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APPROVAL LETTER



,2,-. ,

JUL _ 3199

NDA 19-834/S~006 .

Astra Merck
Attention: DanielJ.Cushing, Ph,D.

725Ùhøstarbrook . Blvd i .
Wayne, PA 190e1~5677

.Dear.Pr.Qushing:

p.....Je....9. s........e......r.'.e.....fè..... ....r.... .t. 0......... yo..........u..r.. ..M....... ..9.Y.. '. .1. Q.... .1...9.....96 sup. p. l.e.me.n......ta.....1 new. d..' rug '. apPlk:a. tiO...O.,. s.. u.. bmitt. ed un. ders..e. ction

505 (b) of the Federal Food, brug, and Cosmetic Act for PLENDIL (felodipine) 2.5 mg, 5 mg and
1 0 mgËxtended~Release Tablets. . .

~
The' $lJPplementa1a.!?plication .provide$.fo.r the' updated pa.rtiCle .sizespecificatioo for the

We have cornpleted the revieW .of this$upt)'lemental application and it is approved.

We remind you that you must cC)rlply with the requirements for an àPproved NDA set forth
under 21 CFH 31ABO and 314.81.

Sincereiy yours,

fÅ7/3/f6
Hobert J.\io1ters, Ph.D.

Ohemistry TeaniLeaøer, DNIJC-1

Division of Cardiø-Rehal Orug PrOducts (HFD-110)

OffiteofDlLJ9.E"a,llJation 1 .
CenterfQr DtUg15va1uation and Research



cc:
Original NDA
DISTRICT ()FFICE
HFD~ttO
HFD-110/Project Manager

HFD-80
HFD;.810/CHoiberg
HFD-11 01RtvHta1/6128/96 .
kc/6/28196

Approval Date: July 25, 1991

APPROVAL
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CHEMISTRY'REVIEW(~



JUL 3 1996

ND 19-834 PLENDIL , ASTRA-MERCK

"

CHEMIST'S REIEW 1. ORGANIZATION 2. ND 'Nuer'
, HFD - 110 19-834

"

3. Name and Address of Applicant (City &: State) 4. Supplement (s)
Astra Merck Nuer /Date
725 Chesterbrook Blvd. SCS-006
Wayne, Pa 19087-5677 05-10~96

,

5. Drug ,Name 6. Nonproprietary Name 8. Amendments &:

Other (reports,
PLENDIL Felodipine etc) - Dates

7. SUPPleient provides for:
Update of the particle size specification for the~ ,

9. Phaxmcologieal Category 10. How Dispensed )c . Related IND(s) /
ND(s)IDMF(s)

Hypertension Ix I RX I I OTC
,

12. Dosage Form(s) 13. Potency(ies)
2.5 mg, 5 mg,

Tablets and 10 mg ,

14. Chemic;al Name and Structure iS. Records/Reports

( :t ) Ethylmethyl 4- (2, 3-dichlorophenyl) ~1, 4- Current
dihydro-2, 6-dimethyl-3, 5-pyridine-dicarboxylate.

bLl Yes L-I No
H ReviewedHsC N CHs

Ix I Yes L-I No
H3COO COOH2CH3

,

CI':
I::

01

\.

,

16. Comments: See review on following pages.
, ,

17. Conclusions and Recoimendations.:

, Satisfactory and approval letter is being sent.
18. REVIEWR

Name Signature ~ Date Completed
Ramsharan D. Mittal 06 28 96

19. DiEltribution:
, ii,)';!.;' Original Jacket I I Reviewer 1-1 Division File I I CSO

~j~
J'1l,11t
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