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To establish an appropriate aseptic test method for small — scale and high — concentration ornidazole injection

Referring to the General Principle 1101 "aseptic test method” in Chinese Pharmacopoeia(2015 edition,

ELWHE: &4 EEH LT RFA A [2019SF - 062 ],

FE—EF XA, o, KFAR, LB LT AR G
CBIRIER A, &, AT L, B ZALH IR AR @A

yangxiaoli0206@ 163. com,

5tk se i A b, (545 46 )562841380@ qq. com,,

A S Sk S A i, (245)029 - 62288451 (8 F 12 44)

PIPIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIID

93 /44 mmHg, [fil. % 41 F1 B 96% . 1355, Il JE K B &
132/68 mmHg, A= A AN F-F Ik H A5 HIHHER 4, Ak 2L
FAE IR AR ACPLZEK , AR BUAH R R
FR 010 9 H , CT 7 il g A5 42 T B K, 24 H
B ANMPIRBLRSLIAR T BG4 T 3 Hs SHRE AL B
WA I 11 7 12 B B RE R BRI %, A

EIDISE
2 it

2.1 ARRREBMEFEN

P (20 A AS B SR AR R A B D R b v T
X} 2 B BB T2 AN R R VA T IR o R R A
P24 J S e TR i 4 B e AR, A 5 A s [) 26 )i 6
A R SCHR R WS R ER S0 S okt A R
ORI T S5t 00 I T 1 ORI I Y S S R R e 11 412
BT S s RS N ) RSP, AN T R PR A 1 S A
PR 5 2 491 £8P Ml LA 5 5 T 24, 280 R P B gl S
AEICHEAR 5 S P E AR AN B FH B 3 A A TR o DT 8
TS PR 55 2 B R s ) DGR AN S AR T i o A e
PR AR AT RE R S FH AR BRI )™ FE 24 AN R RN
2.2 RBAHEEM

TG AR R 24 i d B A T T ge s R g2

S, K 25 ~100 mg, 1 H 2 IREEEZ R, HAR B E R A
WFE R S P AR K PN 75 mg, B H 1 U BT i 24
30 ~40 ¥ /53, PIAE 2 il B 5 T A 2R RN

R 38 3 PRI I3 IR 2R T o ZKSF , 38 R 91 B
BRI, T ke A A0 s /N R S | B Lk il A T
B2 HORA B EAE IR AG , B I6 Sh bk ok AR A Ak 1
PR, T ELid v] R 5o e A A0 1 FH B T6 sl ks i hi £k K
HI S GG I35 ) o2 191 B 20 el Ui, A8 1
SFF R R 1 B (ELR DR e PR TR I AN R B 0o 8
I A T AR AT 2 BB W R A AN
R B2 , $2m VR ST AR 1) & PR A FF A o
2.3 WRBLISIMEIRT

TR 1) 32 B0 07 T R IR HE RT3 R LRSS
% i 2517 -81 DUNBAR 25V BF 5% & PR, 4 R o] 30 JIk A
R 5 Fk AR AE S R R B R R mT S0 Ry
AN BN, A4 TE 3 SO R SR PR 0 i o 18— 2 R R
B, S P R e 245 8 B B B R R L S
R, DLH R R MR e o S ] A ] SCHR 1
FRHEFNR 707 4 R BRI R, K& 2000 AR
2020 4F A9 SCHR 16 5, 28 152 42 3C 5 R 35 52 il J R
SR, AN 12 451 5 R ek A s AR v

47



- REWR -
Quality Research

202048 A 5 H 4529 H:55 15 1)

China Pharmaceuticals Vol. 29, No. 15, August 5, 2020

Volume IV ),the combined method membrane filtration — neutralizer, dilution — neutralization was used to explore the aseptic test method
of small —scale high — concentration ornidazole injection. Results The culture tubes of the positive control group were turbid. The culture
tubes of the six test bacteria in test group 1 did not appear turbid. The culture tubes of Candida albicans and Aspergillus niger in test
group Il and test group Il were turbid,while the remaining bacteria did not grow. The culture tubes of Bacillus subtilis, Candida albi-
cans and Aspergillus niger were all turbid in test group IV ,and the remaining bacteria were not growing. The culture tubes of Bacillus
subtilis, Candida albicans and Aspergillus niger were obviously turbid in test group V ,but Staphylococcus aureus, Escherichia coli and
Clostridium  sporogenes were difficult to observe due to the foam generated during the filtration process. The culture tubes of Clostridium
sporogenes in test group VI were turbid on the 5th day,and the turbidity was lighter than that in the positive control group. In test
group VI, the culture tubes of the test bacteria were all turbid and the Clostridium sporogenes culture tube became turbid on the 3rd
day,and the turbidity was similar to that of the control group. The culture tubes of test bacteria in group VI were turbid,and the cul-
ture tube of Clostridium sporogenes were turbid on the 2nd day;the method of this group was more reasonable than that in group VII.

Conclusion The established aseptic test method is suitable for the aseptic check of small —scale(3 ml :0.5 g) ornidazole injection.

Key words:ornidazole injection;membrane filtration method;aseptic test method;polysorbate 80
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