
r. ; nal evaluation 
Batch EL_______

Name of orod'.ict: HUMAN ANTIHAEMOPHILIC FRACTION 

(Intermediate Purity Factor VIII 'Concentrate) 

Product Licence No: 0134/0007. 

Label: Completed sample label-, (exactly as attached to vials) 

DRIED HUMAN ANTIHAEMOPHILIC FRACTION 
mg 7; INTERMEDIATE PURITY FACTOR VIII CONCENTRATE Factor VIII 

2A5 content list) 
l" ' Before reconstituting warm the bottle and sterile pYrogen•free 

water 1030c to 37cC. Add the indicated volume of water and Ditaolve in (ml 15 

~Ce mix gently, avoiding frothing. Discard if a gel forms. 
Bi°d' HL2755 

8. c t' °a D id If not teesd etdtldll 3 heats of reeoM111VO R 
FxPlry 

C 3  STORE IN THE DARK BELOW♦6°C. cii n.013410 r 

t' rm,T1. t.;.on of final product: See BP 1978 p.11 "Dried Antihaemophilic Fraction" 

r; r_a_ evaltaation Batch EL 2756
Name of product:  HUMAN ANTIHAEMOPHILIC FRACTION 

(Intermediate Purity Factor VIII Concentrate) 

Product _Licence  No: 0134/0007. 

Label: Completed sample label, (exactly as attached to vials) 

DRIED HUMAN ANTIHAEMOPHILIC FRACTION 
INTERMEDIATE PURITY FACTOR VIII CONCENTRATE factor VIII 

Belpre belcIe for lnreclipns content Jul 250 
:` 

recarcUlutag. wane the x,d wnnr,
ro 20°Cro3D°C. Add the .Miwtetl vdume water of and 

mageedn aro.dirghoomg. Dissolve in lmp 15 

Ducnd if ndl used wdhin 3 hours of recprstnution of if a gtl lornw Batch HL 2756 THE PREPARATION IS OF HUMAN ORIGIN AND 
CANNOT BE ASSUMED TO BE FlIEE OF IEPATITIS VIRUS. Expiry Octal 

STORE IN THE DARK BELOW *6'C. _. >: m. cod, 

For^' latio.^. of final product: See BP 1978 p.'__ "Dried Ant haemophilic Fraction" 
Label side-ranels 
Summary of Q::a'_::y Control- tests, QC-02 etc. 

Fractionation date: i, /9 /go 

Sterilisation date: 
U 

/9 lee) 

factor VIII assay date (for expiry) : 

Sub-batches included in this batch: 5o Z I 

i S^1 35 l T_ m~ i 
Vials filled at 35m1 before freeze-drying. 

Contents r e c ommpnr'p!a 'Fr'1r ro-4r1T +iti nn . - 1C

B P LL0001692_008_0001 


