FLAEAE SO™ A SO 4y B LA BBk s 526 vh
FAIEER, MEPATREA 2 15% /A4, X
M UmR AR T, BOBARRKR . R
i SCHERIRIE T, R S R I R AN AR A I R
o T 2 SN [ VA B 1 I S VR IR 5 T, R I
0.4% 11 FP I R e A SO W T BRI AR, ELRE
it PR IO (R #2353 99.07%

REFERENCES

[11 ZHENG C, MEI D , WANG L, et al. Adverse effect of
excipients in pharmaceutical products [J]. Chin Pharm J(' [
242124 55), 2005, 40(9): 644-649.

[2] HU R R. Control and determination of antioxidant in amino

acid injection [J]. Acad J Guangdong Coll Pharm()™ % B£ 2Bt
224R), 2011, 4(17): 283-284

[3] ZHANG S D. Quantitation of sodium bisulphite in dobutamine
hydrochloride injection by spectrophotometry [J]. China Med
Pharm(H [E = 258} 2%), 2011, 1(17): 45-48.

[4] LIU Z C, YANG F Z, SHAN Y F. Quantitation of sodium
bisulphite in injection liquid by chemiluminescence method [J].
J Hebei Norm Univ(il LT K 5 544R), 2010, 1(34): 80-85.

[5] RONG Y H, ZHOU G R, SHAN Y F, et al. IC determination
of sodium bisulfite of carbazochrome sodium sulfonate
chloride injection [J]. Chin J Pharm Anal(Z54 % #7244 :&),
2011, 31(1): 160-162

[6] LU K P. Simultaneous determination of CI~ and SO,* in 30%
sodium bisulfite solution samples by ion chromatography [J].
Chin J Chromatogr(f43), 2005, 23(3): 205-208.

ek H3%: 2013-01-05

kAP E MR R E 7S£ AT

R, PR RGN ERERKREET, YT 4N 318000)

HE: B

&3 kTR R MR EAE Sk, AT TR, A3 &P EH 2010 FRFE3

AN 04 kT R B A AT A TR B S R I 0 R sk e s ) B AR B R AR B - B R B o e TR
Rik; BRAFBRFETHCEA Pk, 8 X2 XBHOEKER>T0%, HEREKELY>T0%, BHEAELET+

SRk, R P E 25 2010 ORISR I B R, Hif
A YIRERE,

KR KRB RA; BRANRELS,; FEFHIE
PESES: RI16.693 XEktRERS: B

T A TR AR T R RCTAT, TR Tk Fa R b Rk 4

XEHS: 1007-7693(2013)10-1119-04

Establishment and Validation of Methodology for Microbial Limit Test of Cefprozil APIs

HONG Liang, LU Qihuan(7aizhou Institute for Food and Drug Control, Taizhou 318000, China)

ABSTRACT: OBJECTIVE To establish a method for microbial limit test of cefprozil APIs, and carry out the verification of
methodology. METHODS According to the method of Chinese Paharmacopoeia 2010, microbial limitexamination of three
batches of cefprozil APIs were studied. Low speed centrifuge, membrane filtration and enzyme neutralization method were used
with count of bacterium and pathogenic bacteria test. The plate method was used with counts mold and yeasts. 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 2010
version. CONCLUSION The method can be used in microbial limit test of cefprozil APIs.

KEY WORDS: cefprozil APIs; microbial limit test; validation
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Note: Three recovery results of low speed centrifugation and membrane filtration and low speed centrifugation and membrane filtration-enzyme
neutralization of Escherichia coli, Staphylococcus aureus, Bacillus subtilis were used by 400, 600, 800 mL different irrigation.
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Tab 3 Escherichia coli method validation test results
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