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SUITABILITY PETITION 

This petition is submitted pursuant to 211 CF'R 10 .20 and l0e3 K as provided ior in 
21 CFR 314.93 and Section 505(j)(2)(e.) of the Federal Food, Drug and Cosmetic Act, to 
request the Commissioner of the Food and Drug Administration (FDA ) to declare that the 
drug product Omeprazole delayed-release Tablets for oral administration in a 20 mg 
strength is suitable for submission as an abbreviated new drug application (ANDA). 

A. Action Requested 

The petitioner requests that the Commissioner of the Food and Drug Administration 
declare that Orneprazole Tablets, 2~~ nig (proposed forintilatiozi}, is ~suitable for 
submission as an ANI)A. The Reference Listed Drug product (RLI)} upon which this 
petition is based is Priloseet OT(:: (Omeprazole magnesium delayed-release tablets 
equivalent to 20 mg C7rneprazole) approved under a Ne«r Drug Application (1~~DA) 
021-229. 

This petition is submitted for a change :~n the salt form of the active ingredient in a listed 
drug containing the same active moiety . The Reference Listed Drug contains Omeprazo?e 
magnesium as the active ingredient and the proposed AJr1DA contains Orneprazole as the 
active ingredient . Both the drug products contain the same active moiety. Omeprazole . 
The drug, the route of administration, and the recommendations for use are the same as 
those of the listed drug product. The proposed product would differ only In active ' 
ingredient from the marketed product, Prilosec"k OTC . 

The proposed drug product is expected to demonstrate bioequivaience to the listed 
product; data will he submitted at a later date . 
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B. Statement of Grounds 

Section 505 (b) (2) of the Federal Food, Drug, and Cosmetic Act provides for the 
submission of an application for a new drug that differs in the salt form of an active 
moiety from that of a listed drug provided the FDA has approved a petition that proposed 
the filing of such an application. 

. This petition requests a change in active ingredient for the proposed drug from 
that of the reference listed drug, Omeprazolz magnesium to Omeprazole . 

The active ingredient of the proposed formulation is of the sanie pharmacological or therapeutic class as those of the reference listed drub . 

The proposed formulation is expected to have the same therapeutic effect as the reference 
listed drug when administered to patients for each condition of use in tile reference listed 
drug's labeling for which the applicant seeks approval. 

The proposed fornzulation contains Umeprazole as active ingredient . Omeprazole is an 
active ingredient in many approved drug products. The orange book details of 
Omeprazale formulations as on Et3 .03 .24)U6 : 

- - 1 --- ---
Application ~ i 
Number Dosage form ! Strength ' Applicant ; 

019-810 Capsule, delayed 
10 mg, 20 mg, 40 mg t Astra Zeneca release pellets; oral 

Capsule delayed 
Impax labs ; 10 mg, ̀ 0 ;~1g 

075-7$5 
release ~ellet s; oral 

- Capsule, delayed A~- Several other generics 
release pellets ; ~ oral ( IO mg, 20 ~~g ~~i-- 

-~ot ~~?erc~`~al --- ̀ = 
021-636 For Suspension ; oral i 20 mg/packet, ~ Santarus 

021-706 For Suspension: oral 40 nig/packet, Santarrzs 

As the active ingredient, Oineprazole, is approved in many- formulations ., it will not raise any issues of safety or efficacy in the proposed formulatiort . 

Additional particulars of the proposed formulation and reference listed drug formulation are furnished herein : 
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