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Disclaimer

Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 205383 are owned by Interpharma Praha, LLC, or are 
data for which Interpharma Praha, LLC has obtained a written right of reference.  Any 
information or data necessary for approval of NDA 205383 that Interpharma Praha, LLC
does not own or have a written right to reference constitutes one of the following: (1) 
published literature, or (2) a prior FDA finding of safety or effectiveness for a listed drug, 
as reflected in the drug’s approved labeling.  Any data or information described or 
referenced below from reviews or publicly available summaries of a previously approved 
application is for descriptive purposes only and is not relied upon for approval of NDA 
205383.
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1 Executive Summary

1.1 Introduction

The subject of this NDA review is OralTag® (Iohexol)  Oral Solution, 
indicated as an opacification agent for computed tomography (CT) of the abdomen 
and pelvis in adults and children.  The Applicant and Patent Holder is Interpharma 
Praha, LLC, Modrany, Czech Republic.  The US Agent for the Applicant is Otsuka 
Novel Products, Princeton, NJ.   The NDA is regulated under Section 505(b)(2) of 
Part 21 of the US Code of Regulations.  

The Applicant has relied upon the Agency’s previous finding of safety and efficacy of 
the Listed Drug (LD), Omnipaque™ (Iohexol Solution for Injection), NDA 18956, 
which is held by GE Healthcare and was approved in 1985 for use in adults. An
indication for Omnipaque™ in children was approved by FDA in 1988.  The Applicant 
also provided a summary of nonclinical information on Iohexol, which was derived 
from biomedical literature reports available from the public domain. 

OralTag® is a nonionic, water-soluble radiographic contrast agent, for oral 
ingestiononly. The LD has a much broader set of indications: oral/body cavity use, 
intravascular use, and intrathecal use as a radiographic contrast agent in adults and 
children.  

1.2 Brief Discussion of Nonclinical Findings

No new reports.

1.3 Recommendations

1.3.1 Approvability

The Pharmacology/Toxicology recommendation for NDA 205383, OralTag® (Iohexol) 
 Solution, is Approve, based on FDA’s previous finding of safety and efficacy 

for Omnipaque™ (Iohexol Solution for Injection; NDA 18956).

1.3.2 Additional Non Clinical Recommendations

None.

1.3.3 Labeling

The OralTag® Product Insert (PI) will be identical to the Omnipaque™ PI for the oral 
route of administration, except for the instructions regarding dissolution in an approved 
beverage in the manufacturer’s bottle.  The PI for OralTag® will be reviewed in a 
separate document. 
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2 Drug Information

2.1 Drug

Iohexol  Oral Solution, Trade name “OralTag”, when prepared as directed in 
the Package Insert (PI), is a non-ionic iodinated contrast agent (ICM).  

CAS Registry Number:

Generic Name:  Iohexol

Chemical Names:
IUPAC: 5-[acetyl(2,3-dihydroxypropyl)amino]-N,N'-bis(2,3-dihydroxypropyl)-2,4,6-
triiodobenzene-1,3-dicarboxamide

USP:  1,3-Benzenedicarboxamide, 5-[acetyl(2,3-dihydroxypropyl)amino]-
N,N´-bis(2,3-dihydroxypropyl)-2,4,6-triiodo

Molecular Formula/Molecular Weight: C19H26I3N3O9/ 821.14
Structure:

Established Pharmacologic Class:  Radiographic Contrast Agent

Iohexol drug substance will be manufactured, tested and packaged by Interpharma 
Praha, as described in DMF 026641.  The specifications for iohexol drug substance are 
based on the USP monograph for Iohexol.

2.2 Relevant INDs, NDAs, and DMFs

NDA 18956: Omnipaque™ 180, 240, 300 mg I/mL Solution for Injection, Oral, or Rectal 
Administration (GE Healthcare)

IND 114359 Iohexol Powder (Interpharma Praha; Otsuka, US Agent)

DMF 026641 Iohexol Drug Substance for Oral Products
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5 Pharmacokinetics/ADME/Toxicokinetics

No new information.

6 General Toxicology

No new information.

7 Genetic Toxicology

No new information.

8 Carcinogenicity

No new information.

9 Reproductive and Developmental Toxicology

No new information.

10 Special Toxicology Studies

None.

11 Integrated Summary and Safety Evaluation

No new information on Iohexol, the active ingredient in OralTag®, was submitted in the 
NDA.  The sponsor of the OralTag® 505(b)(2) NDA has relied on FDA’s previous finding 
of safety and efficacy of the Listed Drug, Omnipaque™ (NDA 18956). The 
Pharmacology and Toxicology recommendation for NDA 205383 is Approve.
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