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Attachment:  

Immediate bottle labels for 6 mg and 9 mg in 30, 100 and 500 capsules are provided in the 
amendment. Information on the labels of 6 mg and 9 mg capsules is the same except differences 
in the dose strengths.  The labels for the 6 mg capsules are shown below. 
 

(b) (4)

1 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page
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QUALITY ASSESSMENT
 

controlled to conform to the requirements (specification) to produce Budesonide 
extended-release capsules, 6 mg and 9 mg. 

 
Drug Product: 
Budesonide capsules are supplied as hard gelatin imprinted extended-release capsules. 
Each capsule contains 6 mg and 9 mg budesonide. The drug product includes a 

The budesonide pallets are encapsulated in hard 
gelatin capsules.  

 
The drug product is manufactured by Sun Pharmaceutical Industries Ltd., India. The 
manufacturing process consists of the following key manufacturing steps:  

The process selection, in-process controls, drug product release 
tests and executed batch records were satisfactory. The drug product manufacturing 
process and microbiology sections were reviewed and deemed acceptable. (See 
Process review) 
 
The overall control strategy for the drug product’s identity, strength, purity and quality 
deemed adequate based on raw material controls, drug product specification including 
description, identity, assay, impurities, dissolution, content uniformity, microbial limits, 
elemental impurities etc. The applicant developed and used non-compendial, validated 
in-house analytical methods. The  was controlled per ICH Q3B.  
 
The dissolution method development, dissolution data, dissolution acceptance criteria, 
biowaiver for the lower strength (i.e. 6 mg) and in vitro alcohol induced dose dumping 
were reviewed. The applicant has provided sufficient data to support the biowaiver of 
the lower strength (i.e. 6 mg) so the biowaiver for 6 mg strength is granted. The in vitro 
alcohol induce dose dumping study shows that alcohol can induce dose dumping of the 
proposed drug products.  
 
Based on the long-term and accelerated stability data of the drug product assuring the 
identity, strength, purity and quality, a 24-month of expiration dating period when 
stored at 25ºC in the proposed container closure system is granted. (See the Drug 
Product review)  

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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11 DESCRIPTIO~ 

Budesonide, the active ingredient in is a synthetic conicosteroid. Budesonide is 
designated chemically as (RS)-1 1 ~- l 6a. 17 .2 l -tetrahydroxypregna-1.4-diene-3 .20-dione cyclic 16, 17-acetal 
with butyraldehyde. Budesonide is provided as a mixtme of two epimers (22R and 22S). The molecular 
fonnula ofbudesonide is C2sH340 6 and its molecular weight is 430.5. Its strucmral fonnula is: 

Ep/OICI 22R or DUOt$O• ae 

0 

Ep1mtr 22S of oud~.son·d~ 

0 

Budesonide is a white to off-white powder that is practically insoluble in water and heprane. sparingly soluble 
in ethanol, and freely soluble in chlorofonn. Its partition coefficient between ocranol and warer at pH 5 is 1.6 
x 103 ionic strength 0.01. 

Each for oral administration contains 6 mg and 9 mg of budesonide. USP (micronized) with the 
following inactive ingredients: acetyl tributyl citrate, com starch. ethykellulose aqueous dispersion, 
methac1ylic acid and ethyl ac1y late copolymer dispersion, polysorbate 80. simethicone emulsion, sucrose, 
talc, and tiiethyl citi·are. 

Capsule shell contains gelatin. iron oxide black (for 6 mg), iron oxide red. iron oxide yellow. sodium lamyl 
sulphate and titanium dioxide. 

The imprinting ink contains black iron oxide. potassium hydroxide and shellac. 
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