Central Drugs Standards Control Organization
Directorate General of Health Services
Ministry of Health & Family Welfare
(Office of DCGI)

FDA Bhavan, Kotla Road,
New Delhi-110002.

Dated: 26" March, 2016

NOTICE
The Guidelines on Similar Biologics: Regulatory Requirements for
Marketing Authorization in India, 2012 are in the process of revision. The

proposed revised Guidelines on Similar Biologics 2016 _are uploaded for

suggestions/ comments of the stakeholders.

All the stakeholders are requested to submit their suggestions or
comments to the Office of Drugs Controller General (India) by 30" April,
2016 through e-mail (dci@nic.in) or fax (n0.011-23236973) or by post to
the address as under:

Central Drugs Standards Control Organization HQ,

Office of DCG (I),

FDA Bhavan,
Kotla Road, New Delhi — 110002

Office of Drugs Controller General (India)
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