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Pregabalin Extended Release Tablets

R Regional Information

Environmental Analysis 

Reviewer’s Assessment: The Sponsor, Pfizer Global Research and Development claims categorical 
exemption from an environmental assessment of the basis of 21 CFR 25.31 (a) and (2).  

Methods Verification Package 

Reviewer’s Assessment: N/A

Comparability Protocols

Reviewer’s Assessment: N/A

Post-Approval Commitments 

Reviewer’s Assessment: N/A

Lifecycle Management Considerations

Reviewer’s Assessment: N/A

Primary Drug Product Reviewer Name and Date: Christopher J. Hough, Ph.D., 14-Aug.-2017.

Secondary Reviewer Name and Date (and Secondary Summary, as needed):
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Pregabalin Extended Release Tablets

CHAPTER IV: Labeling
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Pregabalin Extended Release Tablets

LABELING

R Regional Information

1.14 Labeling

Immediate Container Label- Sample: 1:1 size
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Pregabalin Extended Release Tablets

List of Deficiencies:

The Physician’s Insert should have a clear description of the tablet in the Description section (section 11). The 
following sentences is suggested: LYRICA CR extended release tablets are almond-shape film-coated tablets 
colored light-blue, beige, or rose depending on their strength and debossed with “Pfizer” on one side and “PGN” 
with its strength on the other.

Primary Labeling Reviewer Name and Date: Christopher Hough, Ph.D.

Secondary Reviewer Name and Date (and Secondary Summary, as needed):
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Christopher
Hough

Digitally signed by Christopher Hough

Date: 9/13/2017 05:23:37PM

GUID: 508da7220002a180df90e5ffe899ce1f

Julia
Pinto

Digitally signed by Julia Pinto

Date: 9/13/2017 05:13:41PM

GUID: 5050dbcb00001294a888a4bdc20a3a58
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