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APPROVAL LETTER -




=

NDA 19-834/$-012

(felodlpme). mg, 5mg and 170mg Extended Release Tablets.

The user fee goal date is December 17 1997

The su soler

: We have completed the rewew of thls supplemental applrcatlon and it is approved

We- remlnd you th t.you must comply with the reqwrements for an approved NDA set

forth under 21 CFF 314. 80 and 314. 81

Slncerely yours

nd, Cosmetlc Act for Plendll -

' ]ental apphcatlon provrdes for alternate secondary packaglng of: physrcrans
'samples by - : : ,

on and Research_. .




ce: ANDA19 834/3—0‘12

: ‘Approval' late

APPROVAL .
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A% 5 1997
" NDA 19-834 - PLENDIL ASTRA-MERCK
CHEMIST'S REVIEW | 1. ORGANIZATION 2. NDA Number
- HFD - 110 19-834
3. Name and Address of App11cant (C1ty & State) 4. Supp]ément(s)
Astra Merck . Number/Date
725 Chesterbrook Blvd. ,
Wayne, Pa 19087-5677 ‘ - | 06-16-97
5. Drug Name 6. Nonproprietary Name 8. Amendments &
|| PLENDIL , , __Felodipine Other- (reports,
7. Supp]ement prov1des for: ‘ etc) ) Dates
Alternate secondary packag1ng for phys1c1an
samp]es by | -

9. Pharmaco]og1ca1 Categoryv, 10 How D1spensed 11. Related IND(s)/

__Hypertension o [X [/ RX [/ 0OTC - NDA(s)/DMF(s)

12. Dosage Form(s) | 13. Potency(ies)

- 2.5 mg, 5mg
_Tablets | _and 10 mg | ‘

14. Chemical Name and Structure | ' 15. Records/Reports
() Ethylmethyl 4-(2,3- dichloropheny1)-1,4- - Current
d1hydro 2,6-dimethy1-3,5- pyr1d1ne d1carboxy1ate ,

Ix/ Yes [/ _/ No
Reviewed '
/x_/ Yes /_/ No
I
16.1Comment5: ‘See Review on next page.

17. Conclusions and ReCOmméndatibn§::

___Satisfactory and apbrdva] letter 1s’be1ng sent. it

{l 18. REVIEWER : _ o _ .
- Name | 'Signaturew ‘Date Completed
Ramsharan D. M1tta1 L XL _ 08-04-97

f 19. D1str1but1on. _
[/ Original Jacket /] Rev1ewer /__/ Division File [/ / CSO




NDA 19-834 ~ PLENDIL  ASTRA-MERCK 2

REVIEW NOTES:

The app11cant submitted th1s supplement for the approval of alternate
secondary packaging of physicians samples by : ——The
- applicant prov1ded the following: . ,

Package Component Descr1pt1on
Packag1ng Process Descr1pt1on

An EER for GMP inspection of the —— i —_was submitted 6n EES and
accéptable status was recommended on July 31, 1997. A copy is attached. The
supp]ement is satisfactory and approva] Tetter is be1ng sent. :




* CDER Establishment Evaluation Report .. Page 1 . of 1
for August 04, 1997

Application:  NDA 19834/012 Priority: 1S , Org Code: 110
Stamp: 17-JUN-1997 Regulatory Due: 17-DEC-1997  Action Goal; District Goal: 12-QCT-1997
Applicant: - ASTRA MERCK Brand Name: PLENDIL (FELODIPINE) TABS

725 CHESTERBROOK BLVD - Established Name:

WAYNE, PA 190875677 Generic Name: FELODIPINE _

' i Dosage Form: . EXT (EXTENDED-RELEASE TABLET

Strength: 2.5 MG, 5 MG AND 10 MG
FDA Contacts: D, ROEDER (HFD-111) 301-594-5300 , Project Manager
R. MITTAL  (HFD-110) '301-594-5353 , Review Chemist

R. WOLTERS (HFD-110) 301-594-5376 , Team Leader

AT

"Overall Recommendation:

ACCEPTABLE on 31-JUL 1997by M EGAS (HFD-322)301-594 0095

Establishment: MF No: v
AADA No:
Profile: TTR OAI Status: NONE ~ Responsibilities:

‘Last Milestone: OC RECOMMENDAT 31- JUL- 1997 FINISHED DOSAGE PACKAGER
Decision: ACCEPTABLE ) ‘

Reason: DISTRICT RECON[MENDATION ’ ‘ SN




