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Medicinal Product for Human Use

 

Scientific Discussion

Ondansetron 2 mg/ml Solution for Injection

Ondansetron

PA1122/004/001

The Public Assessment Report reflects the scientific conclusion reached by the Health Products Regulatory Authority (HPRA) at 

the end of the evaluation process and provides a summary of the grounds for approval of a marketing authorisation for a 

specific medicinal product for human use. It is made available by the HPRA for information to the public, after deletion of 

commercially sensitive information. The legal basis for its creation and availability is contained in Article 21 of Directive 

2001/83/EC, as amended. It is a concise document which highlights the main parts of the documentation submitted by the 

applicant and the scientific evaluation carried out by the HPRA leading to the approval of the medicinal product for marketing 

in Ireland.
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I. INTRODUCTION

INTRODUCTION

 

Based on the review of the data on quality, safety and efficacy, the HPRA has granted a marketing authorisation for 

Ondansetron 2 mg/ml Solution for Injection from Noridem Enterprises Limited, on 21.07.2008 for the treatment of the 

following;

 

Adults 

Ondansetron is indicated for the management of nausea and vomiting induced by cytotoxic chemotherapy and radiotherapy. 

Ondansetron is also indicated for the prevention and treatment of post-operative nausea and vomiting.

 

Paediatric population

Ondansetron is indicated for the management of nausea and vomiting induced by cytotoxic chemotherapy in children and 

adolescents aged from 6 months to 17 years. 

Ondansetron injection is indicated for the prevention or treatment of post-operative nausea and vomiting in children and 

adolescents aged from 1 month to 17 years.

 

This product was initially authorised under procedure number UK/H/0996/001/DC with the UK as RMS and AT, DE, ES, and IE as

CMS. The responsibility of RMS was transferred to Ireland on 30.06.2019.

 

In this repeat use procedure IE/H/0702/001/E/001 authorisation was further extended to CMS's BE, CZ, CY, DK, ES, FI, HU, IT, NL,

NO, PL, PT, RO, SE & SK. 

 

This medicine is subject to medical prescription. 

 

The active substance, ondansetron hydrochloride dihydrate, is not considered a new active substance. 

 

The Summary of Product Characteristics for (SmPC) for this medicinal product is available on the HPRA's website at 

www.hpra.ie. 

Name of the product Ondansetron 2 mg/ml Solution for Injection

Name of the active substance(s) (INN) Ondansetron hydrochloride dihydrate

Pharmacotherapeutic classification (ATC code) A04AA01

Pharmaceutical form and strength(s) 2 mg/ml Solution for Injection

Marketing Authorisation Number(s) in Ireland (PA) PA1122/004/001

Marketing Authorisation Holder Noridem Enterprises Limited

II. QUALITY ASPECTS

 

II.1.  Introduction

 

This product is a solution for injection and each ml of solution for injection contains 2 mg of ondansetron with ondansetron 

hydrochloride dihydrate, as the active ingredient.

 

 II.2  Drug substance

 

The active substance ondansetron hydrochloride dihydrate is an established active substance described in the European 

Pharmacopoeia, and is manufactured in accordance with the principles of Good Manufacturing Practice (GMP).

 

The active substance specification is considered adequate to control the quality and meets current pharmacopeial 

requirements. Batch analytical data demonstrating compliance with this specification has been provided.

 

II.3  Medicinal product

 

http://www.hpra.ie/
http://www.hpra.ie/
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P.1  Composition

 

The excipients in the medicinal product are listed in section 6.1 of the SmPC.

A visual description of the product is included in section 3 of the SmPC.

 

P.2  Pharmaceutical Development

 

The product is an established pharmaceutical form and its development is adequately described in accordance with the 

relevant European guidelines.

 

P.3  Manufacture of the Product

 

The product is manufactured in accordance with the principles of good manufacturing practice (GMP) at suitably qualified 

manufacturing sites.

 

The manufacturing process has been validated according to relevant European/ICH guidelines and the process is considered to

be sufficiently validated.

 

P.4  Control of Other Substances (Excipients/Ancillary Substances)

 

All ingredients comply with Ph. Eur. or are adequately controlled by the manufacturer's specifications.

 

P.5  Control of Finished Product

 

The finished product specification is satisfactory. The test methods have been described and validated adequately. Batch data 

have been provided that comply with the release specifications. Certificates of Analysis have been provided for any working 

standards used.

 

P.6  Packaging material

 

The approved packaging for this product is described in section 6.5 of the SmPC.

 

Evidence has been provided that the packaging complies with Ph. Eur./EU legislation for use with foodstuffs requirements.

 

P.7  Stability of the Finished Product 

 

Stability data on the finished product in the proposed packaging have been provided in accordance with EU guidelines and 

support the shelf-life and storage conditions listed in sections 6.3 and 6.4 of the SmPC.

 

II.4  Discussion on Chemical, Pharmaceutical and Biological Aspects

 

The important quality characteristics of the product are well-defined and controlled. Satisfactory chemical and pharmaceutical 

documentation have been provided, assuring consistent quality of Ondansetron 2 mg/ml Solution for Injection. 

III. NON-CLINICAL ASPECTS

III.1  Introduction

 

This active substance is a generic formulation of Zofran 8mg/4ml Solution for Injection or Infusion on the European market. No

new preclinical data have been submitted.  As such, no pre-clinical assessment has been made on the application. This is 

acceptable for this type of application. 

 

The applicant has provided an overview based on published literature. The non-clinical overview has been written by an 

appropriately qualified person and is satisfactory, providing an appropriate review of the relevant non-clinical pharmacology, 

pharmacokinetics and toxicology.

 

III.2  Pharmacology 
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Not applicable.

 

III.3  Pharmacokinetics 

 

Not applicable.

 

III.4  Toxicology 

 

Not applicable.

 

III.5  Ecotoxicity/environmental risk assessment

 

A suitable justification has been provided for non-submission of an Environmental Risk Assessment. No increase in 

environmental risk is to be expected compared to that of the reference product. Thus, the justification for not submitting an 

Environmental Risk Assessment is accepted.

 

III.6  Discussion on the non-clinical aspects

 

The granting of a Marketing Authorisation is recommended.

IV. CLINICAL ASPECTS

IV.1    Introduction

 

The application for Ondansetron 2 mg/ml Solution for Injection was submitted under Article 10(1) of Directive 2001/83/EC, as 

amended, as a generic application cross-referring to Zofran Injection 2mg/ml. 

 

In accordance with the Note for Guidance on the investigation of bioequivalence (CPMP/EWP/QWP/1401/98 Rev.1/Corr**), a 

bioequivalence study is not required if the test product is a solution containing the same active substance as the reference 

product. As this product is a solution at the time of administration, no bioequivalence studies have been submitted and none 

are required. No new data have been submitted, and none are required for applications of this type.

 

IV.2  Pharmacokinetics

 

The clinical pharmacokinetic properties of ondansetron are well-known. No new pharmacokinetic data are provided or required

for this application.

 

IV.3  Pharmacodynamics

 

The clinical pharmacodynamics properties of ondansetron are well-known. No new pharmacodynamic data were submitted 

and none are required for applications of this type.

 

IV.4  Clinical Efficacy 

 

The clinical efficacy of ondansetron is well-known. No new efficacy data are presented or are required for applications of this 

type.

 

IV.5  Clinical Safety 

 

No new safety data have been submitted with this application and none are required. No new or unexpected safety concerns 

arose from this application. Ondansetron has a well-established safety profile and an acceptable level of safety in the proposed

indications.

 

The Marketing Authorisation Holder (MAH) has submitted a RMP, in accordance with the requirements of Directive 2001/83/EC

as amended, describing the pharmacovigilance activities and interventions designed to identify, characterise, prevent or 

minimise risks relating to Ondansetron 2 mg/ml Solution for Injection. 

 

Periodic Safety Update Report (PSUR)
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With regard to PSUR submission, the MAH should take the following into account:

 PSURs shall be submitted in accordance with the requirements set out in the list of Union reference dates (EURD 

list) provided for under Article 107c(7) of Directive 2001/83/EC and published on the European medicine's 

web-portal. Marketing authorisation holders shall continuously check the European medicines web-portal for the 

DLP and frequency of submission of the next PSUR. 

 For medicinal products authorized under the legal basis of Article 10(1) or Article 10a of Directive 2001/83/EC, no 

routine PSURs need to be submitted, unless otherwise specified in the EURD list.

 In case the active substance will be removed in the future from the EURD list because the MAs have been 

withdrawn in all but one MS, the MAH shall contact that MS and propose DLP and frequency for further PSUR 

submissions together with a justification.

 

IV.6    Discussion on the clinical aspects

 

The granting of a Marketing Authorisation is recommended.

V. OVERALL CONCLUSIONS

The quality of the product is acceptable, and no new non-clinical or clinical concerns have been identified. Extensive clinical 

experience with ondansetron hydrochloride dihydrate is considered to have demonstrated the therapeutic value of the 

compound. The benefit risk assessment is, therefore, considered to be positive. 

VI. REVISION DATE

16.05.2025


