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arium” pro VF
versus Application Filters
EU Pharmacopoeia - Highly Purified Water

Question: What system configuration achieved the limit
values for Highly Purified Water required by

Result:

EU Pharmacopoeia?

Type 1 Water

According to the EU Pharmacopeia standard (focus microbial content <10 c¢fu/100 mL), Highly Purified Water

Only two of the configurations tested
achieved the required quality.
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Application areas Increased bacterial counts lead to
- Pharmaceutical industry falsified results, e.g. during:
- Quality control - Molecular biology applications
- Research & development (proteases | DNases etc)
- Manufacture of medical devices - Microbial colony count
- Endotoxin level determination
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Experimental Conditions

arium® pro VF with a sterile final filter versus Millipore MilliQ Advantage A10, with 5 available final filters
- R2A agar (for heterotrophic bacteria) was used to analyze the microbial content. The vacuum filtration method was applied to filter
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Meets "Highly Purified Water"
quality standard:
(Conductivity = 0.055 uS/cm):
- Reliable bacterial retention
compliant with EU
Pharmacopoeia

- Convincing, reproducible results

a parallel batch of 100 mL of water through a 13906 filter. The filter was then placed on the agar and incubated for 5- 8 days at
32 + 2 °C. The results of the two agar plates were averaged.
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Results

The following graphic provides a summary of the results:

arium® pro VF convinces through:

Measurement of microorganisms 23 h after startup (cfu/100 mL)
- Fulfillment of standards (< 10 cfu/mL) cfuf100 mi
- Highest quality, < 1 ¢fu/1000 mL 1;’8
- Consistent quality 80
. . —_ . ) 70
- According to HIMA-validated, sterilizing-grade final filter 60
50
40
. 30
Competitor Products: 20
- Achievement of the standard is only possible in conjunction 'g . l
with a sterilizing—grade final filter arium® Advantage Advantage Advantage Advantage Advantage
_ : oo £ - proVFwith AT0with  A10with  A10with  Al0with  A10 with
I::)Ltj rn:)::t(j;gvr:qoji :2;:2{2 F())eft:ZEZeEEn;P:::II‘:]er;;(S)t:I: do Sterile Filter Millipak Biopak VOC-Pak EDS-Pak LC-Pak
- Depending on the application, a combination of filters - = = < 10 microorganisms/100 mL limit value Highly Purified Water

and | or replacement of the filtration unit is mandatory

All filters were put into operation and used in accordance with the
manufacturer's instructions.

arium” pro VF - One system fits all
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