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ESTABLISHMENT EVALUATION REQUEST

SUMMARY REPORT
Application: NDA 50782/000 Priority: 3S Org Code: 540
Stamp: 27-JAN-2000 Regulatory Due: 27-NOV-2000  Action Goal: _ _District Goal: 28-SEP-2000
Applicant: CLINDAGEL - BrandName: -~ _ . . __
4189 CHAPARRAL CT —_— .
SANTA ROSA, CA 95409 - Established Name:

Generic Name: CLINDAMYCIN PHOSPHATE
Dosage Form: GEL—-(GEL)

Strength: 1% _

FDA Contacts: I, KUMAR (HFD-540) 301-827-2072 , Project Manager

S. TURUJMAN (HFD-540) 301-827-2085 , Review Chemist .

W.DECAMP II (HFD-540) 301-827-2041 , Team Leader
Overall Recommendation:

ACCEPTABLE on 16-NOV-2000by P. ALCOCK(HFD-324) 301-827—0062
Establishment: DMF No:
AADA No:
Profile: CTL OAI Status: NONE . _ Responsmilitics:L j
Last Milestone: QQ-RECOMMENDAT]{ON
Milestone Date 09-FEB-2000 ' ‘
Decision: ACCEPTABLE _ . C _—
Reason: BASED ON PROFILE '
Establishment:———— DMF No:
A I‘{o:
Profile:. CTL -~  OAI Status: NONE Responsﬂaﬂiﬁe{ e j
Last Milestone: OC RECOMMENDATION : . ;
Milestone Date 16-NOV-2000 B
Decision: ACCEPTABLE N
" Reason: DISTRICT RECOMMENDATION
Establishment, ———— - DMF No:
. : AADA No: o

Profile: OIN OAI Status: NONE Responsibilitiesf o :
Last Milestone: OC RECOMMENDATION

Milestone Date 10-FEB-2000
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Decision: ACCEPTABLE
Reaspn: DISTRICT RECOMMENDATION
» Establishment: DMF No:
:I AADA No:
Profile: CFS OAI Status: NONE Responsibilities:

Last Milestone: OC RECOMMENDATION
Milestone Date  09-FEB-2000 _ -
Decision: ACCEPTABLE )

Reason: BASED ON PROFILE
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