxidized and changed to camphor when three sam-

e 1 B 3 - 2007-08-03
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