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1. Changes apply to the Red Book

Chapter 7: Specifications for blood components

7.5.6: Human Plasma for Fractionation, Leucocyte Depleted

Plasma that has been obtained from whole blood or by apheresis (as defined in section 7.1.4),
containing less than 1 x 108 leucocytes per unit.

UK derived plasma may be used for the manufacture of immunoglobulins «and albumin» for
domestic use provided all relevant vCJD risk mitigation measures currently in place for blood
components for transfusion are applied and manufacturers submit an application to the MHRA to
register the use of UK-sourced plasma including a product specific risk assessment. Manufacture of
other blood products such as clotting factors eralbumin is not currently permitted.

(no further changes to 7.5.6)
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