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Robexera 6 mg Chewable Tablets for Cats

KRKA, d.d., Novo mesto

Application for National Procedure
Publicly Available Assessment Report

MODULE 1

PRODUCT SUMMARY

Name, strength and
pharmaceutical form

Robexera 6 mg Chewable Tablets for Cats,
Chewable tablet

Applicant

KRKA, d.d., Novo mesto, Smarjeska cesta 6,
8501 Novo mesto, 8501, Slovenia

Active substance

Robenacoxib

ATC Vetcode

QMO1AH91

Target species

Cats

Indication for use

For the treatment of pain and inflammation
associated with acute or chronic
musculoskeletal disorders in cats.

For the reduction of moderate pain and
inflammation associated with orthopaedic
surgery in cats.
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IMODULE 2

The Summary of Product Characteristics (SPC) for this product is available on the
Product Information Database of the Veterinary Medicines Directorate.

(www.gov.uk/check-animal-medicine-licensed)

3/9


https://www.gov.uk/check-animal-medicine-licensed

Robexera 6 mg Chewable Tablets for Cats
KRKA, d.d., Novo mesto Application for National Procedure
Publicly Available Assessment Report

MODULE 3

PUBLIC ASSESSMENT REPORT

Legal basis of original Generic application in accordance with Article 8

application of Veterinary Medicine Regulations (VMRs)
2013 (Schedule 1, Para 10) as amended.

Date of conclusion of the 17/12/2025

procedure

I. SCIENTIFIC OVERVIEW

The product was submitted for a generic application for authorisation in Great
Britain (GB), in accordance with Article 8 of Veterinary Medicine Regulations
(VMRs) 2013 (Schedule 1, Para 10) as amended. The reference product is Onsior
6 mg tablets for cats authorised in GB since December 2008 and marketed by
Elanco GmbH. The applicant claimed bioequivalence to the reference product,
which was accepted.

Robexera Chewable Tablets for Cats each contain 6mg robenacoxib. The
product is indicated for the treatment of pain and inflammation associated with
acute or chronic musculoskeletal disorders and for the reduction of moderate
pain and inflammation associated with orthopaedic surgery in cats.

The recommended dose of robenacoxib is 1 mg/kg body weight with a range 1-
2.4 mg/kg.

The distribution category in GB is POM-V, the same as the reference product.

The product is produced and controlled using validated methods and tests which
ensure the consistency of the product released on the market. It has been shown
that the product can be safely used in the target species, any reactions observed
are indicated in the SPC". The product is safe for the user and for the environment,
when used as recommended. Suitable warnings and precautions are indicated in
the SPC. The efficacy? of the product was demonstrated according to the claims
made in the SPC. The overall benefit/risk analysis is in favour of granting a
marketing authorisation.

1 SPC — Summary of Product Characteristics.
2 Efficacy — The production of a desired or intended result.
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Il QUALITATIVE AND QUANTITATIVE PARTICULARS OF THE
CONSTITUENTS

IILA. Composition

The product contains robenacoxib and the excipients microcrystalline cellulose,
povidone, crospovidone, yeast powder, meat flavour, colloidal anhydrous silica
and magnesium stearate.

The container/closure system consists of OPA/AI/PVC/Aluminium blisters
containing 6 or 10 tablets in a cardboard box, with pack sizes of 6, 10, 30 and 60
tablets. The particulars of the containers and controls performed are provided and
conform to the regulation.

The choice of the formulation is justified.

The product is an established pharmaceutical form, and its development is
adequately described in accordance with the relevant regulatory guidelines.

I.B. Description of the Manufacturing Method

The product is manufactured fully in accordance with the principles of good
manufacturing practice from a licensed manufacturing site.

Process validation data on the product have been presented in accordance with
the relevant regulatory guidelines.

I.C. Control of Starting Materials

The active substance is robenacoxib an established active substance, supported
by an Active Substance Master File (ASMF). The active substance is
manufactured in accordance with the principles of good manufacturing practice.
The active substance specification is considered adequate to control the quality
of the material. Batch analytical data demonstrating compliance with this
specification have been provided.

Acceptable information regarding the excipients and packaging materials was
provided, including certificates of analysis and technical drawings.

1l.C.4. Substances of Biological Origin

There are no substances within the scope of the TSE Guideline present or used
in the manufacture of this product.

I.D. Control Tests Carried Out at Intermediate Stages of the Manufacturing
Process

Not applicable.
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Il.LE. Control Tests on the Finished Product

The finished product specification controls the relevant parameters for the
pharmaceutical form. The tests in the specification, and their limits, have been
justified and are considered appropriate to adequately control the quality of the
product. Satisfactory validation data for the analytical methods have been
provided. Batch analytical data from the proposed production site have been
provided demonstrating compliance with the specification. Control tests on the
finished product are those appropriate for the pharmaceutical form.

IL.F. Stability

Stability data on the active substance have been provided in accordance with
applicable regulatory guidelines, demonstrating the stability of the active
substance when stored under the approved conditions.

Stability data on the finished product have been provided in accordance with
applicable regulatory guidelines, demonstrating the stability of the product
throughout its shelf life when stored under the approved conditions.

G. Other Information

The shelf life of the product as packaged for sale is 2 years. The product should
not be stored above 30 °C and should be stored in the original package in order
to protect from moisture.

M. SAFETY AND RESIDUES DOCUMENTATION (PHARMACO-
TOXICOLOGICAL)

lll.LA Safety Documentation
Pharmacological Studies

Due to the application type, no pharmacological or toxicological data have been
submitted which is acceptable.

Robenacoxib is a non-steroidal anti-inflammatory drug (NSAID) of the coxib class.
It is a potent and selective inhibitor of the cyclooxygenase 2 enzyme (COX-2).
COX-2 is an inducible form of the enzyme which is responsible for the production
of mediators including PGE2 which induce pain, inflammation or fever.

Robenacoxib has a relatively small volume of distribution and is highly bound to
plasma proteins. In cats it is extensively metabolised by the liver and rapidly
cleared from blood, excreted predominantly via the biliary route (~70%) rather
than via the kidneys (~30%).

The applicant conducted a GLP compliant, in vivo bioequivalence study to

determine plasma concentrations in cats following oral administration with the
product and the reference product. The study involved 36 healthy adult domestic
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shorthair cats of both sexes. Based on the results, it was accepted that
bioequivalence between the candidate and reference products was demonstrated
and therefore the products can be considered equivalent.

User Safety

A user risk assessment was provided in compliance with the relevant guideline
which shows that when used as recommended, the product is not anticipated to
pose an unacceptable risk to users.

Warnings and precautions as listed on the product literature are adequate to
ensure safety to users of the product. Therefore, the following applicant’s user
recommendations are appropriate:

e In pregnant women, particularly near-term pregnant women, prolonged
dermal exposure increases the risk for premature closure of the ductus
arteriosus in the foetus. Pregnant women should take special care to avoid
accidental exposure.

e In small children, accidental ingestion increases the risk for NSAID
adverse effects. Care should be taken to avoid accidental ingestion by
children. In order to prevent children from accessing the product, do not
remove tablets from the blister until ready to administer to the animal.
Tablets should be administered and stored (in the original packaging) out
of sight and reach of children. In case of accidental ingestion, seek
medical advice immediately and show the package leaflet or the label to
the physician.

¢ Wash hands after use of the veterinary medicinal product.

Environmental Safety

Given that the reference product cited in this application was granted a marketing
authorisation in GB on 16/12/2008, in accordance with the relevant guidance, the
absence of an Environmental Risk Assessment (ERA) for this application
concerning a generic product is accepted. Appropriate disposal advice is included
in the SPC and QRD, and when used as recommended, the product is not
expected to pose an unacceptable environmental risk.

V. CLINICAL DOCUMENTATION
Due to the legal base of the application and as bioequivalence with the reference
product was demonstrated, no new pharmacodynamic, tolerance and/or clinical

data was required.

The indications, dosing regimens, and pharmacology for the product are
equivalent to those of the reference product.

7/9



Robexera 6 mg Chewable Tablets for Cats
KRKA, d.d., Novo mesto Application for National Procedure
Publicly Available Assessment Report

V OVERALL CONCLUSION AND BENEFIT- RISK ASSESSMENT

The data submitted in the dossier demonstrate that when the product is used in
accordance with the Summary of Product Characteristics the benefit/risk profile of
the product is favourable.
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MODULE 4

POST- AUTHORISATION ASSESSMENTS

The SPC and package leaflet may be updated to include new information on the
quality, safety and efficacy of the veterinary medicinal product. The current SPC
is available on the Product Information Database of the Veterinary Medicines
Directorate website.

(www.gov.uk/check-animal-medicine-licensed)

The post-authorisation assessment (PAA) contains information on significant
changes which have been made after the original procedure which are important
for the quality, safety or efficacy of the product.

The PAA for this product is available on the Product Information Database of the
Veterinary Medicines Directorate website.

(www.gov.uk/check-animal-medicine-licensed)
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