CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
21-920

CHEMISTRY REVIEW(S)

DOCKET
A L M

A R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

 CHEMISTRY REVIEW

NDA 21-920
Naproxen Sodium Capsules
‘Banner Pharmacaps Inc.
Rao Puttagunta, Ph.D.
Branch II1/Pre-Marketing Assessment Division 11

Office of New Drug Quality Assessment
Center for Drug Evaluation and Research

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

©
L

" CHEMISTRY REVIEW

Table of Contents

Table of Contents ..........cccecuuenenee ceseessssnstisssnnsessantessstssanasssansesane cesnseresenees veoreane veeeens2
Chemistry Review Data Sheet......oueecrererererereseeeesssssssssesesessassssens veesusaeresesereees 4
The Executive Summary ............ besesesesasnesssssaasessssssassessansssssansasens cessseeesesennsrnessssanas 8
I. Recommendations 8
A. Recommendation and Conclusion on Approvability.........vvivisccniniciscrsnsonenens 8
B. Recommendation on Phase 4 (Post-Marketing) Commitments, Agreements,
and/or Risk Management Steps, if Approvable.... 8
II. Summary of Chemistry Assessments teeressesteestnsseesssnnesarrassasesssaessessarsesensaanss 8
A. Description of the Drug Product(s) and Drug Substance(s) 8
B. Description of How the Drug Product is Intended to be Used..........cuceeuueeurnunnnnene. 8
C. Basis for Approvability or Not-Approval Recommehdation ...... Y
I11. Administrative teaeessrisseissisasstsssnsesansrtnsasansasnensases teeeeesensesssatsasanas 9
A. Reviewer’s Signature 9
B. Endorsement BIOCK......uieenisiiernnininienninnieensiesnissasesssssessssesssssssssssassesssnosss 9
C. CC Block....ccoveueessvrcrncrsanees cesseeseenessesesseens rerssssesessnnsentisnnne 9
Chemistry ASSESSIMENT . .....ueeiiierinrnnenrcnrissscteecssirsniissssersssssrescssssssssssssssssssssssssansasssss 10
L. DRUG SUBSTANCE ....cucctiniinnrisennencisesssnississsisnsesssissssssessesssssansssesssssssssassassassessssssss 10
1. Description & Characterization ........c.ccevcnres eessessssesastssasassnessanessstesnsassansasenassns 10
a. Description.. 10
b. Characterization / Proof of Structure 10
2. MANUTACIUTET  coocveiiscirceeteissintisssaserssseniosanesssssessenssasissntressstsssnsssssonssessssassossasssnsssses 10
3. Synthesis / Method of Manufacture ....eeiiiiecnninniiinnnniiseisssssissnsissssensse 10
4, ProCESS CONIOIS  ouuvvmenreereesssessssnseessssssssssssssssssassssssssssssssssssssssssssssssssasssssesenmesssssns 10

CKET
M

A R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

* CHEMISTRY REVIEW

5. Reference Standard 11

6. Regulatory Specifications / Analytical Methods 11

7. Container/Closure System for Drug Substance Storage 12

8. Drug Substance Stability tesesssteistssstssressstassaterbenasssaasesatessnatsestterantsan 12

II. DRUG PRODUCT .....uuciiiiiisnensninssnnessnisssnsssssssssessssnsssassssssssasssanssssssssssassosssssssssssssssssssssess 12
1. Components/Composition . 12

2. Specifications & Methods for Drug Product Ingredients ......ccccecveecccecieecccnrcens 13

a. Active Ingredient(s) 13

b. Inactive Ingredients 13

3. Manufacturer(s) ..cccecccvvccencrnenee. verssseeeesssanteesssnnesesssneesraasantreesasseranesesnnnan 13

4. Methods of Manufacturing and Packaging ..... : . .14

a. Production Operations 14

b. In-Process Controls & Tests 14

c. Reprocessing Operations 15

5. Regulatory Specifications and Methods for Drug Product eeasenas 15

a. Sampling Procedures 15

b. Regulatory Specifications and Methods 15

6. Container/Closure System .. 26

A7 T8 €Y o) 11 (1Y OO . 27

8. Drug Product Stability .............. conrsseressassennesasansransesssasenstseses 27
IILINVESTIGATIONAL FORMULATIONS.......... ceressssreneseatessanarsessnsasereranes 29
IV.ENVIRONMENTAL ASSESSMENT......urenererreecscneennne eeeeeeeeeessenssee e 29
V. METHODS VALIDATION ..covveerosneessssesssssssssssssssssssssssssmsssssnesessseesssessssmsesesse 30
VI.LABELING ..ctiiiiiniiisniininteseniessnisssansissssisosesssossssassnsasssssnssansssnnsssansssssasessssssessasssessansres 30
VII. ESTABLISHMENT INSPECTION ...iioiiiniirnnnscsessiossissancsscssssessesessnsesssessassosans 30
VIIL DRAFT DEFICIENCY LETTER............... rereessarisssnessssnssansnsessatenes 31

OCKET
L M

A R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

_ CHEMISTRY REVIEW

Chemistry Review Data Sheet

Chemistry Review Data Sheet

1. NDA #:21-920

2. REVIEW #: 1

3. REVIEW DATE: 12-JAN-2006
4. REVIEWER: Rao Puttagunta, Ph.D.

5. PREVIOUS DOCUMENTS: N/A

6. SUBMISSION(S) BEING REVIEWED:

Submission(s) Reviewed
Original

Amendment (BC)
Amendment (BC)
Amendment (BC)
Amendment (BC)

7. NAME & ADDRESS OF APPLICANT:
Name: Banner Pharmacaps Inc.
Address: 4125 Premier Drive
: High Point, NC 27265

Representative: Shelly K. Meachum

Document Date
15-APR-2005
29-JUL-2005
14-OCT-2005
04-JAN-2006
05-JAN-2006

Director, Regulatory Affairs

Telephone: 336-812-8700 x 3312

8. DRUG PRODUCT NAME/CODE/TYPE:

a) Proprietary Name: N/A

b) Non-Proprietary Name (USAN): Naproxen Sodium Capsules

¢) Code Name/# (ONDC only): N/A

d) Chem. Type/Submission Priority (ONDC only):

® Chem. Type: 3
® Submission Priority: S
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