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Establishment and Validation of Methodology for Microbial Limit Test of Cefixime Dispersible Tablets
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Pharmaceutical Co. Ltd., Shenzhen 518110, China)

ABSTRACT: OBJECTIVE To establish a method for microbial limit test of cefixime dispersible tablets, and carry out the
verification of methodology. METHODS The method for microbial limit test of cefixime dispersible tablets was established
by a membrane filtration method of total aerobic microbial count and the plate-count method of the total yeasts and moulds
and a membrane filtration method of control of bacterial and the method validation was performed according to the Chinese
Pharmacopoeia 2005 version. Negative product control and negative diluent control were proceeded with the test of the
product. RESULTS The recoveries above 70% were obtained when comparing the product challenge to its corresponding
inoculum control, and no growth was observed in the negative diluent controls. The method could pass the validation test of
Chinese pharmacopoeia 2005 version. CONCLUSION The method can be used in microbial limit test of cefixime

dispersible tablets.
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Tab 1 Preparation and use of test microorganisms
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Tab 2 The microbial limit test data and recovery of total aerobic microbial count, yeasts and moulds count
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Tab 3 The microbial limit test data of control for bacterial (Escherichia coli)
3P 0
Pl AL () BRI ZH (B b+ R R A 1 . S
— fh i A (Pht i D RB S EIRE) B
100 mL 200 mL 300 mL 100 mL 200 mL 300 mL 100 mL 200 mL 300 mL
IH & 5, 1R e i M i i i i i M
MR H2m M i M i i i i i M
B maw oW i i i it i i i i
ERRYS - - - - + + - - -
MUG H5 57 BT L)
2k - - - - + + - -
i 2 GBS
%3 - - - - + + - - -
ERRYS - - - - + + - - -
[
2k - - - - + + - - -
w2
%3 - - - - + + - - -

e V7 RARTMAEDAEK, W7 RORWEYEKRE, “+7
Note:

- 734 . Chin JMAP, 2010 August, Vol.27 No.8

“Clear” expressing nogrowth, “Unclear” expressing growth well, “+”

FORPHTE SN, “—7 FoRPIE RN

“« ”

expressing active, “ —” expressing negative

R E BACR T 2524 2010 45 8 H 45 27 55 8 1)



2.6 THAEDBR RS A U5 ik 1 Sk
2.6.1 B THERDScR AR 2 AL, BRI
10)7h 7K 528 200 mL A1 300 mL I, 3 Y40 5L
(R34 >T70%, FBE 3 RIPICR I >70%.
U, HERI(L © 10)MP/K A 200 mL AR RS 1 9]
W8 =T 70%, A2 24 3 2005 Ji e E 5
[RHEAR IR
2.6.2  FWMEERERE R R AR 2 AT,
PERW(1 ¢ 10) 3 RIFRCERIG >T70%, FRRH 3 Ik
BRI >T70%. [RIE, BRI © 10)FIF6 R
(1 ISR =T 70%, 35 2 [ 24 e 2005 i 56 E
TRIG ALK
2.6.3 BIPEXTHE K 2 WU, RO BT
FRHE X B3 e AR ARG, i AR [ 2
2005 hig 5 uF A 1 JE ARk
2.6.4  PEEIBEUAE R I R W 4 ) R
(KR IR 3 T, fEi(1 - 10) Pk =
9200 mL #1300 mL i, BHVERE A H, BHEEXS
W KR A A, IV B 2 e A,
T AL 2 2005 RO IE RS I FE A TR . AR
B0 16 T A JE I FLAE K 0.45 pm,  AEARIE S 22 1L
RIS WL AW B 78 50 A -
3 itig

Sk #0058 g o B A I R o 2R 2 )
s D PRE LR RN (9 e 4tk ARREG T

A IR A A 7k . a0 B 5RO
1 mL B 100 mL ) pH 7.0 &1 S AL ih- 25 1 15 22
g, BT UE, UK EEN 200 mL; B R AR
REGE THECR TS WLV, 42 1) B K i 1 A 1 R
AARM(1 2 10)10 mL A 100 mL [ pH 7.0 JC B
FALEN - G RGE i, SR g, oK EY 200
mL. % AL 5 PSR B IR, 774 E 25 82 2005
FE RSB SR XTI 2 ) R A, A R SR AR LSk, T A
N Sk 7 43 FOR IR A R A 2 7 1

REFERENCES

[11] LU D, YOU X Q. Cefixime tablets prepared by direct
compression [J]. Chin J Pharm("[E g 25 1k 4% &), 2000,
31(11): 488-490.

[2] WANG L, BAI S H, ZENG H X, et al. The research and
preparation of cefixime granules[J]. Chin J Mod Appl Pharm
(HEIACRY FH2452%), 2005, 22(1): 55-57.

[3] LINSG,ZENGH X, WANG L, et al. Preparation and quality
evaluation of cefixime capsules [J]. Chin New Drugs J("' [E 5t
Zi7RiK), 2005, 14(4): 444-446.

[4]  Ch.P(2005)Vol IT (7 [E 24§ #2005 4F iz — #6)[S]. 2005:
Appendix X V A 93-101.

[5] SUDM, HU C Q, MA Y. Simple analyse about microbial
Limits in USP, BP and EUP [J]. Drug Stand China(*' [¥ 24 5,
FrifE), 2005, 6(3): 20-29.

[6] YANG J. Analysis of factors influencing the results of the
microbial limit test of drugs [J]. Chin Pharm Aff(7[E 255),
2008, 22(12): 1095-1096.

ek H 4 2009-08-24





