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SUBJECT: Product Quality Microbiology assessment of Microbial Limits for 
Ivabradine Tablets (5 mg and 7.5 mg) [Submission Date for CMC 
Module: 30 April 2014]

The Microbial Limits specification for Ivabradine (Immediate Release Tablet) is acceptable 
from a Product Quality Microbiology perspective. Therefore, this submission is 
recommended for approval from the standpoint of product quality microbiology. 

Ivabradine is a Tablet for oral administration. 

The drug product is tested for Microbial Limits at release using a method consistent with USP 
Chapter <61> (Microbiological Examination of Non-sterile Products: Microbial Enumeration 
Tests) and <62> (Microbiological Examination of Non-sterile Products: Tests for Specified 
Microorganisms). The Microbial Limits acceptance criteria are consistent with USP Chapter 
<1111> (Microbiological Examination of Non-sterile Products: Acceptance Criteria for
Pharmaceutical Preparations and Substances for Pharmaceutical Use).
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product.  Conformance to the acceptance criteria established for each critical control point 
should be documented in the batch record in accordance with 21 CFR 211.188.  

3. Describe activities taken when microbiological acceptance criteria are not met at control 
points.

4. Provide the results of microbial limits testing performed on exhibit or stability batches of 
the drug product.

 then remove the microbial limits 
tests and acceptance criteria from the drug product release specification.  You should 
minimally perform microbial limits testing at the initial stability testing time point. 
Alternatively, you may retain a microbial limits specification for product release, but testing 
must be performed on every lot of drug product produced.  

3. ADDITIONAL COMMENTS:   N/A

________________________________________
Bryan S. Riley, Ph.D.
Team Leader (Acting)

________________________________________
Stephen E. Langille, Ph.D.
Master Review Microbiologist
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