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APPROVAL LETTER




2.
JUL _ 3 1996

'NDA  19-834/S-006 -

: Astra Merck

Attentlon Daniel J. Cushmg, Ph. D.
725 Chesterbrook Blvd
Wayne, PA 19087 5677

___Dear Dr. ,.,[Qushmg:

Please refer to your May 1 1996 supplemental new drug application submitted under section
505(b) of the Federal Food, rug, and Cosmetlc Act for PLENDIL (felodlplne) 2 5 mg, 5 mg and

10 mg Extended Release Tablets.
v

The‘s_'upplemen_tal application pro‘vi_des for the updated partide size specification for the —

We have completed the review of this supplemental application and it |s approved.

We remlnd you that yeu must comply with the requrrements for an approved NDA set forth
under 21 CFR 314.80 and 314. 81

Sincerely yours,

ﬂu’ 7/3/75

Robert J. Wolters, Ph.D.

Cheniistry Team Leader, DNDC-1

Division of Cardro-Renal Drug Products (HFD- 110)
Office of Drug Evaluation 1 -

Center for Drug Evaluafion and Research




CC: _
Original NDA
~ DISTRICT OFFICE
HFD-110 ‘
HFD-110/Project Manager -
- HFD-80 :
HFD-810/CHoiberg
HFD-110/RMittal/6/28/96
kc/6/28/96

Apprbbvaxl Date: July 25, 1991

APPROVAL -
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CHEMISTRY REVIEW(S)




NDA 19-834 PLENDIL

JUL 3 1996

- ASTRA-MERCK

1. ORGANIZATION

. CHEMIST’S REVIEW
: . HFD - 110

2. NDA Number
19-834

3. Name and Address of Applicant (City & State)
Astra Merck : '
725 Chesterbrook Blvd.
Wayne, Pa 19087-5677 '

4. Supplement (s)
-Number/Date
SCs-006
05-10-96

5. Drug Name 6. Nonproprietary Name

PLENDIL Felodipine

7.Vshpp1ement provides for:

Update of the particle size specification for the

8. Amendments &
Other (reports,
etc) - Dates

9. Pharmacological Category 10. How Diépensed
Hyperteﬁsion /x / RX [/ _/ OTC
12. Dbsage Form(s) o S 13. Potency(ies) ‘
2.5 mg, 5 mg,
Tablets and 10 mg

1. Related IND(s)/
NDA (s) /DMF (s)

14. Chemical Name and Structure

(£) Ethylmethyl 4-(2,3-dichlorophenyl)-1,4-
dihydrof2,6—dimethyl—3,5—pyridine—dicarboxylate.

. H
HsG.. N_ _CHs
HsCOOC COOCH,CH3
‘ : cl
~cl -

- 15. Records/Reports

‘Current '
[x / Yes [/ / No
Reviewed
/x / Yes [/ / No

16. Comments: See review on following pages.

17. Conclusions and Recomméndations:

Satisfactory and approval letter is being sent.

18. REVIEWER

Name .
" Ramsharan D. Mittal

SignatureiCiigfngijxjmﬁ__

Date Completed
06-28-96

19. Distribution:
o Original Jacket

/ / Reviewer /[ _/ Division File [/ CSO

’ _ 7/,{75
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