‘R.B2

6.  Name of Product KOATE " Licence Number:PI, 0055/0065

7.  Address for reply:

Mrs. M.W. Tatt,

Miles ILaboratories Limited;
Stoke Court, : T
stoke Poges, -
Slough,

SI.2 4Ly,

Berkshire. _

8. Give the present procuct pa-ticelars and proposed cmznge. If the change refers to particulars on the
Schedule of the product licence you should give them exactly as they currently appear on the licerice and
how you propose they should be stated (continue on a separate sheet if necessary). Please amach
supporting 2v Jence to the application and indicate the ~umber of volumies and copies.

Present Proposed

SPECIFICZTICN OF SOURCE MATERTAIL SPECIFICATION OF SOURCE MATERIZL

Cutter Suwstem of Plasmarcheresis atter System of Slasmarheresis
incorporztes all FDA recuire- incorporates all DA reguire—
ments fcr Source Plagma. ments for Source Plasma. In

acdition, HB  Zntixody test now
ircluded in Ehe Cuotter Svstenr.
(Zetails attachec, 2 copies).

9. ! hereby make application for the above licence 10 be c~anged.in accordance with the proposals given above
and centify that the changes will not adversely affect the quality of the product. .
GRO-C . R
Sighed — Date 1Cth Mav 1984.

Registraticn Manager.

Status

10.  The licensing authority *consents to/acknowledges your request to change the product licence as outlined

A person authorised 10 sign
_on beha!f of the Secretary
ot State for Socia: Services

3t 8 above.
Please retain_this_form with the formal dos i the product licence as evidence of *spproval/
notificatid
; GRO-C ,
Signed ate g %\N/ lo‘ g 7
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