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Prdduct Quality Microbiology Data Sheet

A. 1. TYPE OF SUBMISSION: New Drug Application

2. SUBMISSION PROVIDES FOR: New drug product

3. MANUFACTURING SITE:
Drug product manufacturing, testing and packagmg
IBSA
Manno 1
Centro Insema
CH-6928 Manno, Switzerland

Microbiology testing:

IBSA and
Microbiological Laboratory

Via al Ponte 13

CH-6903 Lugano, Switzerland

L T

4, DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY:
e Soft capsule in blister packs of e . —————
¢ Oral administration '
e 125,25,50,75, 100, 125 and 150 pg

5.  METHOD(S) OF STERILIZATION: N/A
6.  PHARMACOLOGICAL CATEGORY: Thyroid drug
B.  SUPPORTING/RELATED DOCUMENTS: None

C. REMARKS: A facsimile wa; sent to the applicanth on March 2, 2006 to request
the following:

I 1. Please provide a summary of the microbial limits test method validation.

2. Please provide the post-approval testing protocol for the microbial limits test.
Will each lot of product be tested for microbial limits?

3. Please provide the post-approval stability protocol for the microbial limits
test.

An electronic response was received on March 15, 2006. The amendment was
submitted on March 30, 2006.
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Executive Summary

I. Recommendations

A, Recommendation on Approvability — Recommended for
‘ approval based on product quality microbiology

" B. Recommendations on Phase 4 Commitments and/or
Agreements, if Approvable — N/A

IL Summary of Microbiology Assessments
A, Brief Description of the Manufacturing Processes that relate to
' Product Quality Microbiology — The microbial limits
specifications and test method are reviewed for this non-sterile
product.
B. Brief Description of Microbiology Deficiencies — None
C. Assessment of Risk Due to Microbiology Deficiencies — N/A

I11. Administrative

A. Reviewer's Signature

Anastasia’G. Lolas

B. Endorsement Block
Stephen E. Langille, Ph.D.

C. CC Block
N/A
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