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Product/Donor Information  
(For additional Donor information and infectious disease marker testing, refer to the Summary of Records) 

Product 
Description 

Clinical Grade, 
Leukopak, 

Cryopreserved, 2.5-3.0B 
Lot Number  Donor ID  

ICCBBA ISBT 
128 Product 

Name 
MNC, Apheresis DIN  

(ICCBBA ISBT)  ICCBBA ISBT 128 
Product Code S4244 

 
Check One (✔):   ��   Conditional Release      or    ��   Final Release 

Product Collection Information 

Manufacturing Facility 
CER01 

AllCells Alameda 
1301 Harbor Bay Parkway, Suite 200 

Alameda, CA 94502 

Manufacture Date 
(DDMMMYY)  

Total FG Units Produced  Target Product Volume per unit  

Expiration Date 3 years post production Storage & Shipping Requirements < -165 °C 
 

 

Product Testing Information 
Release Testing Analytical Method Specification Result P/F 

Pre-Freeze Cell Viability (%) Automated Fluorescent Microscopy 
(SOP-004) ≥ 90   

Pre-Freeze ViableTNC (M cells) Automated Fluorescent Microscopy 
(SOP-004) 

≥ 2500   

Sterility USP-71 Sterility  
(SOP-153) No Growth   

 
 

We hereby certify that the product complies with the agreed client specifications and manufactured 
according to the standards FDA Title 21 Part 1271 and European Directive 2004/23/EC. 

 

Comments  ��  N/A 

 
 

Quality Control:   Date:  

Quality Assurance:    Date: 
 

Disclaimer: This product is released for further manipulation only.  Not for direct human use.   
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