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���0!â:81"2:8'#$;%%#<O#OJ;'�UU���
�J';%K̂#N';O9$K̀9@?:KHQ#'8Q#$K:I#W
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NDA 208945 

 Addendum #1 to OPQ Review # 1  

Date: June 7, 2017 

Re: Final OPQ Recommendation for NDA 208945  (ozenoxacin) Cream] 

----------------------------------------------------------------------------------------------------------------------------  
 
Summary: 
 
This NDA was recommended for Complete Response from the Product Quality perspective due to 
significant cGMP deficiencies identified at the drug substance manufacturing site and the overall 
recommendation of “Withhold” for manufacturing facilities entered in Panorama on March 3, 2017 (refer 
to the OPQ Review # 1 dated March 9, 2017 in Panorama).  Also, there were several pending issues 
related to the equipment compatibility and holding times proposed in the drug product manufacturing 
process. In addition, insufficient information had been provided from the product quality microbiology 
perspective; specifically, validation data for the proposed Burkholderia cepacia complex (BCC) assay 
were not provided. However, these issues were addressed via subsequent NDA amendments, which 
provided additional information regarding the equipment compatibility and holding times in the 
manufacturing process, and validation protocol and data for the BCC assay (Quality Amendments dated 
March 27 and May 3, 2017, respectively). This information has been found to be adequate by the Process 
and Product Quality Microbiology Reviewers, respectively; therefore, these issues are considered to be 
now resolved (refer to the updated Process and Microbiology Reviews, Attachment I and II, respectively). 
In addition, the labeling revisions have been incorporated in the CMC sections of the package insert and 
the container, and carton labels, which are now considered acceptable from the CMC perspective (refer to 
Attachments IIIa and IIIb). However, due to the on-going unresolved issues at the drug substance facility 
and the Overall Recommendation for manufacturing facilities of “Withhold” in Panorama, this NDA 
continues to be recommended for Complete Response from the Product Quality perspective.  
 
 
Recommendation: 
 
NDA 208945 is recommended for Complete Response from the Product Quality perspective. 
 
The following comment should be included in the Complete Response letter: 

During a recent inspection of the  manufacturing facility for this ANDA, 
our field investigator observed objectionable conditions at the facility and conveyed that information to 
the representative of the facility at the close of the inspection. Satisfactory resolution of the observations 
is required before this application may be approved. 
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