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CONWIZDA - - 8August2005
DearMsBmton .'

'_'I‘HE N[EDICINES FOR HUMAN USE (CLINICAL TRIALS) REGULATION S
2004811031 T _ :

._Product R1tux1mab

o .':"'.Protocol number 04/Q1104/27 S

L ACIG\TOWLEDGEMENT OF M/IENDN,[ENT

. L Thank you for your request recelved on 5 August 2005 for an amendment to the above' : =
o Chmcal Trial Authonsahon (CTA) under the above Regulatlons : :

o -The mfonnatlon you provlded {o support your request 1s complete and therefore your i
_'request is vahd 2t R L . e '

-It is the Authontys intention wrthm 35 days of the date of recelpt of the request to

- motify you, where appropriate, by either setting out the grounds for not accepting the

- .proposed amendlnent or accepting the application for amendment with or thhout g
- condmons If you are not sent elther notice then the amendment can be made ' '

o Ifyou haye _any qu_enes abou_t_ thzs Ie_tter pl_ease d_o not he51_tate to contact me. -

- Yours sincerely

Head of Clmlcal Trials Unlt
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