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Bacterial Endotoxin Test for Excipients Sorbitol for Injection Preparations

QIN Meirong, WANG Ping*, CHEN Runhua, WANG Xiaowei(Shenzhen Institute for Drug Control, Shenzhen 518057,
China)

ABSTRACT: OBJECTIVE To establish a bacterial endotoxin method for excipients sorbitol for injection preparations.
METHODS According to the method in the appendix of the Chinese Pharmacopoeia(2010), the bacterial endotoxin test was
carried out. RESULTS The preparation did not interfere with endotoxin test below the concentration of 0.2 grmL™".
CONCLUSION The method of bacterial endotoxin test is feasible with the limit of 2.5 EU-g™' for excipients sorbitol for
injection preparations.
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x1 THIEARER
Tab 1 Results of pre-interference test of bacterial endotoxin for excipients sorbitol for injection preparations
P i /g mL ™!
TAL it PR
b 0.2 0.1 0.05 0.024 0.012 NC PC
NPC —— - -—— —— —— —-— ++
1206087
PPC ++ ++ ++ ++ ++
100916222 L L) - NPC - - - - - - ++
FIBRA ) PPC 4+ ++ 4+ ++ ++
NPC —— —-— - - - —-— ++
120703
PPC ++ ++ ++ ++ ++
NPC —-— —-— —-— —-— - —-— ++
1206087
PPC ++ ++ ++ ++ ++
110603 (J5 "] 117 44 1A ) 55 56 NPC - - - - w - ++
e F335F
] A BRAT) PPC 4+ i 4+ ++ ++
NPC —-— —-— —-— —— —— —-— ++
120703
PPC ++ ++ ++ ++ ++
F2 EXATHRABE
Tab 2 Results of interference test of bacterial endotoxin for excipients sorbitol for injection preparations
TAL W R Z WK /EU-mL™! (2 o ]
it R NC {1 ﬁmf:ﬁ EJEUmML™  E/EUmL’
K 0.5 0.25 0.125 0.06 PERT I
IR o+t o+ ——— — -— / 0.25
YH:Y
1‘01221 1T 1206087 ++++ ++++ ++++ ——— / - 0.125
2 e AT
WL ) F335F ++++ ++++ ++—+ ——— / - 0.15
120703 ++++ ++++ ———+ —A / - 0.21
IV e+t o+ —— —— - / 0.25
HO603(ELTT 4506087 - bt L — / - 0.25
BEAEViRE S
TR A ) F335F ++++ ++++ NN ——— / - 0.25
120703 ++++ ++++ ——— ——— / - 0.25
RI3 LRBRAFENSERELR g ST NSRRI, B atES
Tab 3 Results of bacterial endotoxin test for sample 245 FH b B b v
kit NPC PPC BH X 9 %o
1206087 - ++ ++ - REFERENCES
F335F - ++ ++ - [1]  USP(35)/NF(30) Vol 1 [S]. 2012: 1965-1966.
120703 — ++ ++ __ [21 BP(2012) Vol II [S]. 2012: 2020-2021.
NI — — — [3] EP(7.0) Vol 2 [S]. 2011: 2963-2965.

1205111
Note: TAL is from Zhanjiang A&C Biological Ltd., 2=0.06 EU'mL_l, Lot:
1205111
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