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NDA 19.834 PLENDIL ASTRA. MERCK

CHEMIST'S REVIEW 1. ORGANIZATION
HFD - 110, '

3. Name and Address of App1 icant (City & State)
Astra Merck
725 Chesterbrook 81 yd.
Wayne, På 19087-5677

5. Drug Name 6. Nonproprietary NamePLENDIL Felodipine, "
7 . Supplement provi des for:

2. NDANumber
19'-834

4. Supplement ( s)
Number/Date

06- 16-97, !
8. Amendments &

Other (reports,
etc) . Dates

Al ternate seconda ry packagi ng for phys i ci an
,sarnpl esby

9. Pharmaco 1 ogi ca 1 Category
Hypertension

12. Dosage Form(s)

Tablets

14. Chemical Name and Structure

10. HowDi spensed
I x I RX I, I OTC

13. Potency( i es)
2.5mg, 5 mg
and 10 mg

, '

11~ Related IND(s)1
NDA(s)/DMF(s)

,
,

(:t) Ethylmethyl 4-(2,3-dichlorophenyl)-L,4-
dihydro-2; 6-dimethyl-3, 5-pyri di ne-di carboxyl ate.

15. Records/Reports

Current

H
H3C N CH3

H3COOC COOCH2CH3

~, CI

I::
CI

Ix I Yes L-I No

RevieWed,

Ix I Yes L-I No

,

16 . Comments: See Revi ew on next page.

17. Conclusions and Recommendations:

, Sat is factory and approva 1 1 etter is bei ng sent.
,18. REVIEWER , , ', ,Signature~

,

Name
Ramsharan D. Mittal

19. Di stri bution:
I I Ortgi nal Jacket

Date Camp 1 eted

08-04-97
'" .~

I ,/ Revi ewer I I Division File / I CSO
,
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NDA 19.834 PLENDIL ASTRA" MERCK

REVIEW NOTES :

The applicant submitted this supplement for the approval of alternate
secondary packaging of physicians samples by The
applicant'prov1ded the following:

Package Component Descri pti on
Packagi ng Process Oescri pti on

2

., =?-,-,~,t,m~d-=~;:'::~;:j ,

An fER f;or GMP ~nspectioh of the -,-was submitted on EES and
accéptabl e status was recommended on July 31.1997. A copy is attached. The
supplement is satisfactory and approval letter is being sent.



CDER Establishment Evaluation Report
for August 04, 1997

Application: NDA 19834/012

Stamp: 17-JUN-1997 Regulatory Due: 17..DEC-1997

Applicant: ASTRA MERCK

725 CHESTERBROOK BLVD

WAYNE, PA 190875677

FDA Contacts: D. ROEDER

R.MITTAL
R. WOLTERS

(HFD;.111)

(HFD-110)

(HFD-llO)

Page 1 . of 1

Priority: is Org Code: 110
Action Goal: District Goal: 12-0CT-1997

Brand Name: PLENDIL (FELODIPINE)TABS
Established Name:

Generic Name: FELODIPINE
.

Dosage Form: EXT , (EXTENDED.;RELEASE TABLET
,Strength: 2.5MG, 5 MG AND 10 MG

301-594-5300 i Project Manager

301-594-5353 i Review Chemist

301-594-5376 , Team Leader

. ÖverãifRe~ôññerid~tiõñ:"
"""-",,, "", '''--'~'''''~'.-~-".,.". ':--"~"'~:"'--""';~-~~"':"'~:"~""" ~,,,, -.--,-..-..---'.... '..-..,-..._-- ,- .

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

Establishment: iMFNo:

Profie: TTR
, Last Milestone:

Decision:

Reason:

OAI Status: NONE
OC RECOMMNDA)' 31-JUL..1997
ACCEPTABLE

DISTRICT RECOMMNDATION

AADANo:

Responsibilties:

FINISHED DOSAGE PACKAGER


