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Validation Report Summary:    
 
Colder Productôs HFC39 Series, Polysulfone couplings are widely used in bioprocessing 
and medical device applications. HFC39 couplings are manufactured from USP Class VI 
materials. Couplings within this product line include inserts and bodies with hose barbs 
for ıò, Ȩò and İò internal diameter tubing.  Inserts can be purchased with or without 
shut-off valves whiles bodies are available with just shut-off valves.   
 
This report is intended to document specifications of the HFC39 Series couplings and 
testing that has been performed on this series. This information is valid for the following 
part numbers: 
 
Part Number   Description 

 

HFC22439M  ¼" In-Line Hose Barb Non-valved Coupling Insert 

HFC22639M  Ȩ" In-Line Hose Barb Non-valved Coupling Insert 

HFC22839M  ½" In-Line Hose Barb Non-valved Coupling Insert 

HFCD22439M  ¼" In-Line Hose Barb Valved Coupling Insert 

HFCD22639M  Ȩ" In-Line Hose Barb Valved Coupling Insert 

HFCD22839M  ½" In-Line Hose Barb Valved Coupling Insert 

HFCD17439M  ¼" In-Line Hose Barb Valved Coupling Body 

HFCD17639M  Ȩ" In-Line Hose Barb Valved Coupling Body 

HFCD17839M  ½" In-Line Hose Barb Valved Coupling Body 
HFC30039M  Sealing Plug 
HFC32039  Sealing Cap 
 

If you desire additional information on the HFC39 Series couplings, please contact your 
Colder Products Company representative.     
 
 
Summaries:   
    
Container Closure/Ingress Method (During Disconnection):  The Microbial 
Challenge Test using Brevundimonas diminuta was performed to demonstrate that 
indicator organism cannot ingress into the assembly and into the container from an 
external source during the disconnection of the connectors.  Results of the challenge 
show the units tested negative for bacterial ingress of the indicator organism after a 
seven day incubation period at 30-35°C (86-96°C).    
 
Barrier Challenge ï Closure Method (While Connected):  The Microbial Challenge 
Test using Brevundimonas diminuta was performed to demonstrate that indicator 
organism cannot ingress through the assembly and into the container from an external 
source.  Results of the challenge show the units tested negative for bacterial ingress of 
the indicator organism after a seven day incubation period at 30-35°C (86-96°C).    
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Biocompatibility Tests:  The polysulfone and platinum-cured silicone materials were 
tested to USP Class VI criteria. Tests performed include: biological reactivity tests in 
vitro, physicochemical studies, cytotoxicity studies, and In Vitro hemolysis studies.    
 
Flow Test:  The Cv value of the HFC39 with ıò hose barb terminations is 0.77.  The Cv 
value of the HFC39 with Ȩò hose barb terminations is 1.1.  The Cv value of the HFC39 
with İò hose barb terminations is 1.9.  These values can be used to calculate 
anticipated flow rates and pressure drops. 
 
Bubble Leak Test:  Pre-sterilized samples were pressurized with air to 18 psi and 
submersed into a leak detection fluid.  Sterilization methods included autoclave (25 
cycles at 270°F for 60 minutes), gamma radiation (50 kGy), e-beam irradiation (50 kGy) 
and EtO (3 cycles). 
 
Burst Test:  To demonstrate that the HFC39 series maintain an adequate margin of 
safety above the rated operated pressure of 125 psi.  Ten units were pressurized until a 
failure in the molded plastic components was observed.  All ten samples passed the 
minimum acceptable pressure rating of 375 psi. 
 
Accelerated Aging Test (Helium Leak Test):  HFC39 samples were placed into an 
elevated temperature oven to simulate a shelf life of three years and then subjected to a 
helium leak test to demonstrate they maintain sealing ability.  Five samples used were 
gamma radiated (50 kGy), five were autoclaved (25 cycles at 270°F for 60 minutes) and 
two samples were virgin.  All test units were below the maximum leak rate of 1.0 x 10-5 
atm-cc/sec. 
 
Animal Content:  Colder has documentation from the material suppliers of the 
polysulfone and silicone seals that states that the materials contain no materials of 
animal origin.  Furthermore, no additives or processing agents containing materials of 
animal origin are used in the manufacture of these products. 
 
Storage Conditions and Shelf Life:  Recommended storage at 50º to 90º F (10º to  
32º C) protected from light (UV).  
 
Note: The silicone o-rings on the HFC39 Series couplings are not lubricated.  
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HFC39 Series Specifications 
 
Materials: 
 
Main Components, valves and clips: Polysulfone (amber), USP Class VI, ADCF 
 
O-Ring: Platinum-Cured Silicone, USP Class VI, ADCF 
 
Springs: 316 Stainless Steel 
 
Tubing sizes: ¼ò, Ȩ" and ½" ID (6.4mm, 9.5mm and 12.7 mm ID) 
 
Operational Limits: 
 
Pressure:  Vacuum to 125 psi, 8.6 bar 
 
Temperature:  -40°F (-40°C) to 280°F (138°C) 
 
Sterilization: 
 
Autoclave: At 270°F (132°C) for 60 minutes, up to 25 repetitions.  Sterilized uncoupled 
only. 
 
Gamma Irradiation: Maximum cumulative exposure up to 50 Kilograys 
 
E-Beam: Maximum cumulative exposure up to 50 Kilograys 
 
EtO: Four hours, 100% EtO @ 110°F (43°C), up to five repetitions. 
 
WARNING: Pressure, temperature, chemicals and operating environment can affect the 
performance of couplings. It is the customer's responsibility to test the suitability of CPC 
products in their own application conditions. 
 
Part Number    Description 
 
Coupling Bodies 
 

HFCD17439M      ¼" In-Line Hose Barb Valved Body  

HFCD17639M      Ȩ" In-Line Hose Barb Valved Body  

HFCD17839M      ½" In-Line Hose Barb Valved Body  
 
Coupling Inserts 
 

HFC22439M        ¼" In-Line Hose Barb Non-Valved Insert 

HFC22439M        Ȩ" In-Line Hose Barb Non-Valved Insert 

HFC22839M        ½" In-Line Hose Barb Non-Valved Insert 

HFCD22439M      ¼" In-Line Hose Barb Valved Insert 

HFCD22639M      Ȩ" In-Line Hose Barb Valved Insert 

HFCD22839M      ½" In-Line Hose Barb Valved Insert 
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Sealing Cap 
 

HFC32039           Sealing Cap 
 
 
 
Sealing Plug 
 

HFC30039M        Sealing Plug 
 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 7 of 116        

 

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 8 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 9 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 10 of 116        

 

 
 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 11 of 116        



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 12 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 13 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 14 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 15 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 16 of 116        

 



  

HFC39 Series, Product Validation Report ï Revision Date:  02/10/11 

 

 Page 17 of 116        

 

 

 

 


