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Quality Profile Specification Results  

pH 6.8 – 8.2 7.1  

Osmolality
(1)

 280 – 340  313 mOsm/kg 

Endotoxin
(2)

 < 30 < 0.58 EU/ml 

Hemoglobin
(3) 

≤ 20 18.4 mg/dl 

Identity
(4) 

Typical Typical  

Protein profile    

Total Protein
(5)

 3.0 – 4.5  3.7 g/dl 

Albumin
(6)

 As reported 1.9 g/dl 

IgG
(7)

 ≤ 250 42 mg/l 

Sterility Testing    

Sterility
(8) 

Sterile Sterile  

Mycoplasma
(9)

 Not detected Not detected  

Virus Testing 
   

Bovine Virus Diarrhoea Virus (BVD-V)
(10)

 Not detected Not detected  

Bovine Herpes Virus 1 (BHV-1)
(11)

 Not detected Not detected  

Parainfluenza Virus Type 3 (PI-3)
(11)

 Not detected Not detected  

Antibody Testing 
   

BVD-1 Antibody Titre
(12) 

As reported Negative  

BVD-2 Antibody Titre
(12) 

As reported Negative  

Biological Performance 
   

Cell Growth MRC-5 (Human Lung Fibroblasts)
(13)

 ≥ 75 % 80 %  

Cell Growth L929 (Mouse Fibroblasts)
(13)

 ≥ 75 % 95 %  

Intended Use: For research or further manufacturing use only. 
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