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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: March 5, 2015

TO: NDA 207930

FROM: Vinayak B. Pawar, Ph.D., Sr. Review Microbiologist, CDER/OPQ/DMA

THROUGH: Stephen E. Langille, Ph.D., Acting Chief, Branch III CDER/OPQ/DMA    
cc: Christine Ford, Sr. Regulatory Project Manager, CDER/OND/ODEII/DPA    

SUBJECT: Product Quality Microbiology assessment of Microbial Limits for “QVA149
27.5/12.5 mcg (Indaceterol/glycopyrrolate)”.
[Submission Date: December 29, 2014]

The Microbial Limits specification for “QVA149 27.5/12.5 mcg (Indaceterol/glycopyrrolate)” Hard 
Capsule is acceptable from a Product Quality Microbiology perspective. Therefore, this non-sterile drug 
product submission is recommended for approval from the standpoint of product quality microbiology.

Drug Product: QVA149 27.5/12.5 mcg (Indaceterol maleate/glycopyrronium bromide), a Hard Capsule for 
oral inhalation 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).

The Microbial Limits test methods were verified to be appropriate for use with the drug product following
procedures consistent with those in USP Chapter <61> and <62>. The following drug product specifications 
were provided in Document DP 6001565 022 R01.

Test -70161.01 Limit Test Methodology
Total Aerobic Microbial Count NMT CFU/g USP <61>
Total Yeasts and Molds Count NMT CFU/g USP <61>

Test for Specified Micro-organisms:
       Pseudomonas aeruginosa
       Staphylococcus aureus

   Bile-tolerant gram negative bacteria

Absence in
Absence in
Absence in

USP <62>

The drug product will also be tested for Microbial Limits annually as part of the post-approval stability 

Reference ID: 3712977

(b) (4)

(b) (4)

(b) 
(4)



M E M O R A N D U M

protocol.

ADEQUATE

Reviewer Comments – The microbiological quality of the drug product is controlled via a suitable 
testing protocol. The inhalation powder hard capsule delivered via ‘Concept1’ oral inhalation device is 
currently used in marketed product Arcapta® Neohaler® in the US. 

END
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