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Applicability research for pyrogen test of Shenmai Injection

ZHANG Wen-ting, KUANG Rong, ZHU She-min

Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China

Abstract: Objective To explore the necessity of applicability research when the standards of pyrogen test were formulated. Methods

Shenmai Injection (SI) was chosen to formulate the applicability research of pyrogen test according to appendix X VIl B of Chinese

Pharmacopoeia 2010 “Guidelines for Application of Safety Tests for Injection of Traditional Chinese Medicines”. Results The

no-interfering dose of pyrogen test of SI was 3 mL/kg, and the SI (5 mL/kg) interfered the increasing of rabbit body temperature

induced by bacterial endotoxin. Conclusion The applicability research is necessary for the pyrogen test for the injection of traditional

Chinese medicines.

Key words: pyrogen test; applicability research; Shenmai Injection

AU AR FORE e R I Bl AR A AR
A FERIE I 8] LS R S AT iR 5 0L, B
) 7 B e T A R R A s R
Fo VA BE ELOI SN Y A8 b R EH LA P KR B
SRR PR SR o 24 by 00 70 AR R S 2 PRI
VEZ 2 AR BRI H 22—

Crp i 2y i)y e B s AR 2 — AN R A
7, JR IR T 25k B s 25700 . (PR 2
J1) 2010 AR HBPF s X VIT B “ o 273 56 1) 22 4 1
R AT 45 U] v R JsUR 2 BRARLAA 52 T K W
FARAE « “ TR sUR A FRAE T 2 SR AR B0, —
AN BT e AR A/ N KA R AR 3~5
fir, P e A AR T AR e A DT 0.5
mL, AHEGL 10 mL”. R SCRE, 78 10E A T
WASCEFIPERETL, SRASXT R IR N AN

et HEA: 2013-02-19
EEEN:

EF IR AR A F R B A S A
H 2SR e A R BRAE T — B2 2 I R
AR, AR RIE I TET L. AREAIEM 2
LRSI (P E 25800 2010 AERR—HBPH X VI B

R 2R R 2 A A TV TR U AT AR
KA G HITEWET

1 #R5EE
1.1 %Y. BRATRARANSE
SEFEMW (S, IEREHREZARAH,
5 1109274, Fiks 20 mL); SEALEIES R GIT
IR A F B2 7], #E5 1103300402, KLk 250
mL: 2.25 ¢); AN EERE CHEZ Y E
B, b5 981, FH& 9000 EU/SZ, I Ik G4k
TESHRECEE 2 3.3 EU/mL ¥ 411# N2 £k 7
HK G2 BET A IR A A, k'S 1108230,

GRICEE, A, 240, BFSCOT IR 25K 25 . E-mail: zhangwenting0571@sina.com

KEEEE KA, Lo BALZ90, BT 25k 2528, E-mail: CNCZSM@126.com



%¥itak . Drug Evaluation Research %5364 38 201346 A

-185-

ik 50 mL/A#D .
1.2 ¥

Fh CRrv==), gk, s 1.7~3.3kg,
MEMERS F L SR T R Wk e s g
WaYm, AEreVEeiES: SCXK () 2012-0050. #7
RMRIAN G, EAHFIRES FgR 7 d BLE, %
(R EZGL) 2010 FERR—IBBE “ BUsTR Ari ik
ATTRSES , S PEAF A PSURS £ R I R R AT RS
CH TS B R R, L ZERIRE 48 h DL 1. i)
et ST 21~24 °C, MIAHEEE 40%~70%.
TSR RT 1 h JFURAE . 25K, Seinl B b ARk

. HK.
1.3 &
ZRY—2D R B AU s A3 COREER KR K F
FAH AR A D,
2 HE

2.1 ARIFESHFIESZIHROARRE

Fo (P EZ L) 2010 AERR—FBRE SR < RS A
7 U, SE T R ARIERE AN E o BURF A PSS,
ARG ER I K S 20 H, FeIERbARIRBENL 1 4
M, [ 5 K, 2B S iv S4B ESK (5 mL/kg,
BT HRZHD . S22 00 3 AR AR 4L (5.
7.5. 10 mL/kg), #&&AELG )5, 4F 30 min I 1
O, LR 6 Ik, MRS, THE K Sl KTHR
B, IR F R P TR (BRI L0 Cil)
ATHE R (R RTHE=0.55 CEIMINIE 550
22 SEFHBIFARALAHBFENHENZTRZHEK
RIKRT S HIE N

(R EZ5H) 2010 FHR—H MR “ AR B
7 U, e BT AR SERIARIEIN & o BT PR 2
R ERM K e 48 W, F AR BENL % 4 41,
R 12 K, 2RSS 3.3 2 EU/ML 408 N & %
PV EACN T R B S A, RIS 3.5
mL/kg, VES A, &F 30 min IRk, FLI0E 6 WX,
MR AW, HOETH R R R TR, it EX
Yo 2 B K TR AR (B SBILL 0 C ) FI TR (J5t
KIHE=0.55 CEhIITT 250 .
3 FitAEk

SERCH U x5 RoR, THRAE M THE FZE 71
S E VRS R T DAS2.0 Gt FREDT
4 %R
4.1 ARIESFIESEIHRHARERSE

3 AN O AER S 2R B 0 R 4 P R A AL

¥/ 0.6 C, BATHRFILN 0%. Hid
5 10 mL/kg A 4FI TR 0.11 °C, v 7.5
mL/kg B A 4P 8 0.18 °C, V5 5 mL/kg
BER A THE R 0.07 °C, VES 5 mL/kg ALY
PR 0.16 °C, % CHEZH) 2010 fFRR
TR SR AJE R A Mg kI CRRD, 4
FRBKTHE . FERWE 1,

R1 TRIESFIESE TG RAREES
Table 1 Results of pyrogen test for SI with different doses

a5 %u%{ v ThHlfE TR/
(mL'kg ) C %
AR 5 5 0.161+0.13 0
A 5 5 0.0740.08 0
7.5 5 0.18+0.18 0
10 5 0.1140.17 0
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Table 2 Effects of SI with different doses on rabbit body temperature increasing induced by bacterial endotoxin

41 5 @ww?/ Wﬁ%@%/ Py THEEC THER%
(mLkg ") (EUkg )
FALBA S 5 — 5 0.16+0.13 0
B LR R 5 — 5 0.0740.08 0
SIS (7 2 EU/mML 4l N H ) 5 10 12 0.7040.24 83
SIS (4 2 EU/mL 405 R 225 5 10 12 0.47+£0.27 42"
SIS (& 3.3 BUML 4N EER) 3 10 12 0.5740.21 67
BETSW (& 3.3 EUmL MFENHE) 3 10 12 0.60+0.26 58

SRS AR REBESHR4Lt: "P<0.05 TP<0.01

*P<0.05 “P<0.01 vs NaCl group with same dose of bacterial endotoxin
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