hEZE 20174548 $£31% £48 403

5 RIS BRI SRR E AR

, TR, vk, BEFH, £F K (LAEHRHTREHABRBIERE, 55

266071 >

WE HH: RAEHARNRAIRTNREAFEIRET EBRERAARES LN THE, Fik: X
RA2ARRT Reg&RA, ABRBKHETTHRARB R THRIE; A IHEHN 05EU - mL ' XA F=
0.8mg + mL ' #) I FHERBAITHA A EZES, ER: ZHARLIETHHEE O.Smg - mL' B,
sERMNE N EZTHBREREALTRAER; HRehmml WEZTRILA LA 0.625EU - mL ', Fit: EH
RARIRENTREHA AFEZREEFREBA ORI RES X,

KR EHARIAETH; mBAETEER; Bk
FESES: R92  XEERIRAD: A XEHRS: 1002-7777(2017)04-0403-06

doi:10.16153/.1002-7777.2017.04.009

On Bacterial Endotoxin Test for Ozagrel Sodium for Injection
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Abstract

for ozagrel sodium for injection. Methods: Gelation method was adopted for pre-trial interference experiment

Objective: To investigate the feasibility of replacing pyrogen test with bacterial endotoxin test
and interference experiment with tachypleus amebocyte lysatein from two different manufacturers. Tachypleus
amebocyte lysatein with a 0.5EU - ml” sensitivity and 0.8mg - ml" solution of ozagre sodium were used in the
bacterial endotoxin test. Results: There was no interference in the agglutination reaction between tachypleus
amebocyte lysatein and endotoxin when 0.8mg - ml"' solution of ozagre sodium was utilized. The most suitable
limit for bacterial endotoxin in preparation for ozagrel sodium for injection was 0.625EU - ml". Conclusion:
Bacterial endotoxin test can be used for ozagrel sodium for injection to replace pyrogen test.
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