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Establishment of A Safety Test Method of Elemene Injection

WANG Wenjia, WU Ting, HE Huahong, LI Wei(Guangzhou Institute for Drug Control, Guangzhou 510160, China)

ABSTRACT: OBJECTIVE To establish standards for safety tests of elemene injection. METHODS Study on pyrogen,
bacterial endotoxins, haemolysis and blood cell agglutination, undue toxicity, depressor substance, systemic anaphylaxis,
vascular stimulation and writhing tests by Ch.P(2010) Vol 1, II, the guiding principles of drag and experimental methods in
pharmacology. RESULTS Established the standard of pyrogen, haemolysis and blood cell agglutination, undue toxicity,
systemic anaphylaxis, vascular stimulation and writhing tests. While bacterial endotoxins and depressor substance test standard

not be established. CONCLUSION Provided experimental method for elemene injection.

KEY WORDS: elemene injection; detection of safety
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o A i F T e A4 ot A /) I e K R
10 mgkg h™', 2~5 {EHA1 K 20~50 mgkg h' .

MR ARSI 10% 5 6 Bl v E S A R AR 22 5
2 mg-mL_'0

2.1.2 #JRME BORVE 2R 33 K, ik E
M 2010 AR PR XT MRS vk b AT $k
EIA 9 4, e 3 H o HUOME & M v 9 3 ik,
1% 83 mg-kg ™ FUKZEMR 45 Z5(H) 83 mgkg -h A
# 10 mL-kg™', 5 mg-mL™" ¥/ (B 50 mgkg™-h™"),
10mLkg™ ., 2mgmL™" ¥ J& 22 18 45 25 (&)
20 mgkg ™ h). S Ah 2 4R B R ZH(1 EU-mL™
211 TA N T 3 b T I TR0 RIS K 41 (10% 2 B
TSR), 10 mL-kg™' 4524,

213 iR K S 3 IR s T
i, 83 mgkg " JRIRZN 2L B, I N

LYk 12h WAMT; 50mgkg -hT Al
20 mg-kg hT AR N4 3~5 min JE IR
WO, ROESWIET: FHEXT B THE Sy
1.9°C, ANFERE, 48RIE 1.

Tab. 1 The results of pyrogen test of elemene injection

PR IR EE/ RRIE ST

A Lt mgmL™"  mLkg' H/H AR

1 JEW 4 3 -

2 11100202 5 10 0 fFEME

3 2 10 0 fFEME

4 O 4 3 A

5 11100302 5 10 0 fFEME

6 2 10 0 el

7 JR 4 3 -

8 12010102 5 10 0 fFEME

9 2 10 0 fFEE
Repay;eatl - 10 0 fFEME
0t 21 - 10 0 AFrEHE

2.1.4 HRYTR A EAAE R R R IR
i 1 mL, JI 10%%0 45 850 S MR 42 10 mL, 4K
DA AP E 25 2010 R HBHEE XTI D), FE
FEOHT PG 24 AR AR TR AR | kg VESS 10 mL, NS HEE -
22w e

2210 Jiik o BUBIPG AR E g E KL, 42 E 2y
#2010 FE R BT 5% XT L fR s 55 ik S8 A% A kot
AT 2% 2140 M Jed A 1 o) 4 RN RE , AR L3R
2. BRI EIZ S 25, HT(37£0.5) CHIE
WA TS « 3 h J5 WS AR R

P E IO 252 2014 45 11 A5 31 555 14

F2 Bk R 5 A B
Tab.2 The sample order of haemolysis and blood cell
agglutination

56 41 )

1,2 3 4 5
2%2T 2 M A i /mL 2.5 2.5 2.5 /
0.9% AN i /mL 2.2 2.5 / 4.7
FEUB/K/mL / / 2.5 /
AL /mL 0.3 / / 0.3

222 iR S HCOE R B ) R 4140
R0, E WS AR S R e 2E
/it 31182 P NUIR AR R I EAR T ER- IR
MBS s BH P B s T R 2L, IR
MMAR R, A kA H e R A A e
MR E E 2580 2010 Eh—fBF = X VIl B rh2hiE
SRR A A AR N R T R, e BRAE LA G
AN/ BRI B IR BETR 172 A FRAE IR B,
— P e T I IR SR A R IR B o i R SR TG
L 5 2R S Y o

223 WIS ERERERE R UK SRR
(P E 25 2010 FERR PSR XT L), RAFAHLE .
2.3 BHEER AR

231 ML MEEMESM LS 11100202),
F 10%% %5 B0 SR 2 16, 12, 10, 8, 6, 5,
4, 3 mgmL™. BUNR 28 H, 29 4l, &4
B S PR LR o 20 HC 9 ik B A it
W, SN ERERBKEANRN 0.5 mL, WE/NRAET:
THOLILE 3.

R3 TRARAIMGEES

Tab.3 The survival results of the prepare experiment

o PR SR L] L) BT
mg-mL™ PEA Him/ R L/ R
1 5 3 3 3
2 16 3 2 2
3 12 I 2 2
4 10 3 2 2
Q 1 1
5 8 I 1 1
Q 1 1
6 6 I 2 2
Q 2 2
7 5 I 2 1
Q 2 2
8 4 I 2 0
Q 2 2
9 3 I 2 2
Q 2 2

232 EAGE BUNE 100 B, iR A
RS Ao FH 10% %8 % B v B L 22 6, 5.1,
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Heilty . iy, i, FETENL 7 d.
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F AT /N RIS WIS R, H S A% DL 4
Yo A M SO N BRSBTS e LR 4.

x4 EARBRINFEFER

Tab. 4 The survival results of official test

g5 A A Y AR v T EU R
mg‘mLfl mg~kg7l Q a
1 6 150 8 9
2 5.1 127.5 9 5
3 4.3 108.38 7 3
4 3.6 92.125 1 0
5 3.1 78.3 0 0

A ftobf NIH /s B BAFR IS 452, 452 LDso
11653 mgkg™, H 95% T 5B A 109.68~
124.36 mg-kg ™o M4 [ 24 4 2010 4F AR B BH =%
XIXM 55 Bl 5, WA 41 LDso SR
TR R 2 <20, RILRABRMEE AN LDsy F
BRI 1/4 BO 31 mg-kg ™" N S5 W dE PERG 25 BRAE . HUAS
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31 mgkg ' WK 2, SRBFTEME.
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SR R AR . OO IR R IR K 2R
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IS, I R A P B 7 7 A 4 1) FH 24 771 4
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IR S Y FL I B SN, eV S B R )
R BT ARIE o T R AT 12 24 56 A Mk P B SRR A
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