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Memorandum DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

Date: October 25, 2017
From: Hamid Shafiei, Ph.D. 

Drug Product Reviewer, Branch V
Division of New Drug Products II
Office of New Drug Products

Through: Moo-Jhong Rhee, Ph.D.
Chief, Branch V
Division of New Drug Products II
Office of New Drug Products

To: CMC Label/Labeling Review #1 of NDA 209589 

Subject: Review of the Resubmitted Immediate Container and Carton Labels

During the Review # 1 of the label/labeling of NDA 209589 for Clenpiq (sodium 
picosulfate, magnesium oxide, anhydrous citric acid Oral Solution, 10mg/3.5g/12g, the 
following deficiencies were noted:

1) Immediate container label: 
• The font size of the established name should be at least 50% of the 

tradename and also it should be as prominent as the tradename.

• Add lot number and expiration date

• Add bar code.

2) Carton label:
• The font size of the established name should be at least 50% of the 

tradename and also it should be as prominent as the tradename.

• Add lot number and expiration date to the carton label.

In an amendment dated October 25, 2017, the applicant has resubmitted revised 
immediate container and carton labels. The labels are presented in Figures 1 and 2. 
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Figure 1: Immediate Container (Bottle) Label
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Review Comments and Evaluation

Lot number, expiration date, and bar code have been added to the immediate container 
label. The font size and prominence of established name vs trade name have been 
appropriately addressed.

Lot number and expiration date have been added to the carton label. The font size and 
prominence of the established name vs trade name have been appropriately addressed.

Recommendation:

The resubmitted immediate container (bottle) and carton labels are deemed satisfactory 
from the ONDP perspective. All label/labeling deficiencies have been adequately 
addressed. This application is now recommended for approval from the label/labeling 
standpoint.

Hamid R. Shafiei, Ph.D.
Drug Product Reviewer 
Branch V, Division II, ONDP

Moo-Jhong Rhee, Ph.D.
Chief, Branch V, Division II, ONDP
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