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Objective: To qualify Installation qualification Manufacturer
e e deviee and e Volumetriclac_c_uracy and 3 fiI.Iing speeds, 5 volumes,
| reliability 5 times each, on Water for
valid the new process injection, Saline solution,
Repeatability D50%, Clinoleic ®
. ” SfpREleil CLENIEE Visual control of microbial
. growth every 24h for two
Media fill tests = ™ weeks : the first week at 20-
v 25°C, the other week at 30-
35°C
w 5 Perfo.r.marjce Real life batch
e - qualification

Results

Volumetric accuracy and L 4 minutes for a 30 syringes batch
reliability No volumetric difference

Operational Volumes calculated
qualification Repeatability accurate

Conclusion

Performance No time difference was found on small volumes, SLB Mibmix® C1 seems to be a
qualification between the slowest and the fastest speed. On larger

Media fill test o volumes however, twice the time was needed between good option for our current
eeia fIT 1eStS No contamination the slowest and highest speed. parenteral nutrition activity. It

permits to be more efficient and
is less traumatic. This device
allows the fully automatization of
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