
STERILE FILTRATION
In Compounding Pharmacies

Compounding pharmacies face a number of challenges due to the diversity of products they

handle, batch size variation, and any number of other unavoidable variables within their

operations.  While we cannot claim expertise in every part of the process, we can offer

support at one very important point:  terminal sterilization of the final product.

Know your filter and know your supplier.
As a filter manufacturer, mdi understands the importance of choosing the right product for

final sterilization.  A good indicator of quality when it comes to sterilizing grade filters is the

provision of a certificate of quality or assurance (COQ/COA).  A complete COQ or COA will

not only include specifications regarding microbial challenge testing and integrity testing, but

also a host of important information concerning validation.

Take a closer look at that COQ.

“… The filter has been tested for
integrity by Bubble Point Test
using 70% IPA/Water solution.

 Bubble point was > 22 psi (1.52
bar)…”

“…Passes Biological Reactivity
Tests, In Vivo for Class VI plastics
as described in USP <88>…”

But that's
                       not all...



Microbial Challenge Testing
A sterilizing grade filter must be validated for bacterial retention as per compendia requirements

for each manufactured lot.  This type of challenge testing should follow the methodologies set

forth by ASTM F838­05.

“Membranes that are documented to retain 100% of a culture of 107
microorganisms of a strain of Brevundimonas (Pseudomonas)
diminuta per square centimeter of membrane surface under a
pressure of not less than 30 psi (2.0 bar).”
                                - USP <797>

“Classically, a sterilizing-grade filter has been defined as a filter that
will retain 107 cfu (colony forming unit) of Brevundimonas diminuta*
(B. diminuta) ATCC® 19146™/cm2 of effective filter surface area under
process conditions.”
                               – PDA Technical Report 26

“Microbial Challenge Test:
 Retains > 10  organisms/cm   of
B. diminuta ATCC 19146
challenge as per ASTM F838-05
methodology.”

What about integrity  
           testing and

validation?
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Integrity Testing and Validation
Each individual filter should allow the user to conduct non­destructive, post use Integrity testing.

The Integrity test values are defined by the filter manufacturer and are correlated to the pore size

rating of the filter based on the actual bacterial retention testing the manufacturer has done.  

Specifications regarding validation will also be present including information about bacterial

endotoxin levels, extractables, and biosafety. 

Making this information readily available is important for ensuring that our customers are

confident in our stringent production procedures.  With products that are sterilized by filtration,

choice of filter is obviously of the utmost importance.  A customer should never be afraid to put

their filter manufacturer to the test. Ask questions. Know your filter. Know your supplier.
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FDA 21 CFR 210.3(b)(6) tells us that
“Nonfiber releasing filter means any filter, which after
appropriate pretreatment such as washing or flushing, will not
release fibers into the component or drug product that is being
filtered.”

“Fiber Release:  Complies with
FDA 21CFR210.3(b)(6)”


