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PRODUCT SUMMARY 

 

EU procedure number AT/V/0030/001/DC 

Name, strength and 
pharmaceutical form Vominil 10 mg/ml solution for injection for dogs and cats 

Applicant 

Richter Pharma AG 
Feldgasse 19 
4600 Wels 
Austria 

MA holder 

Vetviva Richter GmbH 
Durisolstrasse 14 
4600 Wels 
Austria 

Active substance(s) Maropitant citrate monohydrate 

ATC vetcode QA04AD90 

Target species Dogs and cats 

Indication for use  

Dogs 
• For the treatment and prevention of nausea induced 
by chemotherapy.  
• For the prevention of vomiting except that induced 
by motion sickness. 
• For the treatment of vomiting, in combination with 
other supportive measures.  
• For the prevention of perioperative nausea and 
vomiting and improvement in recovery from general 
anaesthesia after use of the µ-opiate receptor agonist 
morphine.  
 
Cats 
• For the prevention of vomiting and the reduction of 
nausea, except that induced by motion sickness.  
• For the treatment of vomiting, in combination with 
other supportive measures. 
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PRODUCT INFORMATION 

 
The Summary of Product Characteristics (SPC), the labelling and package leaflet for this 
veterinary medicinal product (VMP) is available in the Union Product Database (UPD).  
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SUMMARY OF ASSESSMENT 

 

 

Legal basis of original application Generic application in accordance with Article 18 
of Regulation (EC) 2019/6 as amended. 

Reference product (RP) 
Marketing authorisation holder 
MS where the RP is or has been 
authorised 
Marketing authorisation number 
Date of authorisation 

Cerenia 10 mg/ml solution for injection 
Zoetis Belgium S.A. 
Union 
EU/2/06/062/005 
03.10.2006 

Date of completion of the original 
decentralised procedure 31.05.2023 

Date veterinary medicinal product first 
authorised in the Reference Member 
State (MRP only) 

n.a. 

Concerned Member States for original 
procedure 

Belgium, United Kingdom (Northern Ireland), 
Czech Republic, Cyprus, Germany, Denmark, 
Estonia, Greece, Spain, Finland, France, 
Croatia, Hungary, Ireland, Iceland, Italy, Latvia, 
Lithuania, Netherlands, Norway, Poland, 
Portugal, Romania, Sweden, Slovenia, Slovakia, 
Bulgaria 

Concerned Member States for 
subsequent recognition procedure n.a. 

Withdrawn CMS during original 
decentralised procedure None. 

 

1. SCIENTIFIC OVERVIEW  

The veterinary medicinal product (VMP) is produced and controlled using validated methods 
and tests, which ensure the consistency of the VMP released on the market. 
It has been shown that the VMP can be safely used in the target species; the reactions 
observed are indicated in the SPC. 
The VMP 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 VMP was demonstrated according to the claims made in the SPC. 
The overall risk/benefit analysis is in favour of granting a marketing authorisation. 
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2. QUALITY DOCUMENTATION (physicochemical, biological or 
microbiological information) 

A. Product description 

The VMP contains 10 mg/ml Maropitant (as Maropitant citrate monohydrate) and the 
excipients n-Butanol and  Sulfobutylbetadex sodium (SBECD). 
Container/closure system: Amber glass vial type I (Ph. Eur.) with 10 ml, 25 ml or 50 ml solution 
for injection, closed with a chlorobutyl rubber stopper, type I (Ph. Eur) and aluminium pull or 
flip off cap in a cardboard box.    
The choice of the formulation and presence of preservative are justified. 
The VMP is an established pharmaceutical form and its development is adequately described 
in accordance with the relevant European guidelines. 

B. Description of the manufacturing method 

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

Process validation data on the VMP have been presented in accordance with the relevant 
European guidelines.  

C. Production and control of starting materials 

The active substance is Maropitant (as Maropitant citrate monohydrate) an established active 
substance. 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. 
There are no substances within the scope of the TSE Guideline present or used in the 
manufacture of this VMP. 

E. 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 VMP.  
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. 

F. Stability tests 

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

3. SAFETY DOCUMENTATION (safety and residues tests)  

As this is a generic application according to Article 18 of Regulation (EC) 2019/6 and essential 
similarity to a reference VMP has been demonstrated, results of pharmacological and 
toxicological tests are not required. 
 

A. Safety tests 

Pharmacological studies 
Due to the legal base of the application, the applicant is not required to submit pharmacological 
data. The applicant has not submitted these data on the basis that essential similarity with the 
respective reference product has been demonstrated. 
 

Toxicological studies 
Due to the legal base of the application, the applicant is not required to submit pharmacological 
data. The applicant has not submitted these data on the basis that essential similarity with the 
respective reference product has been demonstrated. 
 

Observations in humans 
The product is considered possibly causing irritation to skin, eyes and oral mucosa. An 
appropriate warning has been included in the SPC. Following oral administration of 100 mg of 
maropitant, mild adverse events such as nausea, dizziness and somnolence have been 
observed in adult humans. 
 

User safety 
Since the application was submitted in accordance with Article 18 of Regulation (EU) 2019/6 
as amended, for a generic veterinary product, the same Warnings and precautions as 
approved for the reference product were established. 
Warnings and precautions as listed on the product literature are adequate to ensure safety to 
users of the VMP. 
 

Environmental Risk Assessment  

A Phase I environmental risk assessment (ERA) was provided according to the CVMP/VICH 
guidelines.  

Phase I: 

The environmental risk assessment can stop in Phase I and no Phase II assessment is 
required because the VMP will only be used in non-food animals. 
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Based on the data provided, it is endorsed that the use of the product applied for is unlikely to 
represent an unacceptable risk to the environment when used according to the instructions for 
use as outlined in the product information 

B. Residues documentation  

Not applicable, as the test product is intended for non-food producing species. 

4. EFFICACY DOCUMENTATION (preclinical studies and clinical trials) 

As this is a generic application according to Article 18 of Regulation (EC) 2019/6 and essential 
similarity to a reference VMP has been demonstrated, efficacy studies are not required. The 
efficacy claims for this VMP are equivalent to those of the reference VMP. 

5.  OVERALL CONCLUSION AND BENEFIT-RISK ASSESSMENT 

The data submitted in the dossier demonstrate that when the VMP is used in accordance with 
the Summary of Product Characteristics, the risk benefit profile for the target species is 
favourable and the quality and safety of the VMP for humans and the environment is 
acceptable.  
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POST-AUTHORISATION PROCEDURES 

 
The SPC and package leaflet may be updated to include new information on the quality, safety 
and efficacy of the VMP. The current SPC is available in the Union Product Database (UPD). 
This section contains information on significant changes, which have been made after the 
original procedure, which are important for the quality, safety or efficacy of the VMP. 
None 
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