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On the Method of Total Aerobic Microbial Count

Tang Qian, Pan Zhenyu', Li Ruilian” (Hunan Institute for Drug Control, Changsha 410001, China)

Abstract Objective: To compare the similarities and differences in application of pour plate method between
the 2015 and the 2010 edition of Chinese Pharmacopoeia, and discuss the influence of pharmacopoeia revision on
the method establishment. Methods: Suitability or verification tests on microbial count methods of irbesartan and
hydrochlorothiazide tablets and Fluticasone Propionate Nasal Spray were carried out according to the 2015 and
the 2010 edition of Chinese Pharmacopoeia. Results: The methods of total aerobic microbial count and bacteria
count for two drugs were established according to the new and the old edition of Pharmacopoeia. For both drugs,
culture media dilution method could be used for bacteria count according to the CP 2010 edition, and membrane
filtration method could be used for total aerobic microbial count according to the CP 2015 edition. Conclusion:
The test results differed greatly according to the two editions of Pharmacopoeia and it showed that the new edition
was more scientific and accurate. After the implementation of the 2015 edition of Pharmacopoeia, there were great
changes in the practical application of pour plate method, especially for medium dilution method.

Keywords: irbesartan and hydrochlorothiazide tablets; Fluticasone Propionate Nasal Spray; total aerobic

microbial count; pour plate method
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7248 (fEEBINDERAF] ) 5 SPX-3804: 4L 153744
(TR IAFARAF ) 5 PL602-LHL F K-
(Fi HAERR R R 2 AR
1.2 &

JEDIVD ARG EE - (R 150 mg/12.5 mg;
B R FEIVPIN150 mg, SSHEERR12.5 mg; WIFgHE
HIZGATIA =) 5 IR RAS SRS (FAS .
Spgx 120M5, FIGEGHIZGARA™)
1.3 EFEFMILF

[ IR K SEIR B FR L (LS. 140701,
e =R R AR 5 HIREIRRE R (it
51 150410, dbnt =2RHEF RN ) 5 BREE K
GERARRFRIE (LS. 20140108, Jbat BiHE
EYERARTEAF ) 5 HFRRHEEFREL (i
5140123, dba SRR AE] ) 5 FCT52
MRS (HS . 20150507, HUIHZEARAE W
REFHRAT) .
1.4 EHH

S OE A ERE ( Staphylococcus aureus )
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cfu cfu M8 cfu cfu %
A ZEFAT 7 79 0.09 37 79 46.8
SRR 9 91 0.10 67 91 73.6
R 2 L R 10 80 0.12 80 80 100.0
KIHRA 12 62 0.19 66 62 106.4
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SENLE (i) Ly
RIS T RR
e / A/ mfile RIGL / TR / [ /
cfu cfu A cfu cfu %
R 2SR P 0 79 0 0 79 0
S O R ER IR 0 91 0 1 91 1.1
i A1 L 1 80 0.01 0 80 0
KA 2 62 0.03 1 62 1.6
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R A L 3 87 0.03 84 87 96.6
KA 5 85 0.06 88 85 103.5
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N 12 44 0.27 42 44 0.95
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T8 P Ak
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R A1 L 79 75 1.05
KIARA 83 88 0.94
H SR 85 90 0.94
PR 36 34 1.06
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