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~ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Serv ice

~Y✓d3U Food and Drug Administration
Rockville MD 20857

May 3 , 2007

Bill Zollers , Ph . D ., Director FILE COPYRegulato ry Affairs - USA & Canada
Norbrook , Inc .
9733 Loiret Boulevard
Lenexa , KS 66219

Dear Dr. Zollers :

Your petition , submitted on behalf of Norbrook Laboratories Limited requesting the Food
and Drug Administration to file an Abbreviated New Animal Drug Application for a generic
new animal drug ivermectin/pyrantel pamoate chewable tablet which differs from the
pioneer product , Hea rtguard-300 Plus , was received by this office on 05/02/2007 . It was
assigned docket number 2007P -0175/CP1 and it was filed on 05/02/2007 . Please refer to
this docket number in future correspondence on this subject with the Agency .

Please note that the acceptance of the petition for filing is a procedural ma tter in that it in no
way reflects an agency decision on the substantive merits of the petition .

Sincerely ,

Lyle D . J e
Division of Dockets Management
Office of Management Programs
Office of Management

cc : Dr. Lillian Cromie
Norbrook Laboratories Limited
New ry, Co . Down
BT35 6 PU
No rthern Ireland
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