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AseptiSac™ A
Autoclavable Beta Bags
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mdi AseptiSac™ A autoclavable single use bags with beta 
port are designed for transfer of sterile components into 
isolators or removal of aseptic waste out of isolators.

These fits onto alpha port on isolators, while maintaining 
the sterile contamination free environment.

mdi AseptiSac™ A single use autoclavable beta bags are designed 
for safe, efficient, and cost-effective aseptic production. These 
beta bags provides contamination-free transfer of sterile 
components into isolation or removal of toxic components out of 
isolation. Used in conjunction with Alpha port systems, sealed 
containment and sterility of the environment are maintained.
 

The Single-Use Beta Bag system are made of Tyvek ® and high-
density polyethylene (HDPE) bag layers connected to a Beta 
flange which mates the entire assembly to the Alpha port on an 
isolator. Once filled with components, these bags can be 
autoclaved and connected for filling line production.

mdi AseptiSac™ single use autoclavable beta bag is a safe, 
efficient, and cost-effective solution for aseptic production. This 
single-use system provides contamination-free transfer of sterile 
components into isolation or removal of toxic components out of 
isolation. Used in conjunction with Alpha port systems, sealed 
containment and sterility of the environment are maintained.

The Single-Use Beta Bag system consists of Tyvek ® and high-
density polyethylene (HDPE) bag layers connected to a Beta 
flange which mates the entire assembly to the Alpha port on an 
isolator. Once filled with components, these bags can be 
autoclaved and connected for filling line production. Bag 
customization is also available to meet specific application needs

based on component, processing, and production parameters.

In addition to its proprietary design, CRL has also developed a 
Single-Use Beta Bag flange that is compatible with other Alpha 
port designs currently available. This allows manufacturers more 
flexibility with additional beta bag options available at their 
disposal.

Ø Removable/reusable handle system

Ø Fast and easy contamination free transfer

Ø Increased flexibility and reduced manufacturing time

Ø Minimize validation costs

Ø No decontamination

Ø No cleaning validation

Ø Minimized manual intervention

Aseptic manufacturing of drug products

Ø 190 mm

Unique Performance Advantages

Applications

Sizes Available: Beta Port   

Materials of Construction

Beta Bag Film Tyvek and High Density Polyethylene 
(HDPE)

Beta Port

Gasket

Polycarbonate

Silicon

Flange and Cover High temperature polycarbonate

Beta Seal

O-Ring

Weld Ring

Bag layers
Top

Bottom

Platinum cured silicone

Platinum cured silicone

 High density polyethylene (HDPE)

 High density polyethylene (HDPE)

Tyvek

Sterilization by autoclaving 

121°C for 30 minutes, 1 cycle

  

Bioburden Levels

Bioburden level is < 1000 cfu/bag as per ISO 
11737-1 

 

Bacterial Endotoxin Levels

Aqueous extracts exhibit <0.25 EU/ml as 
established by Limulus Amoebocyte Lysate 
(LAL) test as per USP <85>

 

Fiber Release

Passes test as per USP and comply with USFDA 
Title 21 CFR Part 210.3(b)(6) for fiber release

 

Particle Release

Complies with USP <788> test for particulate 
matter in injections

Sterilization by autoclaving 
125°C for 30 mins (121°C for 40 mins)
 

Storage Condition 
5°C - 45°C
 

Bioburden Levels
Bioburden level is < 1000 cfu/bag as per ISO 11737-1 
 

Bacterial Endotoxin Levels
Aqueous extracts exhibit <0.25 EU/ml as established 
by Limulus Amoebocyte Lysate (LAL) test as per USP 
<85>
 

Fiber Release
Passes test as per USP and comply with USFDA Title 
21 CFR Part 210.3(b)(6) for fiber release
 

Particle Release
Complies with USP <788> test for particulate matter 
in injections
 

Tyvek Weld Peel & Dye Penetrant Test
As per ASTMF-1929: Standard Test Method for 
Detecting Seal Leaks in Porous Medical Packaging by 
Dye Penetration
 

Weld Testing 
As per ASTMF88: Standard test method for seal 
s t re n g t h  o f  fl e x i b l e  b a r r i e r  m a te r i a l s  a n d  
ASTMF1140: Standard Test Methods for Internal 
Pressurization Failure Resistance of Unrestrained 
Packages

Specifications
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