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Medicinal Product for Human Use

 

Scientific Discussion

Eyzeetan 0.3 mg/ml + 5 mg/ml eye drops, solution

Bimatoprost

Timolol Maleate

PA23142/013/001

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

This product was initially authorised under procedure number UK/H/7034/001/DC with the UK as RMS. The responsibility of 

RMS was transferred to Ireland on 19/10/2020 under procedure number IE/H/1153/001

Please note the following detail for the product in IE: 

Marketing Authorisation Number: PA23142/013/001

Marketing Authorisation Holder: Morningside Healthcare (Malta) Limited

 

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

www.hpra.ie.

 

The UK public assessment report published at the time of the initial marketing authorisation is provided herein.

 

The Medicines and Healthcare products Regulatory Agency (MHRA) granted Aspire Pharma Limited a Marketing Authorisation 

for the medicinal product Eyzeetan (PL 35533/00107) on 18 December 2017. The product is a prescription only medicine (POM),

indicated for the reduction of intraocular pressure (IOP) in adult patients with open-angle glaucoma or ocular hypertension 

who are insufficiently responsive to topical beta-blockers or prostaglandin analogues.

 

This application was submitted as abridged national application, according to Article 10(3) of directive 2001/83/EC, as 

amended, as a hybrid generic application. The applicant has cross-referred to Ganfort 0.3 mg/ml + 5mg/ml eye drops, solution 

(EU/1/06/340/001-002) as the reference medicinal product. Ganfort 0.3 mg/ml + 5 mg/ml eye drops was authorised centrally in

Europe on 19 May 2006 (Allergan Pharmaceuticals Ireland); this reference product is preserved with benzalkonium chloride. 

The reference medicinal product against which generic equivalence was demonstrated is Ganfort eye drops 0.3 mg/ml + 5 

mg/ml eye drops, solution in single-dose container (EU/1/06/340/003-005) which was authorised on 04 October 2013 via a 

variation to the marketing authorisation holder Allergan Pharmaceuticals Ireland. The cited legal basis and reference medicinal 

product is considered valid. 

 

 

Eyzeetan consists of two active substances: bimatoprost and timolol (as maleate). These two components decrease elevated 

intraocular pressure (IOP) by complementary mechanisms of action and the combined effect results in additional IOP reduction

compared to either compound administered alone.

Eyzeetan has a rapid onset of action.

 

Bimatoprost is a potent ocular hypotensive active substance. It is a synthetic prostamide, structurally related to prostaglandin 

F2α (PGF2α) that does not act through any known prostaglandin receptors.

Bimatoprost selectively mimics the effects of newly discovered biosynthesised substances called prostamides. The prostamide 

receptor, however, has not yet been structurally identified. The mechanism of action by which bimatoprost reduces intraocular 

pressure in man is by increasing aqueous humour outflow through the trabecular meshwork and enhancing uveoscleral 

outflow.

 

Timolol maleate is a beta1 and beta2 non-selective adrenergic receptor blocking agent that does not have significant intrinsic 

sympathomimetic, direct myocardial depressant, or local anaesthetic (membrane-stabilising) activity. Timolol maleate lowers 

IOP by reducing aqueous humour formation. The precise mechanism of action is not clearly established, but inhibition of the 

increased cyclic AMP synthesis caused by endogenous beta-adrenergic stimulation is probable.

 

No new non-clinical or clinical studies were conducted, which is acceptable given that this application was based on being a 

hybrid medicinal product of the reference product that has been licenced for over 10 years.

 

Comparable physicochemical parameters between the reference and proposed products were provided. As the product is a 

solution, no therapeutic equivalence study between the reference product Ganfort eye drops 0.3 mg/ml + 5 mg/ml eye drops, 

solution in single-dose container (Allergan Pharmaceuticals Ireland) and the proposed product has been conducted. The 

container closure system for the two products is different as the reference product is presented in a single-dose container 

whereas the test product is presented as multi-dose container system not requiring preservative. However, as drop volume 

values for the solutions from each container are similar, no differences in the safety or efficacy of the solutions are expected to 

result following ocular administration. 

 

http://www.hpra.ie/
http://www.hpra.ie/
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A biowaiver is considered appropriate for this application and is adequately supported by the comparative quality data 

provided. 

 

 

The MHRA has been assured that acceptable standards of Good Manufacturing Practice (GMP) are in place for this product 

type at all sites responsible for the manufacture, assembly and batch release of these products.

 

For manufacturing sites within the Community, the MHRA has accepted copies of current manufacturer authorisations issued 

by inspection services of the competent authorities as certification that acceptable standards of GMP are in place at those sites.

 

A Marketing Authorisation was granted in the UK on 18 December 2017.

II. QUALITY ASPECTS
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III. NON-CLINICAL ASPECTS

 

IV. CLINICAL ASPECTS
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V. OVERALL CONCLUSIONS
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VI. REVISION DATE

January 2024

VII. UPDATES

This section reflects the significant changes following finalisation of the initial procedure.

 

SCOPE PROCEDURE NUMBER

PRODUCT 

INFORMATION 

AFFECTED

DATE OF START OF 

PROCEDURE

DATE OF END OF 

PROCEDURE

RMS transfer
From UK/H/7034/001/DC 

to IE/H/1153/001
     

​MAH Transfer ​ ​ ​ ​29/01/2021

​MA Transfer ​

​SmPC section 7, 8, 10

Package Leaflet

 

New MA Holder: 

Morningside 

Healthcare (Malta) 

Limited

 

New PA number: 

PA23142/013/001

​N/A ​05/01/2024


