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PRODUCT SUMMARY 
 
 

 
 

  

EU procedure number ES/V/0249/001/MR 

Name, strength and 
pharmaceutical form  

MEGANYL 50 mg/ml solution for injection for cattle, pigs and 
horses 

Applicant 
Laboratorios SYVA S.A.  
Calle Marques De La Ensenada Num 16 Planta 7 Puerta 18 
Madrid, 28004, Spain 

Active substance(s) Flunixin (as flunixin meglumine) 

ATC vetcode QM01AG90 

Target species Cattle, pigs and horses. 

Indication for use  

In Cattle: 

It may be used as adjunctive therapy in the treatment of bovine 

respiratory diseases, endotoxemia and acute mastitis. 

For the alleviation of acute inflammation and pain associated with 

musculoskeletal disorders. 

For the reduction of post-operative pain associated with 

dehorning in calves of less than 9 weeks.    

 

In Pigs: 

It may be used as adjunctive therapy in the treatment of swine 

respiratory disease.  

It may be used as adjunctive treatment of postpartum dysgalactia 

(Mastitis-Metritis-Agalactia) syndrome in sows. 

For the alleviation of acute inflammation and pain associated with 

musculoskeletal disorders.    

For the reduction of post-operative pain following castration and 

tail docking in sucking piglets. 

 

In Horses: 

For the alleviation of inflammation and pain associated with 
musculoskeletal disorders. 

For the alleviation of visceral pain associated with colic. 

It may be used as adjunctive therapy of endotoxemia due to or 
as a result of post-surgical or medical conditions or diseases that 
result in impaired blood circulation in the gastrointestinal tract.  

For the reduction of pyrexia. 
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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* 
Mutual Recognition application in accordance with 
Article 13.1 of Directive 2001/82/EC as amended. 

Reference to proprietary data of an 
additional VMP linked to the reference 
product 

FINADYNE 50 mg/ml solution for injection 

Marketing authorisation holder SCHERING PLOUGH S.A. 

MS where the RP is or has been 
authorised  

Spain 

Marketing authorisation number 

EU procedure number 

9665 NAL 

- 

Part of the dossier referred to Target species, indications, route of administration  

Date of completion of the original 
mutual recognition procedure 

Day 90: 22/07/2015 

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

17/07/2007 

Concerned Member States for original 
procedure 

PT 

Concerned Member States for 
subsequent recognition procedure 

BE, BG, CY, EL, FR, HU, IT, PL, RO 

Please be aware that certain parts of the dossier may be varied and consequently be subject to protection of 
technical documentation – for these and other changes of referenceability to parts of the dossier, please see 
chapter POST-AUTHORISATION PROCEDURES. Additionally, detailed information on protection periods has 
only been published in puAR since 09.02.2026. 
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1. SCIENTIFIC OVERVIEW  
 

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; the slight 
reactions observed are indicated in the SPC. 
The product is safe for the user, the consumer of foodstuffs from treated animals 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 risk/benefit analysis is in favour of granting a marketing authorisation.  
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2. QUALITY DOCUMENTATION (physicochemical, biological or microbiological 
information) 
 
A. Composition 
 
The product contains 50 mg of Flunixin (as flunixin meglumine) as active substance and phenol, 
sodiumformaldehyde sulfoxilate, disodium edetate, sodium hydroxyde, propylene glycol, 
hydrochloric acid and water for injection as excipients.  
 

The container/closure system are colourless glass vials type II with bromobutyl rubber stopper type 
I and aluminium cap. The particulars of the containers and controls performed are provided and 
conform to the regulation. 

The choice of the formulation and the presence of preservative (phenol) are justified. 
 
The product is an established pharmaceutical form and its development is adequately described in 
accordance with the relevant European guidelines. 
 
 
B. Method of Preparation of the Product 
 
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 
European guidelines.   
 
C. Control of Starting Materials 
 
The active substance is Flunixin meglumine, an established active substance described in the 
European Pharmacopoeia. 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. 
 
R1-CEP 2013-017-Rev 04. 
R1-CEP 2016-099-Rev 00. 
 
D. Specific Measures concerning the Prevention of the Transmission of Animal 
Spongiform Encephalopathies  
 
Certificates of suitability issued by the EDQM have been provided and compliance with the Note for 
Guidance on Minimising the Risk of Transmitting Animal Spongiform Encephalopathy Agents via 
Human and Veterinary Medicinal Products has been satisfactorily demonstrated.   
 
E. Control on intermediate products 
 
The tests performed during production are described and the results of 3 consecutive runs, 
conforming to the specifications, are provided. 
 
F. Control Tests on the Finished Product 
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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. 
 
G. Stability 
  
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. 
 
Stability data on the finished product have been provided in accordance with applicable European 
guidelines, demonstrating the stability of the product throughout its shelf life when stored under the 
approved conditions. 
 
J. Other Information 
 
Not applicable. 
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3. SAFETY DOCUMENTATION (safety and residues tests)  
 
As this is a generic application according to Article 18, of the Regulation (EU) 2019/6 and 
bioequivalence with a reference product has been demonstrated, results of safety and residue tests 
are not required. 
 
The safety aspects of this product are identical to the reference product.    
 
Warnings and precautions as listed on the product literature are the same as those of the reference 
product and are adequate to ensure safety of the product to users, the environment and consumers.  
 
 
III.A Safety Testing 
 
 
Pharmacological Studies 
 
No pharmacological data were required because this is a generic application and the bioequivalence 
with the reference product has been demonstrated. 
 
 
Toxicological Studies 
 
No toxicological data were required because this is a generic application and the bioequivalence 
with the reference product has been demonstrated. 
 
 
User Safety 
 
The applicant has provided a user safety assessment in compliance with the relevant guideline which 
shows that the use of the product poses an acceptable risk for users implementing the indicated 
protective measures. 
Warnings and precautions as listed on the product literature are adequate to ensure safety to users 
of the product. 
 
Ecotoxicity 
 
The applicant provided a first phase environmental risk assessment in compliance with the relevant 
guideline which showed that no further assessment is required. The assessment concluded that the 
product has an acceptable risk for the environment. 
Warnings and precautions as listed on the product literature are adequate to ensure safety to the 
environment when the product is used as directed. 
 
 
III.B Residues documentation  
 
Residue Studies 
 
No residue depletion studies were conducted because this is a generic application and the 
bioequivalence with the reference product has been demonstrated. 
 
MRLs 
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The active substance is listed in Table 1 in the Annex of Commission Regulation 37/2010 in 
accordance with the following MRL: 
 

Pharmacologically 

active substance 

Marker 
residue 

Animal 
species 

MRL Target tissue 

Flunixin 

Flunixin Bovine 

20 µg/kg 

30 µg/kg 

300 µg/kg 

100 µg/kg 

Muscle 

Fat 

Liver 

Kidney 

5-hydroxy 

flunixin 
Bovine 40 µg/kg Milk 

Flunixin Porcine 

50 µg/kg 

10 µg/kg 

200 µg/kg 

30 µg/kg 

Muscle 

Skin+Fat 

Liver 

Kidney 

Flunixin Equidae 

10 µg/kg 

20 µg/kg 

100 µg/kg 

200 µg/kg 

Muscle 

Fat 

Liver 

Kidney 

 
Withdrawal Periods 
 
Based on the data provided above and the post-authorisation procedures, the following withdrawal 
periods are justified: 
 

Cattle: 

Meat and offal:  4 days (intravenous use). 

    31 days (intramuscular use). 

Milk:    24 hours (intravenous use). 

    36 hours (intramuscular use). 

Pigs 

Meat and offal: 24 days (intramuscular use). 

 

Horses: 

Meat and offal:  5 days (intravenous use). 

Milk:                  Not authorised for use in animals producing milk for human consumption. 
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4. EFFICACY DOCUMENTATION (preclinical studies and clinical trials) 
 
The applicant is submitting a modification of the marketing authorization for the veterinary medicinal 
product MEGANYL 50 mg/ml Solution for Injection for cattle, pigs and horses, to add a new route of 
administration (intramuscular) for the target species cattle, due to the harmonization process for the 
veterinary reference product Finadyne, 50 mg/ml. 
 
As this is a generic application according to Article 18 of the REGULATION (EU) 2019/6 and 
bioequivalence with a reference product has been demonstrated, efficacy studies are not required. 
The efficacy claims for this product are equivalent to those of the reference product.  
 

 
IV.A  Pre-Clinical Studies  
 
Pharmacology  
 
As this is a generic application according to Article 18, and bioequivalence with a reference product 
has been demonstrated, efficacy studies are not required. 
 
Tolerance in the Target Species of Animals 
 
As this is a generic application according to Article 18, and bioequivalence with a reference product 
has been demonstrated, efficacy studies are not required. 
 
IV.B Clinical Studies  
  
As this is a generic application according to Article 18, and bioequivalence with a reference product 
has been demonstrated, efficacy studies are not required. 
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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. 
 
 
Sequence of significant variations  

 

Summary of change 
(Application number) 

Approval date 

G.I.18) Adaptation of the summary of product characteristics, the labelling 
and the package insert to the template of the QRD version 9.0. 
ES/V/0249/001/A/014 

18/03/2023 
(Day 90: 09/03/2023) 

G.I.2.b) Harmonize its product information (Summary of Product 
Characteristics and Package Leaflet) with the authorized for its reference 
product FINADYNE following the end of the SPC harmonization of the 
reference product according to Articles 70 to 72 of Regulation (EU) 2019/6 
in 20th July 2024. 

ES/V/0249/001/A/015 

08/04/2025 
(Day 90: 24/03/2025) 

 

 

Changes to Part 3 and/or Part 4 of the dossier (safety/efficacy) 

Summary of change 
(Application number) 

Supporting information Approval date 

Addition of a new route of 
administration: intramuscular in 
cattle. 

ES/V/0249/001/DX/016 

Update according to the reference 
product 
 
Reference to proprietary data of a 
linked VMP: 
 
FINADYNE 50 mg/ml solution for 
injection 

Date of first national 
approval:17/06/2026 
Day 90:09/06/2026 

 

 


