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HUMAN ANTTHAEMOPHILIC FRACTION

Name of Product:
(Intermediate Potency Factor VIII)

Product Licence No:

Label: (Completed sample label, -exactly as avtached, to bottles)

E, HERTS
% fibrinogen)

TENTS:
Sedium 6.5 - 7.0 mmo)
Citrate 1.0-| 5mmo;

plasma donations
Chloride 4.5 5.0 mmof,

reparation of this batch

OTAL BOTTLE CON
Protein 1.3 & 0,35 (60 - 70

Tris 2.0 mmol,

PREPARED BY :—
BLOOD PRODUCTS LABORATORY,

LISTER INSTITUTE, ELSTRE,
used in the p

Less than 1500
T

FB 4

3 Formulation of Final Product: (Reconstituted in final container, as for clinical
use, in O¢5 times the pre-drying volune of water)

Factor VIII: not less than 30 iu/ml
not mere than 200 mmol/l

Sodium ion:
Citrate ion: not more than 55 mmol/l

16 - ] L (date)

Fractionation

Sterilisation: by membrane filtration, mean pore gsize Or22um.

Volume per bottle . before freeze-dryingi|icc mi (+ ml) ml (+ ml)
Number of bottles FilleG: | (q g ' h L e

List of Attached Test Reports:

1. Sterility bk,  General Tests
2, Abnormal Toxicity and Pyrogenicity 5, Hepatitis B antiren

3, Factor VIII Assay
T have esxamined the Batch Manufacturing Record and Test Revorts and I pass the followin

number of bottles for clinical use:
| _bottles at S f/v

(25 pottles at 9 O mlj

(vosition) 27 Ef7zrﬁate)

GRO- .
c (signed) SO </ <

Blood Products Laboratory, Lister Institute of Preventive Medicine, Tlstree, Herts,
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