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Tab.3 The assay of sample content

e “ 4 /mg )i
BETH  KREH  QURRE REGHI QRAR®R
20111023 0.84 0.16 0.20 0.16 0.05
20111025 0.84 0.16 0.20 0.16 0.05
20111027 0.83 0.16 0.20 0.14 0.06
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=R SRIE
3.3 U AR R

FEIR S B R 5 R 085 1 £ B I ]
Ko kI, R AL, sem A
Fifis FEERRAE, AT AR, R K.
ARG, ATk AR 30 C.
3.4 AR E

B FR S H 2 i i 2, D ki [ 2
AW, KRG EAMRERRE, BRAED)
B MEFESE, Ry, BANEARNE, o
MThE, AT M.

o 25 1 2010 4F RO E T HE 1T A 808 A
TS = T, AR TR S B A TR A
BN, HP RO KRG BeRERT . K
SLH TCMIBORAR 3R 1 5 8 F AT R e FAR I I e
Jitkie

ASEEG K HPLC [R5 88 5 P 2k
JRG AT s AT, TR R, RV .
20 1ok ) B KA SR S 2 UGRS3 R Bl K K
WA, FEMAAE FE BT 5 RS o SR
TR, 0B W TS BRI o AE BB S 4%
PR, AXERIORS R FR bR O A e e Tk
() T A T RN RDBCR  F5 5 2 o M 07 1k
JEM AT DRI g o AT VERRAETIAE, 45 SR UL,
AT LB T A
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Establishment and Validation of Microbial Limit Test of Phenol Ear Drops

ZENG Jingping, CUI Rong, LI Quanxing, BAO Weili(Pharmacy Department of Tianjin First Center Hospital, Tianjin
300192, China)

ABSTRACT: OBJECTIVE To establish a method for microbial limit test of Phenol Ear drops and to verify this method.
METHODS The method for microbial limit examination in Chinese Pharmacopoeia (2010) was followed, involving
conventional method and membrane filtration method. The validation had been tested by recovery. RESULTS Combination of
membrane filtration and neutralization, recoveries of Escherichia coli, Staphylococcus aureus and Bacillus subtilis were >70%.
Combination of conventional method and neutralization, recoveries of Candida albicans and Aspergillus niger were >70%.
CONCLUSION Combination of membrane filtration and neutralization can be applied to bacteria counting, while combination

of conventional method and neutralization is used to moulds and yeasts counting as well as controlled bacterium.

KEY WORDS: Phenol Ear drops; microbial limit; conventional method; membrane filtration; neutralization; verification
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Tab.1 Resluts of recovery value
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ML IRVE R >70 >70 >70 / /

W “)” RRARIATIAE .
Note: “/” indicated untested.
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Tab. 2 Verification of Staphylococcus aureus methodology

I ik S T gt
Rl + + i HH < B € 7 4 R AT
BRI X R A + + i H < B €0 A0 A R AT
I3 42 0 A - - ENTIPN7E S
A A ) St 2 - - AR H < €0 2 Bk
e 47 R RERKERINE: =7 FoR R R,

Note: “+” indicated bacteria growth or positive; “—” indicated sterile
growth or negative.

B3 AEABRERARERILS

Tab. 3 Verification of Pseudomonas aeruginosa methodology

Ji ¥k WEo e 4iip
R4 + + i H A £t Al B
FH 0] SR 2 + + i H A £t Al B
93 4 B 0 4 - - A HH K M A T
9 o He 21 - - AR A A P
He 7 RRAREAERKERINE; -7 R K E .

Note: “+” indicated bacteria growth or positive; “—” indicated sterile
growth or negative.
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