CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
85552

APPROVAL LETTER
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Chelsea Laboratories, Ine. .
Attention: Kat Setrajdmn

428 Doughty 81vd
Inweed, KY 11696

Gontlemen:

Reference is made to yowr m‘mm new dreg application submitted
pursuant to Section 308(D) of the Fedaral Food, Drwy, and Cosmmtic Act
for Probensctid 500 mg. with Celchicineg 0.5 my. Tablets. .

Me have completed the review of this abbreviated new drug applicatten "
udhnmlnﬁtm&“huhmmuﬁnﬂnmum
in the suimitted lTabeling. Accordingly, the applicatien {s mn__vd

- Any significant change in the cenditions outlined in this abbreviated
new drug application, requires an approved supplemeatal application
before the change my be mede, encapt for changes made in conformaace -
with other provisions of Sectien 314.8 of the asw drwg regulatioas. :

This Admtaistration sheuld be advised of any change tn the mrketing
status of this drug.

The requirement for adequnte data ts assure the Molqk availabdility 1s
being deferred at the presemt tims. Hewever, owr actiea ia approving
this application is based wen an wnderstanding that 1f this requirement
{s reinstated you will perferm the appropriats procedures.

Promstien of a preduct mrieted wndef an abbreviated aew application
must not convey the {mpression that the produst is & new eatity.

ure s-ﬂa tun relating to the approval of this
/ } Sincerely yours, _
Dup 2 —¢V /S/

RBarzﬂa*f/JMeyer/CChang 9-8-77
r/d/ init. JMeyer/MSeife 9-8-77

f/t/wib/9-12-77 - -llﬂil .'Mﬂ. K.0. /'\ %/
{/W;,gm Directer

d.
approve Divisien of Gameric Dr:::lmgnm
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Enclosures:
Conditions of Approval of a Naw N Application
Records and Reports Requiremsnts KB



