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DDMAC draft labeling comments
NDA 22-351 COLCRYS™ (Colchicine Tablets, USP) for Oral use

DDMAC has reviewed the proposed product labeling (P1), for COLCRYS™ (Colchicine
Tablets, USP) for Oral use (Colcrys), submitted for consult on November 19, 2008.

The following comments for the Professional section of the label are provided using the
updated proposed P! sent via emait on June 30" 2009 by Margarita Tossa. Comments on the
patient labeling (PPl) section and/or MedGuide will be sent separately when DDMAC receives
the proposed fabeling from the Review Division as discussed in our June 30, 2009 meeting. If
you have any questions about DDMAC's comments, please do not hesitate to contact us.



17 Page(s) Withheld

§ 552(b)(4) Trade Secret / Confidential

\__ § 552(b)(4) Draft Labeling

| V__ § 552(b)(5) Deliberative Process




This is a representation of an eléctronic record thét was signed elecironically ahd
this page is the manifestation of the electronic signature.

/s/

Mathilda Fienkeng

7/6/2009 03:30:44 PM

DDMAC PROFESSIONAL REVIEWER




