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Abstract

Validation of sterility test of individualized parenteral nutrition solution
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Parenteral nutrition ( PN ) solution was a pharmaceutical
product prepared for individual patient. As the product was
administered intravenously, sterility test was needed. This study
was designed to validate the sterility test used to test PN. The
PN stress formula prepared at Pharmacy Department, Siriraj
Hospital were chosen for the study. The PN, 993 mL, contained
dextrose 175 mg, amino acid 50 g, sodium 50 mEq, potassium
25 mEq, calcium 4.5 mEq, magnesium 5 mEq, chloride 50 mEq,
phosphate 12.5 mmole, zinc 2.26 mg and copper 0.7 mg. The
study was divided into 2 parts. In part 1, the 6, 20, 30, 40 and 50
mL of PN was sampled thrice and brought to Tryptic soy broth
by direct inoculation method. The remaining volume (about 400
mL) were filtered and the membrane filter were taken to Tryptic
soy agar. All samples and filter were incubated at 37 °C and
observed for microbial growth daily for 14 days. In part 2, PN
prepared during 2 weeks were studied. Twenty mL
recommended in the pharmacopoiea (BP2001) samples were
taken from each PN bag and brought to Tryptic soy broth by
direct inoculation method and incubated at 37 °C and observed
for microbial growth daily for 14 days compared with the 6-mL
samples. The results of part 1 showed no growth in all samples
both direct inoculation and membrane filtration method. In part
2, there were 13 samples and no microbial growth in either 6
mL or 20 mL aliquot. It is concluded that the 6-mL samples
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could be used for sterility test in PN prepared for individual
patient.





