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Quality Analysis of Xinaojing Injection

ZHAO Xi-xian'* |, FANG Ying®, ZHAO Ming-shu', WANG Qing-gang' , MENG Da-jun'
(1. Dongcheng District Institute of Drug Control, Beijing 100027, China;
2. Beijing Disirict Institute of Drug Control, Beijing 100036, China)

[ Abstract] Objective: Analyzing the testing result of Xingnaojing injection and comparing and appraising
the quality of different products. Method: Technical test and tcorrelation analysis were used to analyze the
unqualified cause and calculating mean and relative standard deviation with testing data. Cluster analysis was
applied to compare the stability of different products quality and differences. Result; Correlation analysis indicated
that camphor was closely positive correlated to isoborneol (P < 0.01) and osmetic pressure (P <0.05), and
negative correlated to borneol (P <0.01). pH was negative correlated to isoborneol (P <0.05). The cause of pH
unqualified is related to technical control. Mean and relative standard deviation indicated that the product of W

enterprise is better than the others. Cluster analysis indicated the products can be identified. Conclusion: Each of
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three enterprises has its individual characteristics in materials and technical control. May choose according to needs.
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Xingnaojing injection; quality analysis; GC

2 HEEER
2.1 KWk 5
2.1.1 k&S R s PE DB-FFAP
A ETEHE (0. 1 wm x0.53 mm x 30 m) , S KIS
TALKE I &5, B 2.5 mLemin ', &R 30
mL-min ', 2553 & 300 mL-min ', 435 EL 1501,
FHEFR T W2 1, 38 F 1R B 230 °C, & il #% 5 E
240 C, MR 1 pL,AMREEE .

®1 RWBFAREE(its,n=12)

T 1 o % ) . A 35 1 i) iz 47 ]
it g/ °C
/°C +min ! /min /min
- 85 0 -
5 185 0 20
20 215 0 21.5
1 230 5 41.5

2.1.2  XFRESR VMY AE HURE AR B A E e il
AR e e A X RO B RS PR, I S BEAE A
il 1 mL 5B A 50. 16 wg A7 HE Je i 512 pg.
R figi 50. 00 wg 5 e fiki 5. 08 g MUV, BIFS .
2.1.3 I H A RS A R ORI S
mL # 10 mL fJf A S B2 205 B4,
2.1.4 GEYE Sy iR B U OO R TS
MR A 1 L, AR AT, T E |, BIAS
2.1.5 IR A LA pH REFEME. FEK .
SRR e G JRE A R A, pH L B8 R E A 5
RN 2,
2.2 pHEmKEER
2.2.1 JAAXT RS U Ko pH B EZ IR R — S
o S, T 100 °COHEAR A3 Bl #k 0,3,7,12,
20 b, P A L S O KL e G L JRE A IR S A, e
pH, 253 WL 3% 3,

SRR BE AR [ SE K, pH 2R R 5
T i B A T R R A A 2 e R A, T ik AR A
T 2R R, AR TR X — 25 I A 5
2.2.2 PREEFEIXT pH 0520 4% AR UHER T 3,6
h [ 7K 28 R 7R S IR ) 49 00 i AT AR 4 HE - AT
TR AR HE T MK 28 S ZR TR AR I, I e AR 4 2
POV TR i e i e G ) B i & pHL, 25 R SR BHAE
PR3 h B AR 4 AT B B S HR IR 6 h B AR 4
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No. Wi /mg-L™" RApMi/mg L™ JeMi/mg-mL " B/ /mg- L pH % 5/ mOsmol - kg ™! I
1 33 3.23 0. 967 114 4.9 276 D
2 4.3 0 0. 847 105 6.8 250 D
3 9.3 0 0.877 74 6.7 258 D
4 10.2 0 0. 890 68 6.6 258 D
5 12.6 0 0.909 75 6.2 261 D
6 13.2 0 0.901 120 6.8 257 D
7 8.5 0 0.928 73 6.6 285 T
8 10. 1 0 0. 966 102 6.6 273 T
9 8.2 0 0.995 98 6.5 289 T

10 11.1 0 0. 942 67 6.6 272 T

11 35 0 0. 995 46 6.8 281 T

12 79.3 3.72 0. 855 91 6.2 283 W

13 76.3 5.99 0. 862 76 6.6 271 w

14 69.5 3.25 0. 884 121 5.7 283 w

15 59.2 3.38 0. 892 100 6.2 280 W

16 77.9 1.55 0. 842 95 6.3 278 w

17 73. 4 3.46 0.873 89 6.4 278 w

18 88. 1 3.41 0. 849 125 6.0 284 w

19 76. 6 3.07 0. 840 106 6.6 278 w

20 80.5 0 0. 841 73 6.5 285 w

21 95.7 3.58 0. 822 78 5.8 270 w

H{H 44 1.65 0. 890 90 6.4 274

F3  R[E 0 H e E) X BE B A% R AT 53 80 R M

Sk (8] ] S e ki T i 53 7 TR
/h /gL' /mg-L7' /gL' /g L™! ol
0 0. 089 5.28 0. 883 1.91 5.31
3 0. 095 5.21 0. 885 1.92 5.05
7 0. 094 5.07 0.892 1.92 4.99
12 0. 095 4.92 0.897 1.95 4.85
20 0. 097 4.64 0. 885 1.92 4.51

HRORE I | S R i 2 A AR . AR BE T AN T
By AR HE T PR G pH ME SR ML 4
R4 KEFSEBIENR pH
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U e RO b T RROR g ‘
ZE BRI )/ 6 TARBUR
3h 6. 35 5.36 6. 65
6 h 8.76 4.41 6.23

2.2.3 pH ORAHETEEANT I bbb o H0 2 A
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A I K ZE SRR SR ORI, AT M 2 pH FRAIR, H
e TR {EL T e I, 5 A 45 i BT 18] 3 Ay G, At
e i 57 e il 9 S RO e R B pHL AR B S AT
PR U A G

TESEBRAE 7= 1 IO 8] 2 48 HORE JE o B9
— 5 T R ZE PR ST AN R B JURE R EE PR A
it J3E 247 o PR OB JBE 4 AN [) , A SCADA $i BB T
T3 T B IR AE D pH ARAF G B E 1 5

BeAh 34T pH AR 7= H I AR AL R AT H A,
L5 W] pH R B BE R )8 52 R R R A R
RO A7 i FE] R pH R B A B o
2.3 MM WRTCRRNN SR N e iR R A
B &R pH B, 2R SPSS et # Xt 21 it
TR i 2 S 900 0 S 45 R v 2 R R AT A OG0
IHTETR LA S

.77 .



9017 B55 22 [ B2 56 7 F) 2 Ak R Vol. 17 ,No. 22
2011 4F 11 H Chinese Journal of Experimental Traditional Medical Formulae Nov. ,2011
®5 ERBIHEREZEXSN

it g 5 J i T i JES 7 il pH BB
] 1 0.770 6% -0. 644 0% 0.176 1 -0.3672 0.484 4"
S e il 0.770 6% 1 -0.4327 0.3123 -0.500 1" 0.307 8
e i -0.644 0% -0.4327 1 -0.173 9 0.012 7 0.1810
B 4 Tl 0.176 1 0.3123 -0.173 9 1 -0.410 8 0.068 5
pH {8 -0.367 2 -0.500 1" 0.012 7 -0.410 8 1 -0.288 2
BiBE 0.484 4* 0.307 8 0.181 0 0.068 5 -0.2882 1

VP <005 M HAT B P <001 M HAT B e

S el R AR 2 E TR S S B B
ke it T B A B4 22 /0 A O 2 B R TR IR 5 57 e
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PEEUE R R pH A

2.4 U B CRE

2.4.1 REEHEAE K H RSD B 3 K=k
ki B A W A A e Y R B S R I
J% RSD, {8 RSD W% 6.

®6 IRFTRARMSHER RSD

&R DJ” T W
RSD Biop ] RSD/ % Y{E RSD/% BiogiE] RSD/%
J i 0.898 5 1.817 0.965 2 1.419 0.856 0 0. 806
B 7 T 0.092 7 10. 69 0.077 2 13.41 0.095 3 5.971
1 1 0.013 8 29.79 0.014 6 35.24 0.077 6 4.017
5 B 0.5380 100 0 - 3. 140 15. 49
BiEE 260.0 1.358 280.0 1.185 279.0 0.588
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Case 5 Clusters 4 Clusters
1: D 1 1
2:D 2 2
3:D 2 2
4:D 2 2
5:D 2 2
6:D 2 2
7T 3 2
8: T 3 2
9:T 3 2
10: T 3 2
11:T 4 3
12: W 5 4
13:'W 5 4
14:'W 5 4
15:'W 5 4
16: W 5 4
17: W 5 4
18: W 5 4
19: W 5 4
20: W 5 4
21: W 5 4

REE G B2 WA Pt 2 ) B 5 AR HE BB
9 A 7 g e AR 5 R HH RS 23 M ml X = il R AT 232
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