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DMEPA expressed concern about the prominence of the fill line on the dosing cup (the 
same cup is supplied in approved NDA 22-372).  The applicant has proposed a different 
cup with the fill line emphasized in red and with a slightly different shape.  The materials 
of construction  are unchanged and meet the 
requirements for materials in contact with food (21 CFR 177.1520).  The volume will 
remain the same (16 oz).  On January 14, 2013, the applicant submitted revised 
specifications and a drawing of the new cup.  From the CMC perspective, the newly 
proposed cup is acceptable. 
 

3) Revision of the specification for Polyethylene Glycol (PEG) 3350 drug substance 
including the analytical method for the determination of  and 

 
 

A revised drug substance specification sheet for PEG 3350 was submitted on January 4, 
2013.  The pharmacology/toxicology review team has found the revised limits for  
to be acceptable.  The information is reproduced below. 

 
Test Method Specification Result 
Description Visual Fine, free flowing or waxy white/off white 

powder or granules 
 

Completeness and 
Color  
of Solution 

Current NF Clear to slightly hazy, colorless solution Manufacturer’s
 COA 

Viscosity at 98.9 ºC SOP0431 76-110 cSt Manufacturer’s 
COA 

Average Molecular 
Weight 

SOP 0185 3015-3685  

pH at 25 ºC Current NF 4.5-7.5 Manufacturer’s 
COA 
Manufacturer’s 
COA 
Manufacturer’s 
COA 
Manufacturer’s 
COA 
Manufacturer’s 
COA 
 

** 

Identification SOP 0110 Infrared Absorption: the IR absorption 
spectrum of the preparation sample exhibits 
maxima at the same wavelengths as that of the 
standard. 

 

Assay SOP 0110 Minimum 95% Manufacturer’s 
COA 

* Specification of Total Combined NMT  for Limit of  
only  applies to Suclear Product 
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** To be performed only if Limit of  and  test results exceeds  
 

 
Note: USP <467> Residual Solvents specifically states that it does not apply to  

 or other residual solvents with  
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Attachment 2: Final Labeling/Labels 
 

Item 11. Description 
 

Suclear (sodium sulfate, potassium sulfate and magnesium sulfate; and PEG-3350, 
sodium chloride, sodium bicarbonate and potassium chloride) is an osmotic laxative that 
includes one 6-oz bottle of oral solution and one 2-L bottle of powder for oral solution. 
 

Component Molecular Formula Molecular Weight 
Sodium Sulfate Na2SO4 142.04 
Potassium Sulfate K2SO4 174.26 
Magnesium Sulfate MgSO4 120.37 
Polyethylene Glycol 3350 
(PEG-3350) 

 

3350 

Sodium Chloride NaCl 58.44 
Sodium Bicarbonate NaHCO3 84.01 
Potassium Chloride KCl 74.55 

 
The 6-oz bottle of oral solution contains 17.5 g of sodium sulfate, 3.13 g of potassium 
sulfate, and 1.6 g of magnesium sulfate.  Inactive ingredients include sodium benzoate, 
NF, sucralose, malic acid, FCC, citric acid, USP, flavoring ingredients and purified water, 
USP.  The solution is a clear to slightly hazy liquid.  The solution is clear and colorless 
when diluted to a final volume of 16-oz with water.  Each kit also contains a 16-oz 
mixing container. 
 
The 2-L bottle contains a white powder for oral solution containing 210 g of PEG 3350, 
NF, 5.6 g of sodium chloride, USP, 2.86 g of sodium bicarbonate, USP and 0.74 g of 
potassium chloride, USP.  Inactive ingredients include 1 g of an optional flavor 
ingredient.  Flavor packs are available in Cherry, Lemon-Lime, Orange and Pineapple.  
The preparation can be used with or without the addition of a flavor pack.  When 
dissolved in water to a volume of 2 L, the solution is isosmotic, clear and colorless.  
 

Item 16. How Supplied/Storage and Handling 
 

Each Suclear kit contains: 
 
• One 6-oz (177-mL) bottle of oral solution 
• One 16-oz mixing container  
• One 2-L bottle with powder for oral solution 
• Four flavor packs (1 gram each Cherry, Lemon-Lime, Orange and Pineapple flavors) 
 
Storage:  
Store at 20º to 25°C (68º to 77°F).  Excursions permitted between 15º to 30°C (59º to 
86°F).  See USP controlled room temperature. 
 
Suclear  NDC 52268-901-01 
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2 Page(s) of Draft Labeling have been Withheld in Full as b4 
(CCI/TS) immediately following this page
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Initial Quality Assessment 
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Division of New Drug Quality Assessment II 

 

 
OND Division: Division of Gastroenterology and Inborn Error Products 

NDA: 203-595 
Applicant: Braintree 

Stamp Date: 12/19/2011 
Review Date: 2/16/2012 

PDUFA Date: 10/19/2012 
Filing Meeting: 2/2/2012 

Proposed Trademark:  
Established Name: sodium sulfate, potassium sulfate, magnesium sulfate, 

PEG-3350 and  for oral soln    
Dosage Form: Liquid solution/powder for reconstitution  

Route of Administration: Oral 
Indication: Colon cleansing prior to colonoscopy 

 

CMC LEAD: Marie Kowblansky, PhD 
 

  YES         NO 
ONDQA Fileability:       

Comments for 74-Day Letter                    

A. Summary 
 

 is intended for bowel cleansing prior to colonoscopy. It is supplied as a kit consisting of 
two components (plus optional flavoring) that are to be taken sequentially either two hours apart, 
or over a two day period:  
 

• 6 oz bottle of liquid concentrate containing sodium sulfate, potassium sulfate, 
and magnesium sulfate, which requires dilution with water before consuming  

• 2 L bottle containing polyethylene glycol (PEG), sodium bicarbonate, sodium 
chloride, potassium chloride as a powder for reconstitution with 2 liters of 
water.   

• One gram flavor packs for optional use with the reconstituted PEG solution.   
 

This product, which was developed under IND 102,894 is being filed as a 505 (b)(1) application. 
The sulfates solution is the same composition as the sulfates solution that was recently approved 
for Suprep Bowel Prep Kit (NDA 22-372, approved in 2010). The PEG solution is one of the 
solutions approved for the HalfLytely® and Bisacodyl Tablet Bowel Prep Kit (NDA 21-551 
approved in 2004).  Both components are identical in composition to their respective approved 
products and are the same as used in pivotal clinical studies. The compositions of the two 
components of this product are given below (s reproduced from submission). 
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7. 

Are drug substance 
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) 

√   

8. 

Are drug product 
manufacturing 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) 

√   
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