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3 Dear Mr S Purneti

LONDON CANCER TRIALS CENTRE

: THE MEDICINES FOR HUMAN USE (CLINiCAL TRIALS) REGULATIONS 2004 S i 2004!1031

S :Our Reference _
Eudract Number
=, “Product; L
.- “Protocol number : S
-~ Substantial Amendment Code Number

20363/0273/001 001 1.
--"'_'2009-012717—22
S rituximab e

L UCLI08/0167.

* Substantial Amendment 03 08 2012 (Protocol v 5 0, change of

£ : "-:MA holder for Oncaspar updated Oncaspar SPC) Changes of Pls and Add:tlon of srtes)

. }'_Norsce OF: ACCEPTANCE OF AMENDMENT

:"-I am wrrtmg to rnforrn you that the Llcensmg Authorlty accepts the proposed amendment to your ::" o

.' - '_'_clmscal traaf authorrsatron (CTA) recerved on 24/08/2012

-_Thrs amendment may therefore be. made -

"You are remmded that where |t is. approprrate the Ethics Committee shouid also be notified of

- amendments

_Yours sincerely, -
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MHRA

Medictnes and Healthcare p.roduct.s Regulatory Agency

151 Buckingham Palace Road London SW1W 952
T 0203 080.6000 . www.mhra.gov.uk :
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