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Manufacturing Facilities Chart (generated from 602A DARRTS report and OMPQ macro):

NDA: 206323  Codeine Phosphate and Chlorpheniramine Maleate Extended Release Tablets, 40 mg / 8 mg
Sponsor: SPRIASO LLC

Indication:

Temporary 
relief of 

 
 

 
 

 

PDUFA: 6/22/2015 under STANDARD Review
Responsible Organization: CDER/ODEII/DPARP
EERS Submitted By:
Chart Generated On: 9/26/2014

Overall OC Recomendation:  entered into EES on 
Reevaluation date:

Establishment Name EER Creation 
Date FEI Num District 

Short
Country 

Code Responsibilities Profile 
Code

Firm Profiles - 
Current Status

Inspection History, 
Dates, Classifications Comment

NEXGEN PHARMA, INC. 9/17/2014 1717927 DEN USA

Drug Product 
Manufacturing, 

Packaging, Analytical 
Tes ing-Release and 

Stability

TTR

http://intranetapps.f
da.gov/scripts/mpq
a/profile.cfm?FEI=

1717927

Never been inspected for 
TTR

Reference ID: 3675820

(b) (4)

(b) (4)
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For each EER, indicate PAI recommendation on the Manufacturing Facilities Chart above (e.g., PS, GMP, 10 Day, AC based on file 
review).  This is the recommendation that will be entered into EES. For PAI, include the reason for the PAI (i.e. PAI Trigger) in 
the comment section of the facilities chart.

Reference ID: 3675820
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specification does not include any parameters related to 
microbial testing. The microbiology team has been 
notified (26-AUG-2014) of the application and will 
determine if any microbiology review is needed.

CDRH X N/A
Other X N/A

c. Other Applications or Submissions to note (if any): 

DOCUMENT 
NAME DATE APPLICATION

NUMBER DESCRIPTION

IND Submitted 14-
OCT-2009, 
currently active

106992 LPCN 1084 (codeine phosphate 
40 mg/chlorpheniramine maleate 
8 mg combination extended 
release tablet)

Reference ID: 3621460
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2

Are drug product 
manufacturing sites 
identified on FDA Form 
356h or associated 
continuation sheet.  For 
each site, does the 
application list:
! Name of facility,
! Full address of facility 

including street, city, state, 
country 

! FEI number for facility (if 
previously registered with 
FDA)

! Full name and title, 
telephone, fax number and 
email for on-site contact 
person.

! Is the manufacturing 
responsibility and function 
identified for each facility?, 
and

! DMF number (if applicable)

X

2

Are additional 
manufacturing, packaging 
and control/testing 
laboratory sites are 
identified on FDA Form 
356h or associated 
continuation sheet. For each 
site, does the application 
list:
! Name of facility,
! Full address of facility 

including street, city, state,
country 

! FEI number for facility (if 
previously registered with 
FDA)

! Full name and title, 
telephone, fax number and 
email for on-site contact 
person.

! Is the manufacturing 
responsibility and function 
identified for each facility?, 
and

! DMF number (if applicable)

X
 is an analytical testing firm 

used by the applicant for raw material 
and packaging component testing.

Reference ID: 3621460

(b) (4)
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54.

If the NDA is not fileable 
from the product quality 
perspective, state the 
reasons and provide filing
comments to be sent to the 
Applicant.

X

55. Are there any potential 
review issues identified? X

56.
Are there any comments to 
be sent to the Applicant as 
part of the 74-Day letter?

X

57.
Are there any internal 
comments to other 
disciplines:

X

REVIEW AND APPROVAL
This document will be signed in DARRTS by the following:

Craig M. Bertha, PhD, Acting CMC Lead
Kareen Riviere, PhD, Biopharmaceutics Reviewer
Tapash Ghosh, PhD., Biopharmaceutics Team Leader
Julia Pinto, PhD, Acting Branch Chief

{See appended electronic signature page}
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