HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines - January 2023

New product authorisations in January 2023

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Metaxx 0.25 mg chewable = Meloxicam Chewable tablet Cats N.S.A.I.D. VPA10980/025/001 POM
tablets for cats
Tribamec Duo 50 mg/ml +  lvermectin, Oral suspension Sheep Endectoparasiticides VPA10987/167/001 POM
1 mg/ml Oral Suspension  Triclabendazole
for Sheep
Tylogran, 1000 mg/g, Tylosin tartrate Powder for use in Cattle, Pigs, Chickens,  Antibacterial VPA10791/020/001 POM
granules for use in drinking drinking water/milk Turkeys

water/milk for cattle
(calves), pigs, chickens and
turkeys

Specific product updates (for animal record keeping purposes)




Products withdrawn in January 2023

Apralan G200 Premix for medicated feeding
stuff

Blackleg Vaccine

Bob Martin Clear Flea Shampoo for Dogs &
Puppies 1.9 mg/g / 4.9 mg/g

Bob Martin Clear Wormer 100 mg Film
Coated Tablets for Small Dogs and Puppies

Bob Martin Clear Wormer 500 mg Film
Coated Tablets for Dogs.

Bob Martin Flea Spray cutaneous spray
solution

Endex 8.75 % w/v Oral Suspension for Sheep

VPA22020/013/002

VPA10996/142/001
VPA10881/008/001

VPA10881/001/001

VPA10881/002/001

VPA10881/010/001

VPA22020/036/001

Elanco GmbH

Intervet Ireland Limited

The Bob Martin Company

The Bob Martin Company

The Bob Martin Company

The Bob Martin Company

Elanco GmbH
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Veterinary Medicines - February 2023

New product authorisations in February 2023

ACTIVE SUBSTANCE(S) | PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Cortotic 0.584 mg/ml ear  Hydrocortisone Ear spray, solution Dogs Corticosteroid VPA10988/117/001 POM
spray, solution for dogs Aceponate
Huvexxin 100 mg/ml Tulathromycin Solution for injection Pigs, Cattle, Sheep Antibacterial VPA10782/040/002 POM

solution for injection for
cattle, pigs and sheep

Huvexxin 25 mg/ml Tulathromycin Solution for injection Pigs Antibacterial VPA10782/040/001 POM
solution for injection for

pigs

Metaxx 15 mg/ml oral Meloxicam Oral suspension Horses N.S.A.I.D. VPA10980/023/001 POM

suspension for horses

Products transferred in February 2023

Felimintic, 80/20 mg tablets for cats VPA23340/004/001 Domes Pharma
Phenovet 60 mg tablets for dogs VPA23340/005/001 Domes Pharma
Tramadog 50 mg/ml solution for VPA23340/003/001 Domes Pharma
injection for dogs

Vetbromide 600 mg tablets for dogs  VPA23340/006/001 Domes Pharma

Specific product updates (for animal record keeping purposes)
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Products withdrawn in February 2023

Apralan Soluble Powder for use in drinking ~ VPA22020/010/001 Elanco GmbH
water/milk replacer for pigs, calves, chickens

and rabbits

Piretamol 300 mg/ml solution for use in VPA10477/003/001 Global Vet Health SL
drinking water for pigs

Tratol 50 mg/ml oral suspension for pigs, VPA10774/011/001 Krka, d.d., Novo mesto

cattle and sheep



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines — March 2023

New product authorisations in March 2023

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD

FORM OF
SUPPLY
Chanear Miconazole nitrate, Ear drops, suspension Cats, Dogs, Cats, Dogs Ear Preparation VPA10987/169/001 POM

Prednisolone acetate,
Polymyxin b sulfate

Moxisolv LA 100 mg/ml Moxidectin Solution for injection Cattle Endectoparasiticides VPA22033/079/001 POM
Solution for Injection for

Cattle

Otisur Miconazole nitrate , Ear drops, suspension Cats, Dogs, Cats, Dogs  Ear Preparation VPA10987/168/001 POM

Prednisolone acetate,
Polymyxin b sulfate

Products transferred in March 2023

Aurimic ear drops and cutaneous VPA23462/005/001 VetViva Richter GmbH
suspension for dogs and cats

Bupaqg Multidose 0.3 mg/ml Solution ~ VPA23462/003/001
for Injection for Dogs and Cats

Butador 10 mg/ml solution for VPA23462/002/001
injection for horses, dogs and cats

VetViva Richter GmbH

VetViva Richter GmbH

Dexrapid 2 mg/ml solution for injection VPA23462/016/001

Diazedor 5 mg/ml solution for injection VPA23462/008/001
for dogs and cats

VetViva Richter GmbH
VetViva Richter GmbH



Insistor 10 mg/ml solution for injection
for dogs and cats

Mepidor 20 mg/ml solution for
injection for horses

Pergoquin 1 mg tablets for horses

Procamidor Duo 40 mg/ml + 0.036
mg/ml solution for injection

Protect Oral Suspension for New Born
Calves

Rifen 100 mg/ml solution for injection
for horses, cattle and pigs

Sedanol 40 mg/ml solution for
injection for pigs

Spasmipur 20 mg/ml solution for
injection

Spasmium comp. 500 mg/ml + 4
mg/ml solution for injection

Specific product updates (for animal record keeping purposes)

VPA23462/009/001

VPA23462/007/001

VPA23462/014/001
VPA23462/011/001

VPA23471/001/001

VPA23462/001/001

VPA23462/012/001

VPA23462/010/001

VPA23462/006/001

VetViva Richter GmbH

VetViva Richter GmbH

VetViva Richter GmbH
VetViva Richter GmbH

Provita Eurotech Ireland Limited

VetViva Richter GmbH

VetViva Richter GmbH

VetViva Richter GmbH

VetViva Richter GmbH
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Products withdrawn in March 2023

Belavit AD3E, solution for injection for horses, VPA10445/006/001 Bela-Pharm GmbH & Co. KG
cattle, pigs, and dogs

Enteroporc AC Lyophilisate and solvent for ~ VPA10524/006/001 IDT Biologika GmbH
suspension for injection for pigs

Marfloxin 20 mg/ml solution for injection for VPA10774/014/001 Krka, d.d., Novo mesto
calves, pigs, dogs and cats

Suvaxyn M Hyo Suspension for injection for  VPA10387/067/001 Zoetis Belgium S.A.
pigs



HPRA
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Veterinary Medicines - April 2023

New product authorisations in April 2023

ACTIVE PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
SUBSTANCE(S) FORM OF
SUPPLY
Clavusan 250 mg + 62.5 Amoxicillin trihydrate, Tablet Dogs, Cats Antibacterial VPA10980/026/002 POM
mg tablets for dogs and potassium clavulanate
cats
Clavusan 50 mg + 12.5 Amoxicillin trihydrate, Tablet Dogs, Cats Antibacterial VPA10980/026/001 POM
mg tablets for dogs and potassium clavulanate
cats
Clavusan 500 mg + 125 Amoxicillin trihydrate, Tablet Dogs Antibacterial VPA10980/026/003 POM
mg tablets for dogs potassium clavulanate

Products transferred in April 2023

Ketamidor 100 mg/ml solution for injection VPA23462/004/001 VetViva Richter GmbH
Phenoleptil 100 mg Tablets for dogs VPA22622/045/004 Dechra Regulatory B.V.
Phenoleptil 12.5 mg tablets for dogs VPA22622/045/001 Dechra Regulatory B.V.
Phenoleptil 25 mg Tablets for dogs VPA22622/045/003 Dechra Regulatory B.V.
Phenoleptil 50 mg tablets for dogs VPA22622/045/002 Dechra Regulatory B.V.
Tsefalen 1000 mg film-coated tablets for dogs VPA23440/001/002 Nextmune Italy S.r.l.
Tsefalen 50 mg/ml Powder for Oral Suspension for Dogs up to 20 kg and VPA23440/001/003 Nextmune lItaly S.r.l.
Cats

Tsefalen 500 mg film-coated tablets for dogs VPA23440/001/001 Nextmune Italy S.r.l.
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Products withdrawn in April 2023

Bovicef DC 250 mg Intramammary VPA10387/003/001 Zoetis Belgium S.A.
Suspension for Cattle

Calcipharm PMD Solution for Injection VPA10823/014/001 Chem-Pharm Limited
Ceftiocyl Fluid 50 mg/ml, suspension for VPA10983/046/001 Vetoquinol Ireland Limited
injection for pigs and cattle

Fertipig HCG 40 IU/ml / PMSG 80 IU/ml VPA10815/012/001 Ceva Santé Animale

lyophilisate and solvent for solution for
injection for pigs

Hornex 42.7% w/w Cutaneous paste VPA22762/001/001 Agri-Lloyd Limited
Lignocaine & Adrenaline Solution for VPA10823/019/001 Chem-Pharm Limited
Injection

Magnesium Sulphate 25 % Solution for VPA10823/016/001 Chem-Pharm Limited
Injection

Maxoject 10 %w/v Solution for Injection VPA10823/006/001 Chem-Pharm Limited
Pharmacillin 300 mg/ml suspension for VPA10823/001/001 Chem-Pharm Limited
injection

Pharmazan C Oral Suspension for Sheep VPA10823/020/001 Chem-Pharm Limited
and Cattle

Uddergold Platinum Germicidal Barrier Teat  VPA10795/001/001 Ecolab Deutschland GmbH

Dip Solution Concentrates (Base and
Activator) for Teat Dip Solution For Cattle
(Dairy)

Vitbplex Solution for Injection VPA10823/018/001 Chem-Pharm Limited



HPRA
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Veterinary Medicines — May 2023

New product authorisations in May 2023

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY

Fluboral 200 mg/ml, Flubendazole Suspension for use in Pigs, Chickens Endoparasiticide VPA22622/036/001 POM
suspension for use in drinking water

drinking water for pigs and

chickens

Products transferred in May 2023

Benakor 20 mg tablets for dogs VPA22622/046/002 Dechra Regulatory B.V.
Benakor 5 mg tablets for dogs VPA22622/046/001 Dechra Regulatory B.V.
Duomyxin, 3 400 IU/ml / 10 000 IU/ml, VPA23340/007/001 Domes Pharma

Eye drops, powder and solvent for
solution for dogs and cats

Fungiconazol 200 mg tablets for dogs VPA22622/047/001 Dechra Regulatory B.V.
Fungiconazol 400 mg tablets for dogs VPA22622/047/002 Dechra Regulatory B.V.

Specific product updates (for animal record keeping purposes)
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Products withdrawn in May 2023

Bob Martin Easy to Use Wormer Granules for VPA10987/116/002 Chanelle Pharmaceuticals
Large Dogs Manufacturing Limited
Bob Martin Easy to Use Wormer Granules for VPA10987/116/001 Chanelle Pharmaceuticals
Small Dogs Manufacturing Limited
Chanimec Super Solution for Injection VPA10987/091/001 Chanelle Pharmaceuticals
Manufacturing Limited
Clinacin 25 mg Tablets VPA10987/144/004 Chanelle Pharmaceuticals
Manufacturing Limited
Gullivers Flea Shampoo VPA10987/040/001 Chanelle Pharmaceuticals
Manufacturing Limited
Imidaflea 100 mg Spot-on solution for VPA10987/139/003 Chanelle Pharmaceuticals
Medium Dogs Manufacturing Limited
Imidaflea 250 mg Spot-on solution for Large VPA10987/139/004 Chanelle Pharmaceuticals
Dogs Manufacturing Limited
Imidaflea 40 mg Spot-on solution for Small ~ VPA10987/139/001 Chanelle Pharmaceuticals
Cats, Small Pet Rabbits & Small Dogs Manufacturing Limited
Imidaflea 80 mg Spot-on solution for Large  VPA10987/139/002 Chanelle Pharmaceuticals
Cats and Large Pet Rabbits Manufacturing Limited
Nobilis Diluent Oculo Nasal VPA10996/203/001 Intervet Ireland Limited
Paramove, 49.5% w/w Hydrogen Peroxide VPA10480/001/001 Solvay Chemicals International S.A
concentrate for solution for fish treatment
Prazpronto 40 mg Spot-on solution for VPA10987/165/002 Chanelle Pharmaceuticals
medium cats Manufacturing Limited
Prazpronto 60 mg Spot-on solution for large VPA10987/165/003 Chanelle Pharmaceuticals
cats Manufacturing Limited
Ridaworm 20 mg Spot-on Solution for small  VPA10987/164/001 Chanelle Pharmaceuticals

cats Manufacturing Ltd



Ridaworm 40 mg Spot-on Solution for
medium cats

Ridaworm 60 mg Spot-on Solution for large
cats

Wormaway 20mg Spot-on solution for small
Cats and Kittens

VPA10987/164/002

VPA10987/164/003

VPA10987/165/001

Chanelle Pharmaceuticals
Manufacturing Ltd

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited
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Veterinary Medicines — June 2023

New product authorisations in June 2023

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY

Fludosol 200 mg/ml Flubendazole Suspension for use in Pigs, Chickens Endoparasiticide VPA10791/017/001 POM
Suspension for use in drinking water

drinking water for pigs and

chickens

Products withdrawn in June 2023

Bovalto Pastobov VPA10454/028/001 Boehringer Ingelheim Vetmedica
GmbH

Imocolibov VPA10454/063/001 Boehringer Ingelheim Vetmedica
GmbH

Trivacton 6 VPA10454/076/001 Boehringer Ingelheim Vetmedica

GmbH



Veterinary Medicines - July 2023

New product authorisations in July 2023

ACTIVE SUBSTANCE(S)

PHARMACEUTICAL

FORM

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

VPA NUMBER

METHOD
OF
SUPPLY

Analeptol 50 mg/ml + 50  Heptaminol
mg/ml solution for hydrochloride,
injection for cattle, horses, Diprophylline
pigs, dogs and cats

Censulfatrim 200 mg/ml +  Sulfadiazine,

40 mg/ml solution for
injection

Trimethoprim

Lamoxsan 150 mg/ml
suspension for injection for
cattle and pigs

Amoxicillin trinydrate

Moxodex LA 100 mg/ml Moxidectin
Solution for Injection for

Cattle

Recudon 2.5 mg/ml + Levomethadone
0.125 mg/ml solution for  hydrochloride,
injection for horses and Fenpipramide
dogs hydrochloride

Recudon 5.0 mg/ml + 0.25 Levomethadone

mg/ml solution for hydrochloride,
injection for horses and Fenpipramide
dogs hydrochloride

Solution for injection

Solution for injection

Suspension for injection

Solution for injection

Solution for injection

Solution for injection

Cattle, Horses, Pigs, Cardiovascular

Dogs, Cats,

Cattle, Pigs, Horses, Antibacterial

Dogs, Cats
Cattle, Pigs Antibacterial
Cattle Endectoparasiticides

Horses, Dogs Neurological Preparations

Horses, Dogs Neurological Preparations

VPA10810/025/001

VPA23448/001/001

VPA10980/032/001

VPA10987/171/001

VPA10980/027/001

VPA10980/027/002

POM

POM

POM

POM

POM

POM
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Rokopig, emulsion for Porcine rotavirus, strain  Emulsion for injection Pigs Vaccines VPA22715/005/001 POM

injection for pigs OSU 6, inactivated,
Escherichia Coli
0101:K(A-),K99 (F5),
Inactivated, Escherichia
Coli 0149:K91,K88 (F4),
Inactivated, Escherichia
Coli 0147:K88(F4),
Inactivated, Escherichia
Coli K85:987P (F6),
Inactivated, Escherichia
coli 0101:K99:F41
(F5,F41), Inactivated

Uriphex 50 mg/ml oral Phenylpropanolamine  Oral solution Dogs Hormone VPA10980/029/001 POM

solution for dogs hydrochloride

Xylamidor Xylazine Hydrochloride  Solution for injection Cattle, Horses, Dogs, Sedative VPA10801/017/001 POM
Cats

Products transferred in July 2023

Hipracin10 IU/ml Synthetic Oxytocin,  VPA23501/001/001 Biogenesis Global S.L.
solution for injection

Specific product updates (for animal record keeping purposes)

Products withdrawn in July 2023

Chanacycline LA Solution for Injection VPA10987/023/001 Chanelle Pharmaceuticals
Manufacturing Limited
Chanoprim Solution for Injection VPA10987/029/001 Chanelle Pharmaceuticals

Manufacturing Limited



Eirpet Flea and Tick Collar for Dogs VPA10878/001/001
Gullivers Flea & Tick Collar for dogs VPA10987/055/001
Gulliver's Flea Collar for Cats VPA10987/014/001

Medimec Injection 10 mg/ml solution for VPA10987/156/001
injection

Syncrostim 500 IU lyophilisate and solvent for VPA10815/015/001
solution for injection for cattle and sheep

Unisol 25 mg/ml oral solution for calves VPA10516/018/001
Urilin 40 mg/ml syrup for dogs VPA22622/020/001
Wormall 2.265%w/v Oral Suspension VPA10889/002/001

P.B.S Sales Limited,

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Ceva Santé Animale

Vetpharma Animal Health, S.L.
Dechra Regulatory B.V.
Coyle Veterinary Products Ltd.

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority



Veterinary Medicines — August 2023

New product authorisations in August 2023
ACTIVE SUBSTANCE(S)

PHARMACEUTICAL
FORM

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

VPA NUMBER

METHOD
OF
SUPPLY

Defixopzyl 200 mg/ml
solution for injection, pig
(piglet) and cattle (calf)

Dophacyl SB

Dormostop 5 mg/ml
solution for injection for
dogs and cats

GentaDug 85 mg/ml
solution for injection for
horses, cattle, pigs, dogs
and cats

Gleptolab 200 mg/ml
Solution for Injection for

pigs

Iron dextran

Sodium salicylate

Atipamezole
hydrochloride

Gentamicin sulfate

Iron (as gleptoferron)

Hydrotrim 500 mg/g + 100 Sulfadiazine sodium,

mg/g powder for use in
drinking water/milk for
cattle, sheep, pigs and
chickens

Kelamoxil LA 150 mg/ml

suspension for injection for

cattle and pigs

Trimethoprim

Amoxicillin trihydrate

Solution for injection

Powder for use in
drinking water/milk

Solution for injection

Solution for injection

Solution for injection

Powder for use in

drinking water/milk

Suspension for injection

Cattle, Pigs

Cattle, Pigs

Dogs, Cats

Cattle, Pigs, Horses,
Dogs, Cats

Pigs

Cattle, Sheep, Pigs,
Chickens

Cattle, Pigs

Metabolic

N.S.A.LD.

Neurological Preparations

Antibacterial

Vitamins and minerals

Antibacterial

Antibacterial

VPA10794/002/001

VPA10791/019/001

VPA10980/031/001

VPA10445/008/001

VPA10402/006/001

VPA10782/043/001

VPA10981/016/001

LR

POM

POM

POM

LR

POM

POM
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Presedine 10 mg/ml Detomidine Solution for injection Horses, Cattle Neurological Preparations VPA10980/030/001 POM
solution for injection for hydrochloride
horses and cattle

Pyrocam 15 mg/ml oral Meloxicam Oral suspension Pigs N.S.A.I.D. VPA10782/042/001 POM
suspension for pigs

Robexera 10 mg chewable = Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/075/002 POM
tablets for dogs

Robexera 20 mg chewable = Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/075/003 POM
tablets for dogs

Robexera 40 mg chewable = Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/075/004 POM
tablets for dogs

Robexera 5 mg chewable  Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/075/001 POM
tablets for dogs

Rogiola 10 mg chewable Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/076/002 POM
tablets for dogs

Rogiola 20 mg chewable Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/076/003 POM
tablets for dogs

Rogiola 40 mg chewable Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/076/004 POM
tablets for dogs

Rogiola 5 mg chewable Robenacoxib Chewable tablet Dogs N.S.A.l.D. VPA10774/076/001 POM
tablets for dogs

Soluclin 25 mg/ml oral Clindamycin Oral solution Dogs, Cats Antibacterial VPA10810/027/001 POM
solution for cats and dogs hydrochloride

Telmitraxx 4mg/ml oral Telmisartan Oral solution Cats Cardiovascular VPA10980/028/001 POM

solution for cats

Specific product updates (for animal record keeping purposes)
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Change to product name

Bimectin 0.5% Cattle Pour-on Vetimec 5 mg/ml Pour-On  VPA22693/019/001 ECO Animal Health Europe Limited
Solution Solution for Cattle

Products withdrawn in August 2023

Adocam 1.5 mg/ml oral suspension for dogs VPA10826/020/001 aniMedica GmbH

Bob Martin Easy to Use Wormer Granules for VPA10881/006/001 The Bob Martin Company

Cats

Calciject LV Solution for Injection VPA22664/044/001 Norbrook Laboratories (Ireland)
Limited

Imidaflea 400 mg Spot-on solution for Extra  VPA10987/139/005 Chanelle Pharmaceuticals

Large Dogs Manufacturing Limited

Lanflox 100 mg/ml Solution for use in VPA10516/004/001 Vetpharma Animal Health, S.L.

drinking water for Chickens and Turkeys

Levafluke Oral Drench VPA10926/008/001 Biochem Ltd

Scalibor Protectorband 0.76 g medicated VPA10996/173/001 Intervet Ireland Limited

collar for small and medium sized dogs

Scalibor Protectorband 1.0 g medicated collar VPA10996/173/002 Intervet Ireland Limited
for large sized dogs

Unisol 100 mg/ml Oral Solution for use in VPA10516/003/001 Vetpharma Animal Health, S.L.
drinking water for chickens and turkeys



Veterinary Medicines — September 2023

New product authorisations in September 2023

ACTIVE SUBSTANCE(S)

PHARMACEUTICAL

FORM

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

DRUG CLASS

VPA NUMBER

METHOD
OF
SUPPLY

Catophos 100 mg/ml +
0.05 mg/ml solution for

injection for horses, cattle,

dogs and cats

Cyclofin 300 mg/ml + 20
mg/ml solution for
injection for cattle

Imidokal 85 mg/ml
solution for injection for
cattle and dogs

Lincoral-S 222 mg/g +

Butafosfan,
Cyanocobalamin

Oxytetracycline, Flunixin

Imidocarb dipropionate

Lincomycin

4447 mg/g powder for use hydrochloride

in drinking water

Methadyne 10 mg/ml
solution for injection for
dogs and cats

Protivity lyophilisate and
solvent for suspension for
injection for cattle

Trilotab 10 mg chewable
tablets for dogs

monohydrate,
Spectinomycin sulfate
tetrahydrate

Methadone
hydrochloride

Mycoplasma bovis,
strain N2805-1, Live

Trilostane

Solution for injection

Solution for injection

Solution for injection

Powder for use in
drinking water

Solution for injection

Lyophilisate and solvent

for suspension for
injection

Chewable tablet

Cattle, Horses, Dogs,

Cats

Cattle

Dogs, Cattle

Chickens, Pigs

Cats, Dogs

Cattle

Dogs

Vitamins and minerals

Antibacterial

Endoparasiticide

Antibacterial

Neurological Preparations

Immunological - Live
Vaccine

Hormone

VPA10810/022/001

VPA22622/040/001

VPA20742/009/001

VPA10782/041/001

VPA22751/004/001

VPA10387/102/001

VPA10810/026/001

POM

POM

POM

POM

POM

POM

POM
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Trilotab 120 mg chewable  Trilostane Chewable tablet Dogs Hormone VPA10810/026/004 POM
tablets for dogs

Trilotab 150 mg chewable  Trilostane Chewable tablet Dogs Hormone VPA10810/026/005 POM
tablets for dogs

Trilotab 30 mg chewable Trilostane Chewable tablet Dogs Hormone VPA10810/026/002 POM
tablets for dogs

Trilotab 60 mg chewable Trilostane Chewable tablet Dogs Hormone VPA10810/026/003 POM
tablets for dogs

Tylolab tartrate 200,000 Tylosin tartrate Solution for injection Cattle, Pigs Antibacterial VPA10402/007/001 POM
IU/ml solution for injection

Vey Tosal 100 mg/ml + Butafosfan, Solution for injection Cats, Cattle, Horses, Vitamins and minerals VPA10539/008/001 POM
0.05 mg/ml solution for Cyanocobalamin Dogs

injection for horses, cattle,
dogs and cats

Vominil 10 mg/ml solution = Maropitant Solution for injection Dogs, Cats Neurological Preparations VPA10801/018/001 POM
for injection for dogs and
cats



Products withdrawn in September 2023

HPRA
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Delta Apomorphine Hydrochloride Solution
for Injection 3 mg/ml

Nafpenzal DC Intramammary Suspension
Nobilis IBmulti+ND+EDS

Nobilis MS Live, lyophilisate for oculonasal
suspension for chickens

Nobilis Rismavac + CA126
Porcilis M Hyo, suspension for injection

Scabivax Contagious pustular dermatitis (Orf)
vaccine Suspension for skin scarification

Vasotop 0.625 mg tablets
Vasotop 10.0 mg tablets

VPA10793/001/001

VPA10996/074/001
VPA10996/192/001
VPA10996/269/001

VPA10996/086/001
VPA10996/196/001
VPA10996/256/001

VPA10996/138/004
VPA10996/138/005

Acravet Limited

Intervet Ireland Limited
Intervet Ireland Limited

Intervet Ireland Limited

Intervet Ireland Limited
Intervet Ireland Limited

Intervet Ireland Limited

Intervet Ireland Limited

Intervet Ireland Limited



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines — October 2023

New product authorisations in October 2023

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES VPA NUMBER METHOD
FORM OF
SUPPLY
Dexdormostart Dexmedetomidine Solution for injection Dogs, Cats Neurological Preparations  VPA10980/034/001 POM
hydrochloride
Dormostart 1 mg/ml Medetomidine Solution for injection Dogs, Cats Neurological Preparations  VPA10980/033/001 POM

solution for injection for  hydrochloride
dogs and cats

Felimazole 5 mg/ml oral ' Thiamazole Oral solution Cats Hormone VPA22622/009/004 POM
solution for cats

Luteoplan 0.25 mg/ml Cloprostenol sodium Solution for injection Cattle, Horses Hormone VPA23174/004/001 POM
solution for injection for
cattle and horses

Products transferred in October 2023

Ampisol 2g VPA10793/002/001 Acravet Limited

Arixil vet 20 mg film-coated tablet for VPA10509/008/002 Industrial Veterinaria S.A.
dogs

Arixil vet 5 mg film-coated tablet for VPA10509/008/001 Industrial Veterinaria S.A.
dogs and cats

Methadyne 10 mg/ml solution for VPA10387/106/001 Zoetis Belgium S.A.
injection for dogs and cats

Vominil 10 mg/ml solution for VPA23462/018/001 VetViva Richter GmbH

injection for dogs and cats
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Xylamidor VPA23462/017/001 VetViva Richter GmbH

Products withdrawn in October 2023

Baytril Piglet Doser 0.5% Oral Solution VPA22020/064/001 Elanco GmbH

Enrotril Max 100 mg/ml Solution for VPA22664/089/001 Norbrook Laboratories (Ireland) Limited
Injection for Cattle



Veterinary Medicines - November 2023

Products withdrawn in November 2023
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Cyclio 60 mg Spot-on Solution for Cats

Larocop 20 mg/ml Suspension for injection

Parex 134 mg spot-on solution for medium
dogs

Parex 268 mg spot-on solution for large dogs

Parex 402 mg spot-on solution for very large
dogs

Parex 50 mg spot-on solution for cats
Parex 67 mg spot-on solution for small dogs
Seresto 1.25 g + 0.56 g, collar for cats

Seresto 1.25 g + 0.56 g, collar for dogs <=8
kg
Seresto 4.50 g + 2.03 g, collar for dogs > 8 kg

VPA10988/060/001
VPA10987/025/001

VPA10515/002/002

VPA10515/002/003
VPA10515/002/004

VPA10515/001/001
VPA10515/002/001
VPA22020/051/001
VPA22020/051/002

VPA22020/051/003

Virbac S.A.

Chanelle Pharmaceuticals
Manufacturing Limited

CF Pharma Limited

CF Pharma Limited
CF Pharma Limited

CF Pharma Limited
CF Pharma Limited
Elanco GmbH
Elanco GmbH

Elanco GmbH
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Veterinary Medicines — December 2023

New product authorisations in December 2023

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES VPA NUMBER METHOD
FORM OF
SUPPLY
Thyron vet 200 pg Tablets = Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/028/001 POM
for dogs and cats
Thyron vet 400 ug Tablets = Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/028/002 POM
for dogs and cats
Thyron vet 600 ug Tablets = Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/028/003 POM
for dogs and cats
Thyron vet 800 pg Tablets = Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/028/004 POM
for dogs and cats
Thyrotab 200 pg Tablets Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/029/001 POM
for dogs and cats
Thyrotab 400 pg Tablets Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/029/002 POM
for dogs and cats
Thyrotab 600 pg Tablets Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/029/003 POM
for dogs and cats
Thyrotab 800 ug Tablets Levothyroxine sodium  Tablet Dogs, Cats Hormone VPA10810/029/004 POM

for dogs and cats

Specific product updates (for animal record keeping purposes)
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Maximec 5 mg/ml Pour-On  Bovimec 5 mg/ml Pour-On  VPA22033/077/001 Bimeda Animal Health Limited
solution for Cattle solution for Cattle

Change to product name

Products withdrawn in December 2023

Erythrocin 16.5 % w/w Soluble Powder for VPA10815/061/001 Ceva Santé Animale
Oral Solution

Stellamune Mycoplasma VPA22020/040/001 Elanco GmbH
Unisol 5 mg/ml oral solution for piglets VPA10516/017/001 Vetpharma Animal Health, S.L.
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