CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
21-5635

MICROBIOLOGY REVIEW




Product Quality Microbiology Review
Consult review for HFD-550

11 April, 2003

NDA.: NDA 21-565

Name of Drug: RELESTAT™ 0.05%

Review Number: 1

Submission Date: December 19, 2002

Applicant: Allergan

Name of Reviewer: Vinayak Pawar

Conclusion:  The application is recommended for

approval from microbiological standpoint.

Page I of 12



p———

NDA 21-565

Microbiology Review # 1

Product Quality Microbiology Data Sheet

A 1.
2.

3.

10.

11.

SAINAN ol e

' METHOD (S) OF STERILIZATION: ~ wmomen

NDA: NDA 21-565

REVIEW NUMBER: 1

REVIEW DATE: 11 April, 2003

TYPE OF SUPPLEMENT: NA

APPLICATION FOR: An Ophthalmic solution originally
developed by Boehringer Ingelheim Pharma KG, Germany.
APPLICANT/SPONSOR:

Name: Allergan

Representative: Elizabeth Bancroft

Telephone: 714-246-4391

MANUFACTURING SITE: Allergan, Waco Texas

DRUG PRODUCT NAME:

Proprietary: RELESTAT™

Non-proprietary: epinastine HCI ophthalmic solution 0.05%

Drug Priority Classification: Standard

DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCM solution in a SmL, 10mL fill
sizes . = —

PHARMACOLOGICAL CATEGORY: Prevention of “weeee=,

UL ..

- DOCUMENT/LETTER DATE: December 19, 2002

RECEIPT DATE: December 20, 2002
CONSULT DATE: January 7, 2003

DATE OF AMENDMENTS: NA

ASSIGNED FOR REVIEW: January 14, 2003, —

SUPPORTING/RELATED DOCUMENTS: DMF = —

C. REMARKS: The consult requests review of NDA 21-565 for a new drug
RELESTAT™ acquired from Boehringer Ingelheim and licensed to Allergan.
The new drug will be used in the treatment of Ocular Allergic Conjunctivitis. Six
volumes of the application were submitted for review.
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NDA 21-565

Microbiology Review # 1

Executive Summary

I

II.

11

Recommendations

A.

Recommendation on Approvability -

The sterilization validation and the preservative effectiveness
adequately assure the safety of the product from microbiological
standpoint. The proposal is recommended for approval.

Recommendation on Phase 4 Commitments and/or
Agreements, if Approvable
NA

Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology
Edetate Disodium, Sodium Chloride, Monobasic Sodium
Phosphate ————, Epinastine hydrochloride, Benzalkonium
Chloride and -—'Sodlum Hydroxide are added to Purified Water
and the pH adjusted to / =ssex The batch is — “mmssnsseess —
esssacama and filled.  ——— into pre-sterilized containers to
== 5Sm[ and 10mL fills and labeled. The process is summarized
in Fig 1.
B. Brief Description of Mlcroblology Deficiencies
None
C. Assessment of Risk Due to Microbiology Deficiencies-
None
Administrative
A. Reviewer’s Signature
B. Endorsement Block
Vinayak Pawar/11 April 2003
Peter H. Cooney/
C. CC Block
cc:

Original NDA 21-565
HFD-550/Division File/Raphael Rodriguez

Page3 of 12



d Page(s) Withheld

YH



Py

This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Vinayak Pawar
5/1/03 10:29:58 AM
MICROBIOLOGIST

Peter Cooney
5/2/03 10:00:30 AM
MICROBIOLOGIST



