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Dear Sirs, 

IIEALTII 

Re: EMEA/H/C/002614- Bedaquiline (TMC207) - (bedaquiline), applicant Janssen-Cilag 

International NV. 

Thank you for your e-mail dated 13 February 2013. 

An application for marketing authorisation for bedaquiline is currently under assessment by CHMP. 

We will make the Committee aware of your concerns so that they can be taken into account before 
their final deliberation. 

An EPAR will be published on the EMA web site after the opinion explaining the rationale for the final 

decision whether negative or positive. 

Yours faithfully, 
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GUil/O Rasi 
Exe~utive Director 
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