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Vitamin-Lipid Blend (VLB) are sterile preparations used MANIPULATIONS
for nutritional supplementation for premature newborns
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Given the needs of clinical care units, 2 standardized —I Identification  Staphylococcus aureus Pseudomonas aeruginosa Clostridium sporogenes
i i imi ili C. sporogenes « P. aeruginosa « S. aureus « A. brasiliensis « B. subtilis « C. albicans
formulas were established, with a limited stability (7
days) STERILITY
This standardization requires the \ ] Bacillus subtilis Aspergillus brasiliensis Candida albicans
. . . GROWTH PROMOTION
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reconstitution and insertion of inoculation: ‘
the BioBall® into the syringes using a peristaltic pump  —~

OBJECTIVE

@ Mean time to positivity = 3 days @ (I\:/I(i)(;lrgizﬁanntism identification:

Incubation for 14 days

. — . . Positive (PC) at 25°C and 35°C Canister readings Equivalent growth between VLB
To validate a membrane filtration sterility test method in and negative (NC) depending on the on Days e No microbial contamination M canisters and positive controls:
conformity with the European Pharmacopoeia controls medium used 1,8,5,7and 14 of négatives controls after 14 days growth promotion test validated

CONCLUSION Technique limitations: 0000- Perspectives: ,\

*  Prolonged incubation time (74 days) Q0@ Use of faster alternatives methods for daily VLBs
Validation of membrane filtration for sterility »  Limited stability of VLBs (7 days) : testing ?

testing of VLB syringe = Early release for daily use = BACTEC?® alternative method COM26'4751 3
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