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Product Quality Microbiology Review

1/09/2014

NDA: 205777

Drug Product Name
Proprietary: Targiniq™ Tablets, controlled-release
Non-proprietary: Oxycodone hydrochloride / Naloxone hydrochloride

Review Number: 1

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer

9/22/2013
12/09/2013
12/24/2013

9/23/2013
12/09/2013
12/24/2013

9/25/2013
N/A
N/A

9/26/2013
N/A
N/A

Submission History (for 2nd Reviews or higher)
None

Applicant/Sponsor
Name: Purdue Pharma L.P.
Address: One Stamford Forum

           201 Tresser Blvd
           Stamford, CT 06901

Representative: Edward Liao, Director, US Regulatory Affairs
Telephone: 203 588-7558

Name of Reviewer: Steven P. Donald, M.S.

Conclusion: Recommended for Approval

Reference ID: 3435722



NDA 205777 Microbiology Review #1

Page 2 of 11

Product Quality Microbiology Data Sheet

A. 1. TYPE OF SUBMISSION: Original NDA

2. SUBMISSION PROVIDES FOR: The manufacture and marketing of an 
oral drug product. 

3. MANUFACTURING SITE:  
Purdue Pharmaceuticals L.P.
4701 Purdue Drive
Wilson, North Carolina 27893 USA

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 
STRENGTH/POTENCY: Tablets; Oral; 10/5, 20/10 and 40/20 mg

5. METHOD(S) OF STERILIZATION: N/A

6. PHARMACOLOGICAL CATEGORY: Analgesic

B. SUPPORTING/RELATED DOCUMENTS: None

C. REMARKS: Information requests were made on 11/26/2013 and 12/12/2013; 
and corresponding responses were received on 12/9/2013 and 12/24/2013. 

filename: N205777r1.doc

Reference ID: 3435722
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PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST

NDA Number: 205777 Applicant: Purdue Pharma L.P.

One Stamford Forum

200 Tresser Blvd

Stamford CT 06901

Letter Date: 9/22/2013

Drug Name: Oxycodone 
hydrochloride / Naloxone 
hydrochloride

NDA Type: 505 (b)(2) Stamp Date: 9/23/2013

The following are necessary to initiate a review of the NDA application:

Content Parameter Yes No Comments

1 Is the product quality microbiology information described 
in the NDA and organized in a manner to allow substantive 
review to begin? Is it legible, indexed, and/or paginated 
adequately?

X Most of the 
microbiology 
information is in 
Section P.2

2 Has the applicant submitted an overall description of the 
manufacturing processes and microbiological controls used 
in the manufacture of the drug product?

X Flow diagrams and 
notes in P.3.3; 
controls listed do 
not include those for 
product quality 
microbiology.

3 Has the applicant submitted protocols and results of 
validation studies concerning microbiological control 
processes used in the manufacture of the drug product?

X USP <61> and <62> 
are referenced in 
Section P.2

4 Are any study reports or published articles in a foreign 
language?  If yes, has the translated version been included 
in the submission for review?

X

5 Has the applicant submitted preservative effectiveness 
studies (if applicable) and container-closure integrity 
studies?

N/A

6 Has the applicant submitted microbiological specifications 
for the drug product and a description of the test methods?

X However, microbial 
limits release testing
is not included.

7 Has the applicant submitted the results of analytical method 
verification studies?

X However, there are 
none for 
microbiology

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions?

Unknown

9 If sterile, are extended post-constitution and/or post-
dilution hold times in the draft labeling supported by 
microbiological data?

Non-sterile

Reference ID: 3397935
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