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Veterinary Medicines - January 2019

New product authorisations in January 2019

ACTIVE SUBSTANCE(S)

PHARMACEUTICAL
FORM

VPA NUMBER

METHOD
OF
SUPPLY

Alfaxan Alfaxalone Solution for injection Cats, Dogs Anaesthetic/Analgesic VPA10666/003/001 VPO
Avishield IBD INT Avian infectious bursal  Lyophilisate for Chickens Immunological - Live VPA10405/004/001 POM
disease virus, live oculonasal suspension, Vaccine
use in drinking water
Catobevit Butafosfan, Solution for injection Cats, Cattle, Dogs, Vitamins and minerals VPA10774/052/001 POM
Cyanocobalamin Horses
Intubeaze Lidocaine Hydrochloride Laryngopharyngeal spray, Cats Anaesthetic/Analgesic VPA10799/033/001 VPO
Monohydrate solution
Menbutil Menbutone Solution for injection Cattle, Goats, Horses, Alimentary Tract VPA10826/023/001 POM
Pigs, Sheep Preparation
Normazole Thiamazole Oral solution Cats Miscellaneous VPA10999/204/001 POM
Prevendog 1.304 g Deltamethrin Medicated collar Dogs Ectoparasiticide VPA10516/021/003 CAM
Prevendog 0.636 g Deltamethrin Medicated collar Dogs Ectoparasiticide VPA10516/021/001 CAM
Prevendog 1.056 g Deltamethrin Medicated collar Dogs Ectoparasiticide VPA10516/021/002 CAM
Selames 15 mg Selamectin Spot-on solution Cats, Dogs Endectoparasiticides VPA10774/055/001 POM
Selames 30 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/056/001 POM
Selames 60 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/056/002 POM
Selames 120 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/056/003 POM
Selames 240 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/056/004 Not applicable
Selames 360 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/056/005 POM
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Selames 45 mg Selamectin Spot-on solution Cats, Dogs Endectoparasiticides VPA10774/055/002 POM
Selames 60 mg Selamectin Spot-on solution Cats, Dogs Endectoparasiticides VPA10774/055/003 POM

Products transferred in January 2019

Adrestan 10 mg hard capsules for dogs VPA22622/003/001 Dechra Regulatory B.V.

Adrestan 30 mg hard capsules VPA22622/003/002 Dechra Regulatory B.V.

Adrestan 60 mg hard capsules VPA22622/003/003 Dechra Regulatory B.V.

Alamycin Aerosol 3.2 %w/v VPA22664/014/001 Norbrook Laboratories (Ireland) Limited
Alamycin 100 mg/ml VPA22664/015/001 Norbrook Laboratories (Ireland) Limited
Alamycin LA 200 mg/ml VPA22664/016/001 Norbrook Laboratories (Ireland) Limited
Alamycin LA 300 mg/ml VPA22664/039/001 Norbrook Laboratories (Ireland) Limited
Betafuse VPA22664/129/001 Norbrook Laboratories (Ireland) Limited
Betamox 200 mg Palatable Tablets VPA22664/013/001 Norbrook Laboratories (Ireland) Limited
Betamox Palatable Drops Powder VPA22664/020/001 Norbrook Laboratories (Ireland) Limited
Betamox 150 mg/ml Suspension for VPA22664/004/001 Norbrook Laboratories (Ireland) Limited
Injection

Bovaclox DC VPA22664/005/001 Norbrook Laboratories (Ireland) Limited
Bovaclox VPA22664/006/001 Norbrook Laboratories (Ireland) Limited
Buprenodale VPA22622/004/001 Dechra Regulatory B.V.

Calciject PMD VPA22664/029/001 Norbrook Laboratories (Ireland) Limited
Calcivet VPA22664/054/001 Norbrook Laboratories (Ireland) Limited
Carprieve VPA22664/067/003 Norbrook Laboratories (Ireland) Limited
Cefenil RTU VPA22664/099/001 Norbrook Laboratories (Ireland) Limited
Cefimam VPA22664/123/001 Norbrook Laboratories (Ireland) Limited

Clavudale 40 mg/10 mg VPA22622/005/001 Dechra Regulatory B.V.



Clavudale 200 mg/50 mg
Clavudale 400 mg/100 mg
Clindacyl 25 mg
Clindacyl 75 mg
Clindacyl 150 mg
Closamectin

Colvasone

Combiclav

Combivit

Duofast

Enovex 1% w/v

Enovex 0.5 %w/v

Equipalazone 200 mg/ml Solution for
Injection

Equipalazone 1 g Oral Paste
Equipalazone 1 g Oral Powder
Felimazole 5 mg

Felimazole 2.5 mg

Felimazole 1.25 mg

Fiproclear Combo 50 mg / 60 mg
Fiproclear Combo 67 mg / 60.3 mg
Fiproclear Combo 134 mg / 120.6 mg
Fiproclear Combo 268 mg / 241.2 mg
Fiproclear Combo 402 mg / 361.8 mg
Flunixin

HY-50

VPA22622/005/002
VPA22622/005/003
VPA10983/049/001
VPA10983/049/002
VPA10983/049/003
VPA22664/083/001
VPA22664/028/001
VPA22664/143/001
VPA22664/035/001
VPA22664/003/001
VPA22664/055/001
VPA22664/056/001
VPA22622/008/001

VPA22622/007/001
VPA22622/006/001
VPA22622/009/002
VPA22622/009/001
VPA22622/009/003
VPA22664/134/001
VPA22664/137/001
VPA22664/137/002
VPA22664/137/003
VPA22664/137/004
VPA22664/092/001
VPA22622/010/001

Dechra Regulatory B.V.

Dechra Regulatory B.V.

Vetoquinol Ireland Limited

Vetoquinol Ireland Limited

Vetoquinol Ireland Limited

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Dechra Regulatory B.V.

Dechra Regulatory B.V.
Dechra Regulatory B.V.
Dechra Regulatory B.V.
Dechra Regulatory B.V.
Dechra Regulatory B.V.
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Dechra Regulatory B.V.
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HyperCard

Imaverol

Intra-Epicaine

Levacide Pour-on 200 mg/ml
Levacide Injection 75 mg/ml

Levacide Low Volume Worm Drench 75
mg/ml

Levacide 1.5 %w/v SC Worm Drench
Libromide

Liquid Life Aid

Magniject

MAQS Formic Acid
Marbodex

Mepiblock

Moxiclear 40 mg + 4 mg
Moxiclear 80 mg + 8 mg
Moxiclear 40 mg + 10 mg
Moxiclear 100 mg + 25 mg
Moxiclear 250 mg + 62.5 mg
Moxiclear 400 mg + 100 mg
Multiject

Norfenicol

Norocillin

Noroclav 75 mg

Noroclav 50 mg

Noroclav 250 mg

VPA22622/011/001
VPA10481/001/001
VPA22622/013/001
VPA22664/047/001
VPA22664/025/001
VPA22664/026/001

VPA22664/027/001
VPA22622/015/001
VPA22664/023/001
VPA22664/030/001
VPA22670/001/001
VPA22664/124/001
VPA22622/012/001
VPA22664/139/001
VPA22664/139/002
VPA22664/140/001
VPA22664/140/002
VPA22664/140/003
VPA22664/140/004
VPA22664/008/001
VPA22664/093/001
VPA22664/012/001
VPA22664/094/004
VPA22664/072/001
VPA22664/072/002

Dechra Regulatory B.V.
Audevard Laboratories
Dechra Regulatory B.V.
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
Dechra Regulatory B.V.

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
NOD Apiary Ireland Ltd

Norbrook Laboratories (Ireland) Limited
Dechra Regulatory B.V.

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
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Noroclav Intramammary Suspension

Noroclox DC Intramammary

Suspension

Norodine 480 mg Tablets

Norodine Bolus

Norodine Equine Oral Paste
Norodine 24 % Solution for Injection
Noromectin Multi Injection

Noromectin Drench 0.8 mg/ml Oral

Solution for Sheep

Noromectin 1.87% Oral Paste for

Horses
Noropraz
Opticlox
Osphos
Ovuplant
Paramectin
Peptizole
Pestigon
Robonex
Solantel
Somulose
SynVet
Taurador
Thyronorm

Tialin 125 mg/ml

VPA22664/090/001
VPA22664/011/001

VPA22664/017/001
VPA22664/018/001
VPA22664/019/001
VPA22664/021/001
VPA22664/068/001
VPA22664/053/001

VPA22664/062/001

VPA22664/117/001
VPA22664/007/001
VPA22622/016/001
VPA22622/017/001
VPA22664/065/001
VPA22664/113/001
VPA22664/098/001
VPA22664/104/001
VPA22664/128/001
VPA22622/018/001
VPA22694/001/001
VPA22664/111/001
VPA22664/127/001
VPA22622/019/001

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Dechra Regulatory B.V.

Dechra Regulatory B.V.

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Dechra Regulatory B.V.

Equimed Pharma Ltd

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Dechra Regulatory B.V.
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Tialin 250 mg/ml VPA22622/019/002 Dechra Regulatory B.V.
Ultrapen LA VPA22664/045/001 Norbrook Laboratories (Ireland) Limited
Urilin VPA22622/020/001 Dechra Regulatory B.V.
Vetivex 1 VPA22622/021/001 Dechra Regulatory B.V.
Vetivex 11 (Hartmann's) VPA22622/022/001 Dechra Regulatory B.V.
Vetofol 10 mg/ml VPA22664/109/001 Norbrook Laboratories (Ireland) Limited
Vetoryl 10 mg VPA22622/023/001 Dechra Regulatory B.V.
Vetoryl 30 mg VPA22622/023/002 Dechra Regulatory B.V.
Vetoryl 60 mg VPA22622/023/003 Dechra Regulatory B.V.
Vetoryl 120 mg VPA22622/023/004 Dechra Regulatory B.V.
Vitesel VPA22664/034/001 Norbrook Laboratories (Ireland) Limited

Specific product updates (for animal record keeping purposes)

Products withdrawn in January 2019

Aquatet 100%w/w Oral Powder VPA10885/001/001 Pharmaq Ltd.

Hatchpak 1B H120 VPA10454/060/001 Boehringer Ingelheim Vetmedica
GmbH

Program Tablets 204.9mg VPA10835/024/002 Novartis Animal Health Ireland Ltd

Promone E 50 mg/ml VPA10438/079/001 Zoetis Ireland Limited

Thyroxyl 0.2 mg VPA10799/006/002 Dechra Ltd

Thyroxyl 0.3 mg VPA10799/006/003 Dechra Ltd

Thyroxyl 0.8 mg VPA10799/006/005 Dechra Ltd
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Veterinary Medicines - February 2019

New product authorisations in February 2019

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

Dexafast Dexamethasone Solution for injection Cats, Cattle, Dogs, Corticosteroid VPA10425/008/001 POM
Horses, Pigs
Tulaxa Tulathromycin Solution for injection Cattle, Pigs, Sheep Antibacterial VPA10774/058/001 POM

Products transferred in February 2019

Adrenacaine VPA22664/087/001 Norbrook Laboratories (Ireland) Limited
Calciject 40 VPA22664/031/001 Norbrook Laboratories (Ireland) Limited
Calciject LV VPA22664/044/001 Norbrook Laboratories (Ireland) Limited
Calciject 30 + 3 VPA22664/048/001 Norbrook Laboratories (Ireland) Limited
Carprieve 20 mg VPA22664/071/001 Norbrook Laboratories (Ireland) Limited
Carprieve 50 mg VPA22664/071/002 Norbrook Laboratories (Ireland) Limited
Carprieve 5 %w/v VPA22664/069/001 Norbrook Laboratories (Ireland) Limited
Carprieve 50 mg/ml VPA22664/080/001 Norbrook Laboratories (Ireland) Limited
Carprieve 20 mg VPA22664/091/001 Norbrook Laboratories (Ireland) Limited
Carprieve 50 mg VPA22664/091/002 Norbrook Laboratories (Ireland) Limited
Carprieve 100 mg VPA22664/091/003 Norbrook Laboratories (Ireland) Limited
Carprogesic 20 mg VPA22664/079/001 Norbrook Laboratories (Ireland) Limited
Carprogesic 50 mg VPA22664/079/002 Norbrook Laboratories (Ireland) Limited



Carprogesic 100 mg
Cefenil

Cefimam

Cefquinome Norbrook LC, 75 mg
Cefquinome Norbrook DC, 150 mg

Cepritect 250 mg
Closiver
Combifluke
Doranor

Enrocare 25 mg/ml
Enrocare 50 mg/ml
Enrocare 100 mg/ml
Enrotril Max
Enrotron 25 mg/ml
Enrotron 50 mg/ml
Enrotron 100 mg/ml
Equinor

Fiproclear 67 mg
Fiproclear 134 mg
Fiproclear 268 mg
Fiproclear 402 mg
Fiproclear 50 mg
Fleanil 67 mg
Fleanil 134 mg
Fleanil 268 mg

VPA22664/079/003
VPA22664/086/001
VPA22664/120/001
VPA22664/121/001
VPA22664/122/001
VPA22664/142/001
VPA22664/084/001
VPA22664/081/001
VPA22664/112/001
VPA10534/007/001
VPA10534/007/002
VPA10534/007/003
VPA22664/089/001
VPA10826/026/001
VPA10826/026/002
VPA10826/026/003
VPA22664/114/001
VPA22664/107/001
VPA22664/107/002
VPA22664/107/003
VPA22664/107/004
VPA22664/108/001
VPA22664/105/001
VPA22664/105/002
VPA22664/105/003

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Emdoka bvba

Emdoka bvba

Emdoka bvba

Norbrook Laboratories (Ireland) Limited
aniMedica GmbH

aniMedica GmbH

aniMedica GmbH

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
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Fleanil 402 mg

Fleanil 50 mg

Fleanil 2.5 mg/ml

Fleanil Combo 50 mg / 60 mg
Fleanil Combo 67 mg / 60.3 mg
Fleanil Combo 134 mg / 120.6 mg
Fleanil Combo 268 mg / 241.2 mg
Fleanil Combo 402 mg / 361.8 mg
Flick

Flunixin

Insecinor

Intubeaze 20 mg/ml

Lactatrim

Macromectin 0.8 mg/ml
Macromectin 0.5% w/v
Marbocare 20 mg/ml

Marbocare 100 mg/ml

Marbonor

Marbonor Solo

Multivitamin

Norador

Norbrook Fipronil 50 mg
Norbrook Fipronil 67 mg
Norbrook Fipronil 134 mg
Norbrook Fipronil 268 mg

VPA22664/105/004
VPA22664/106/001
VPA22664/002/001
VPA22664/132/001
VPA22664/136/001
VPA22664/136/002
VPA22664/136/003
VPA22664/136/004
VPA22664/126/001
VPA22664/046/001
VPA22664/119/001
VPA22622/014/001
VPA22664/042/001
VPA22664/075/001
VPA22664/076/001
VPA10534/006/001
VPA10534/006/002
VPA22664/100/001
VPA22664/101/001
VPA22664/033/001
VPA22664/110/001
VPA22664/096/001
VPA22664/097/001
VPA22664/097/002
VPA22664/097/003

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Dechra Regulatory B.V.

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Emdoka bvba

Emdoka bvba

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
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Norbrook Fipronil 402 mg

Norbrook Fipronil and (S)-Methoprene
50 mg / 60 mg

Norbrook Fipronil and (S)-Methoprene
67 mg / 60.3 mg

Norbrook Fipronil and (S)-Methoprene
134 mg / 120.6

Norbrook Fipronil and (S)-Methoprene
268 mg / 241.2 mg

Norbrook Fipronil and (S)-Methoprene
402 mg / 361.8

Normazole
Norocaine

Norocarp 50 mg/ml Solution for
Injection for Cattle

Norocarp Large Animal 5 %w/v
Solution for Injection for young cattle,
horses and ponies

Norocarp 20 mg Tablets for Dogs
Norocarp 50 mg Tablets for Dogs

Noroclav 500 mg Palatable Tablets for
Dogs

Noroclav 50 mg chewable flavoured
tablets for cats and dogs

Noroclav 250 mg chewable flavoured
tablets for cats and dogs

Noroclav 500 mg chewable flavoured
tablets for dogs

Noroclox DC Xtra

VPA22664/097/004
VPA22664/133/001

VPA22664/138/001

VPA22664/138/002

VPA22664/138/003

VPA22664/138/004

VPA22664/145/001
VPA22664/036/001
VPA22664/073/001

VPA22664/074/001

VPA22664/067/001

VPA22664/067/002
VPA22664/082/001

VPA22664/094/001

VPA22664/094/002

VPA22664/094/003

VPA22664/043/001

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
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Noromectin Premix 6 mg/g Premix for
Medicated Feeding Stuff for Swine

Noromectin 1.0% w/v Solution for
Injection for Pigs

Noromectin 1% w/v Solution for
Injection for Cattle and Pigs

Noromectin 1.0 % w/v Solution for
Injection for Sheep

Noroprim

NorOtic

Norworm

Oxyfluke

Parafend 2.265 %

Parafend 9.06 %

Parafend Plus

Paramectin 0.08%

Paramectin 0.5 %

Pestigon 67 mg

Pestigon 134 mg

Pestigon 268 mg

Pestigon 402 mg

Pestigon 2.5 mg/ml

PestiGon Combo 67 mg / 60.3 mg
PestiGon Combo 134 mg / 120.6 mg
PestiGon Combo 268 mg / 241.2 mg
PestiGon Combo 402 mg / 361.8 mg
PestiGon Combo 50 mg / 60 mg

VPA22664/063/001

VPA22664/064/001

VPA22664/051/001

VPA22664/059/001

VPA22664/037/001
VPA22664/125/001
VPA22664/050/001
VPA22664/141/001
VPA22664/040/001
VPA22664/041/001
VPA22664/070/001
VPA22664/061/001
VPA22664/066/001
VPA22664/095/001
VPA22664/095/002
VPA22664/095/003
VPA22664/095/004
VPA22664/001/001
VPA22664/135/001
VPA22664/135/002
VPA22664/135/003
VPA22664/135/004
VPA22664/131/001

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited
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Primectin 1% w/v
Primectin 0.5% w/v
Primidoxine
Resflam

Selapro 15 mg
Selapro 45 mg
Selapro 60 mg
Selapro 30 mg
Selapro 60 mg
Selapro 120 mg
Selapro 240 mg
Selapro 360 mg
Solvasol

Tauramox

Specific product updates (for animal record keeping purposes)

VPA22664/077/001
VPA22664/078/001
VPA22664/022/001
VPA22664/085/001
VPA22664/144/001
VPA22664/144/002
VPA22664/144/003
VPA22664/144/004
VPA22664/144/005
VPA22664/144/006
VPA22664/144/007
VPA22664/144/008
VPA22664/060/001
VPA22664/130/001

Products withdrawn in February 2019

Cross Vetpharm Group Limited

Mastiseal

Norocaine

Panacur SC 10% w/v
Panacur SC 2.5% w/v

VPA10960/078/001
VPA22664/036/001

VPA10996/110/001
VPA10996/114/001

Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited
Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland) Limited

Norbrook Laboratories (Ireland)

Limited
Intervet Ireland Limited

Intervet Ireland Limited
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Veterinary Medicines — March 2019

New product authorisations in March 2019
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VPA NUMBER

METHOD
OF

SUPPLY

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS
FORM
Alpha Ject infectious pancreatic Emulsion for injection Atlantic salmon Immunological -
necrosis virus, Inactivated Vaccine

inactivated, Listonella
anguillarum serotype
02a; al 104, Listonella
anguillarum serotype of1;
al 112, Aeromonas
salmonicida subsp.
salmonicida, al 2017,
Moritella viscosa, al 266,
Vibrio salmonicida al

1134
Hedylon 5mg Prednisolone Tablet Cats, Dogs Corticosteroid
Hedylon 25mg Prednisolone Tablet Dogs Corticosteroid
Tuloxxin Tulathromycin Solution for injection Cattle, Pigs, Sheep Antibacterial
Vetemex Maropitant Solution for injection Cats, Dogs Miscellaneous

Products transferred in March 2019

Acecare VPA10491/009/001 Ecuphar NV
Acomec 5 mg/ml VPA22693/023/001 ECO Animal Health Europe Limited

Acomec 10 mg/ml VPA22693/024/001 ECO Animal Health Europe Limited

VPA10804/005/001

VPA10425/009/001
VPA10425/009/002
VPA10774/057/001
VPA10810/016/001

POM

POM
POM
POM
POM



Alfaxan

Alfaxan Multidose 10 mg/ml solution

for injection for dogs, cats and pet
rabbits

Alfaxan Multidose 10 mg/ml solution

for injection for dogs and cats
Animec

Aqupharm 1

Agupharm 11

Beaphar Insecticidal Dog Shampoo
Beaphar Pump Action Flea Spray
Benazecare Flavour 5 mg
Benazecare Flavour 20 mg
Bimectin

Buprecare

Buprecare Multidose
Cartrophen Vet

Cefaseptin

Cephacare flavour 50 mg
Cephacare flavour 250 mg
Cephacare flavour 500 mg
Cephacare Flavour 1000 mg
Cosecure

Dugmectin

Ecomectin 6 mg/g

Ecomectin 5 mg/ml

VPA22751/001/001
VPA22751/002/001

VPA22751/003/001

VPA22693/008/001
VPA10491/010/001
VPA10491/011/001
VPA10455/004/001
VPA10455/005/001
VPA10491/006/001
VPA10491/006/002
VPA22693/019/001
VPA10491/004/001
VPA10491/004/002
VPA22748/001/001
VPA10983/044/001
VPA10491/005/001
VPA10491/005/002
VPA10491/005/003
VPA10491/005/004
VPA22033/054/001
VPA22693/010/001
VPA22693/011/001
VPA22693/003/001

Jurox (Ireland) Limited

Jurox (Ireland) Limited

Jurox (Ireland) Limited

ECO Animal Health Europe Limited
Ecuphar NV

Ecuphar NV

Beaphar B.V.

Beaphar B.V.

Ecuphar NV

Ecuphar NV

ECO Animal Health Europe Limited
Ecuphar NV

Ecuphar NV

Maperath Herbal Limited
Vetoquinol Ireland Limited
Ecuphar NV

Ecuphar NV

Ecuphar NV

Ecuphar NV

Bimeda Animal Health Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited

HPRA
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Ecomectin 18.7 mg/g
Ecomectin 6 mg/g
Ecomectin 10 mg/ml
Enrocare

Erythrocin
Fatromectin

Imec 10 mg/ml

Imec 5 mg/mi
Isocare

Kilo-mec 0.5 %

Kilo-mec 1%

Mastermectin 10 mg/ml

Mastermectin 0.5%
Osmonds

Qualimec

Qualimec Cattle Pour-on

Spectam Scour Halt
Spectam

Tizoval

Tricaine

Vetimec

VPA22693/009/001
VPA22693/013/001
VPA22693/001/001
VPA10491/007/004
VPA10815/061/001
VPA22693/006/001
VPA22693/007/001
VPA22693/005/001
VPA10491/008/001
VPA22693/018/001
VPA22693/020/001
VPA22693/021/001
VPA22693/022/001
VPA22693/017/001
VPA22693/002/001
VPA22693/004/001
VPA10815/059/001
VPA10815/060/001
VPA22693/012/001
VPA10804/006/001
VPA22693/014/001

ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
Ecuphar NV

Ceva Santé Animale

ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
Ecuphar NV

ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
ECO Animal Health Europe Limited
Ceva Santé Animale

Ceva Santé Animale

ECO Animal Health Europe Limited
PHARMAQ AS

ECO Animal Health Europe Limited

HPRA
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Health Products Regulatory Authority



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Specific product updates (for animal record keeping purposes)

Change to Withdrawal Periods

Closivet VPA22664/102/001 Norbrook Laboratories (Ireland) Limited

Products withdrawn in March 2019

Doranor VPA22664/112/001 Norbrook Laboratories (Ireland)
Limited

Norador VPA22664/110/001 Norbrook Laboratories (Ireland)
Limited

Potencil VPA10397/023/001 Elanco Europe Ltd



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines - April 2019

New product authorisations in April 2019

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

Arixil vet 5 mg Benazepril hydochloride Film-coated tablet Cats, Dogs Cardiovascular VPA10516/020/001 POM
Arixil vet 20 mg Benazepril hydochloride Film-coated tablet Dogs Cardiovascular VPA10516/020/002 POM
Clindabactin 55 mg Clindamycin Chewable tablet Cats, Dogs Antibacterial VPA22622/027/001 POM
Clindabactin 220 mg Clindamycin Chewable tablet Dogs Antibacterial VPA22622/028/001 POM
Clindabactin 440 mg Clindamycin Chewable tablet Dogs Antibacterial VPA22622/028/002 POM
EquiShield Inactivated equine Emulsion for injection Horses Immunological - VPA22622/025/001 POM

herpes virus ehv msv bio Inactivated Vaccine

82S
Fuselieve Betamethasone, Fusidic  Gel Dogs Corticosteroid VPA22664/147/001 POM

acid
Keytil Tilmicosin, Ketoprofen  Solution for injection Cattle Antibacterial VPA10516/019/001 VPO-1
Trymox LA Amoxicillin Suspension for injection = Cats, Cattle, Dogs, Pigs, Antibacterial VPA10990/051/001 POM

Sheep
Tyljet Tylosin Solution for injection Cattle, Goats, Pigs, Antibacterial VPA10815/055/001 POM
Sheep

Vetmulin Tiamulin hydrogen Solution for use in Chickens, Pigs Antibacterial VPA10782/009/002 POM

fumarate drinking water

Products transferred in April 2019

Apiguard VPA22752/001/001 Vita Bee Health Limited



Bilovet
Bovidec
Hornex

losan

Iso - Vet
Iverpraz
Proin 15 mg
Proin 50 mg
Selgian 8 kg
Selgian 20 kg
Selgian 40 kg
Vitofyllin 50 mg

Vitofyllin 100 mg

Specific product updates (for animal record keeping purposes)

VPA22033/055/001
VPA22783/001/001
VPA22762/001/001
VPA10795/004/001
VPA22583/001/001
VPA22664/148/001
VPA22713/001/001
VPA22713/001/002
VPA10815/062/001
VPA10815/062/002
VPA10815/062/003
VPA10660/002/001

VPA10660/002/002

Products withdrawn in April 2019

Bimeda Animal Health Limited
Benchmark Norway AS

Agri-Lloyd Limited

Ecolab Deutschland GmbH

Piramal Critical Care B.V.

Norbrook Laboratories (Ireland) Limited
Pegasus Laboratories Ireland Limited
Pegasus Laboratories Ireland Limited
Ceva Santé Animale

Ceva Santé Animale

Ceva Santé Animale

WDT - Wirtschaftsgenossenschaft deutscher
Tierarzte eG

WDT - Wirtschaftsgenossenschaft deutscher
Tierarzte eG

Avinew

Cobactan
CLIK 5 %
Demyrin

Flick

VPA10454/026/001

VPA10996/209/001
PVPA10960/001/001
VPA10397/028/001
VPA22664/126/001

Boehringer Ingelheim Vetmedica
GmbH

Intervet Ireland Limited
Cross Vetpharm Group Limited
Elanco Europe Ltd

Norbrook Laboratories (Ireland)
Limited

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority



Gallivac 1B88

Ingelvac M. hyo

Intradine

Salmovac

Teat Seal Non Antibiotic
Tribrissen

Virbakor 5 mg

Virbakor 20 mg

VPA10454/055/001

VPA10454/006/001

VPA10999/027/001
VPA10524/005/001
VPA10960/045/001
VPA10996/261/001
VPA10988/093/001
VPA10988/093/002

Boehringer Ingelheim Vetmedica
GmbH

Boehringer Ingelheim Vetmedica
GmbH

Norbrook Laboratories Limited
IDT Biologika GmbH

Cross Vetpharm Group Limited
Intervet Ireland Limited

Virbac S.A.

Virbac S.A.

HPRA
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Veterinary Medicines - May 2019

New product authorisations in May 2019
ACTIVE SUBSTANCE(S)

PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD

FORM

OF
SUPPLY

Animeloxan Meloxicam Solution for injection Cattle, Horses, Pigs N.S.A.l.D. VPA10826/025/001 POM
Cydectin Moxidectin Solution for injection Sheep Endectoparasiticides VPA10387/095/001 LM
Prazpronto Praziquantel Spot-on solution Cats Endoparasiticide VPA10987/165/001 CAM
PROBENCIL Benzylpenicillin procaine Suspension for injection = Cattle, Pigs Antibacterial VPA22009/001/001 POM
Procactive Benzylpenicillin procaine Suspension for injection = Cattle, Pigs Antibacterial VPA10495/006/001 POM
Salmoporc Salmonella typhimurium Lyophilisate and solvent  Pigs Immunological - Live VPA10524/008/001 POM
mutant, strain 421/125  for suspension for Vaccine
injection
Salmoporc Salmonella typhimurium Lyophilisate for Pigs Immunological - Live VPA10524/008/002 POM
mutant, strain 421/125  suspension Vaccine
Selehold 15 mg Selamectin Spot-on solution Cats, Dogs Endectoparasiticides VPA10774/053/001 POM
Selehold 45 mg Selamectin Spot-on solution Cats Endectoparasiticides VPA10774/053/002 POM
Selehold 60 mg Selamectin Spot-on solution Cats Endectoparasiticides VPA10774/053/003 POM
Selehold 30 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/054/001 POM
Selehold 60 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/054/002 POM
Selehold 120 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/054/003 POM
Selehold 240 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/054/004 POM
Selehold 360 mg Selamectin Spot-on solution Dogs Endectoparasiticides VPA10774/054/005 POM



HPRA
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Spasmipur Hyoscine butylbromide  Solution for injection Cattle, Horses, Pigs, Alimentary Tract VPA10801/013/001 POM

Sheep Preparation

Products transferred in May 2019

Bimastat VPA22033/001/001 Bimeda Animal Health Limited
Bimectin VPA22033/002/001 Bimeda Animal Health Limited
Bovimast DC VPA22033/003/001 Bimeda Animal Health Limited
CEEMAST VPA22033/004/001 Bimeda Animal Health Limited
Combizole VPA22033/006/001 Bimeda Animal Health Limited
Cyperguard VPA22033/007/001 Bimeda Animal Health Limited
Deltadot VPA22033/008/001 Bimeda Animal Health Limited
Dipen VPA22033/009/001 Bimeda Animal Health Limited
Duodip VPA22033/011/001 Bimeda Animal Health Limited
Ecofleece VPA22033/012/001 Bimeda Animal Health Limited
Ectoflits VPA22033/013/001 Bimeda Animal Health Limited
Ectospec VPA22033/014/001 Bimeda Animal Health Limited
Embotape VPA22033/015/001 Bimeda Animal Health Limited
Endospec 10% SC VPA22033/016/001 Bimeda Animal Health Limited
Endospec 2.5% SC VPA22033/017/001 Bimeda Animal Health Limited
Exodus VPA22033/018/001 Bimeda Animal Health Limited
Ezeepour VPA22033/019/001 Bimeda Animal Health Limited
Fasifree VPA22033/020/001 Bimeda Animal Health Limited
Helodip VPA22033/024/001 Bimeda Animal Health Limited
Keelogane VPA22033/025/001 Bimeda Animal Health Limited
Liceban VPA22033/026/001 Bimeda Animal Health Limited



Mastex

Maximec

Mectaject

Multimast

Osmonds Dry Cow
Osmonds Flexiben
Osmonds Goldfleece
Ovimec

Tetroxy

Zeromast

VPA22033/027/001
VPA22033/028/001
VPA22033/029/001
VPA22033/030/001
VPA22033/010/001
VPA22033/021/001
VPA22033/023/001
VPA22033/031/001
VPA22033/032/001
VPA22033/033/001

Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited

HPRA
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Veterinary Medicines - June 2019

New product authorisations in June 2019

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Curaflox Enrofloxacin Solution for injection Cats, Cattle, Dogs, Antibiotics VPA10440/003/001 POM
Goats, Pigs, Sheep
Laxatract Lactulose, liquid Syrup Cats, Dogs Alimentary Tract VPA10475/041/001 POM
Preparation
Milbetab Milbemycin oxime, Tablet Dogs Endoparasiticide VPA10987/135/001 POM
Praziquantel
Milbetrin Milbemycin oxime, Tablet Dogs Endoparasiticide VPA10987/137/001 POM
Praziquantel
Milipraz Milbemycin oxime, Tablet Dogs Endoparasiticide VPA10987/136/001 POM
Praziquantel
Parofor crypto Paromomycin Oral solution Cattle Antibacterial VPA10782/035/001 POM
Solupam Diazepam Solution for injection Cats, Dogs Neurological Preparations VPA10475/142/001 VPO
Tilmovet Tilmicosin Solution for injection Cattle, Sheep Antibacterial VPA10782/032/001 VPO

Products transferred in June 2019

Abinex Forte VPA22033/035/001 Bimeda Animal Health Limited
Apivar VPA22827/001/001 Veto-Pharma SAS

Bilosin VPA22033/036/001 Bimeda Animal Health Limited
Bimadine VPA22033/037/001 Bimeda Animal Health Limited

Bimectin 1% w/v Solution for Injection VPA22033/056/001 Bimeda Animal Health Limited



Bimectin Horse Oral Paste
Bimeprine
Bimotrim Co
Bimoxyl
Bovimec
Bovimectin
Cronyxin
Dectospot
Ectofly
Endofluke
Flunazine
Fortemec
Kefamast
Marbim
Maximec
Mectaject
Nullamec
Oxycomplex NS
Porcimec
Porcimectin
Procillin
Tetroxy LA
Trimectin
Turbomec

Vermisole 75 mg/ml Solution for
Injection

VPA22033/049/001
VPA22033/057/001
VPA22033/038/001
VPA22033/039/001
VPA22033/050/001
VPA22033/051/001
VPA22033/040/001
VPA22033/058/001
VPA22033/059/001
VPA22033/060/001
VPA22033/061/001
VPA22033/022/001
VPA22033/041/001
VPA22033/062/001
VPA22033/063/001
VPA22033/064/001
VPA22033/066/001
VPA22033/042/001
VPA22033/052/001
VPA22033/053/001
VPA22033/043/001
VPA22033/044/001
VPA22033/069/001
VPA22033/070/001
VPA22033/045/001

Bimeda Animal Health Limited
Cross Vetpharm Group Ltd.

Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited
Bimeda Animal Health Limited

HPRA

An tUdaras Rialala Tairgi Slainte
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Vermisole Worm Drench for Cattle and VPA22033/046/001 Bimeda Animal Health Limited
Sheep
Vitamin B1 VPA22033/047/001 Bimeda Animal Health Limited

Vitamin K1 VPA22033/048/001 Bimeda Animal Health Limited



Veterinary Medicines - July 2019

New product authorisations in July 2019

ACTIVE SUBSTANCE(S)

PHARMACEUTICAL
FORM

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

VPA NUMBER

METHOD
OF
SUPPLY

Bovilis INtranasal RSP Live

Dexashot

Equibactin

Inmeva

Nexmectin
Parofor
Promec

Propodine

Semeclef 200 mg
Semeclef 1000 mg

Bovine respiratory

Lyophilisate and solvent

syncytial virus (live) strain for suspension for nasal

Jencine-2013, Bovine

parainfluenza virus type 3

(live) strain INT2-2013

Dexamethasone

Sulfadiazine,
Trimethoprim

Chlamydophila abortus
strain A22 inactivated,
Salmonella enterica
subsp. enterica serovar
Abortusovis strain Sao

Ivermectin
Paromomycin sulfate
Ivermectin

Propofol

Cefadroxil

Cefadroxil

administration

Solution for injection

Oral powder

Suspension for injection

Oral paste
Oral solution
Oral paste

Emulsion for
injection/infusion

Tablet
Tablet

Cattle

Cats, Cattle, Dogs,
Horses, Pigs

Horses

Sheep

Horses
Goats, Sheep
Horses

Cats, Dogs

Cats, Dogs
Dogs

Immunological - Live
Vaccine

Corticosteroid

Antibiotics

Immunological -
Inactivated Vaccine

Endoparasiticide
Antibiotics
Endoparasiticide

Anaesthetic/Analgesic

Antibiotics
Antibiotics

VPA10996/276/001

VPA20742/003/001

VPA10475/037/001

VPA10846/018/001

VPA22693/015/001
VPA10782/033/001
VPA22693/016/001
VPA10475/045/001

VPA10440/004/001
VPA10440/004/002

POM (E)

POM

POM

POM

LM
POM
LM
VPO

POM
POM
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Sympagesic Metamizole sodium Solution for injection Cattle, Dogs, Horses, Miscellaneous VPA10475/046/001 POM
monohydrate, Hyoscine Pigs
butylbromide

Products transferred in July 2019

Carprieve VPA22664/071/003 Norbrook Laboratories (Ireland) Limited
Curaflox VPA10836/005/001 FATRO S.p.A.

Multishield DC VPA22033/065/001 Bimeda Animal Health Limited
Ovimectin VPA22033/067/001 Bimeda Animal Health Limited
Tetracure VPA22033/068/001 Bimeda Animal Health Limited

Specific product updates (for animal record keeping purposes)

Change to Target Species
Cefaseptin VPA10983/044/001 Vetoquinol Ireland Limited
Distocur VPA10454/032/001 Boehringer Ingelheim Vetmedica GmbH

Change to product name

Solu-Flox 100 mg/ml Solution Mycomas 100 mg/ml VPA10990/047/001 Univet Limited
for use in drinking water Solution for use in drinking
water



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines — August 2019

New product authorisations in August 2019

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Belavit Retinol palmitate, all-  Solution for injection Cattle, Dogs, Horses,  Vitamins and minerals VPA10445/006/001 LM
rac-alpha-Tocopheryl Pigs
acetate, Cholecalciferol
concentrate
Florolab Florfenicol Solution for use in Pigs Antibacterial VPA10516/022/001 POM
drinking water
Metrovis 100 mg Metronidazole Tablet Cats, Dogs Antibacterial VPA10425/011/001 POM
Metrovis 250 mg Metronidazole Tablet Cats, Dogs Antibacterial VPA10425/011/002 POM
Metrovis 750 mg Metronidazole Tablet Cats, Dogs Antibacterial VPA10425/011/003 POM
Piresol Paracetamol Solution for use in Pigs N.S.A.I.D. VPA10790/014/001 POM

drinking water

Suiseng F4ab fimbrial adhesin of Suspension for injection  Pigs Immunological VPA10846/019/001 LM
e.coli, F4ac fimbrial
adhesin of e.coli, F5
fimbrial adhesin of e.coli,
F6 fimbrial adhesin of e.
coli, Lt enterotoxoid of e.
coli, Clostridium
perfringens, type C
toxoid, Clostridium novyi,
type B toxoid

Versican Plus Bordetella Lyophilisate + solvent for Dogs Immunological - Live VPA10387/097/001 POM
bronchiseptica, live suspension Vaccine



HPRA
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Products transferred in August 2019

Distocur VPA10791/013/001 Dopharma Research B.V.
Euthatal VPA10791/012/001 Dopharma Research B.V.
Semelcef 200 mg VPA10836/006/001 Fatro S.p.A.

Semelcef 1000 mg VPA10836/006/002 Fatro S.p.A.

Vulketan VPA10481/003/001 Audevard

Specific product updates (for animal record keeping purposes)

Change to product name

Aderexa 16 mg/40 mg film-
coated tablets for cats
weighing at least 2 kg

Aderexa 4 mg/10 mg film-
coated tablets for small cats
and kittens weighing at least
0.5 kg

Amcofen 16 mg/40 mg film-
coated tablets for cats
weighing at least 2 kg

Amcofen 4 mg/10 mg film-
coated tablets for small cats
and kittens weighing at least
0.5 kg

Milgusto 16 mg/40 mg VPA10774/064/002
chewable tablets for cats

weighing at least 2 kg

Milgusto 4 mg/10 mg VPA10774/064/001
chewable tablets for small
cats and kittens weighing at

least 0.5 kg

Milpragold 16 mg/40 mg VPA10774/060/002
chewable tablets for cats

weighing at least 2 kg

Milpragold 4 mg/10 mg VPA10774/060/001
chewable tablets for small
cats and kittens weighing at

least 0.5 kg

Krka, d.d., Novo mesto

Krka, d.d., Novo mesto

Krka, d.d., Novo mesto

Krka, d.d., Novo mesto



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Products withdrawn in August 2019

Stellamune Once VPA22020/041/001 Elanco GmbH



HPRA
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Veterinary Medicines — September 2019

New product authorisations in September 2019

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

Albex Albendazole Oral suspension Cattle Endoparasiticide VPA10987/123/001 LM
Amproline Amprolium (as Solution for use in Chickens, Turkeys Coccidiostats VPA10453/002/001 POM

hydrochloride) drinking water
Cardisure Pimobendan Oral solution Dogs Cardiovascular VPA22622/026/001 POM
Dalmaprost d-Cloprostenol Solution for injection Cattle, Horses, Pigs Hormone VPA10440/005/001 POM
Hemosilate Etamsylate Solution for injection Cats, Cattle, Dogs, Cardiovascular VPA10389/004/001 VPO

Goats, Horses, Pigs,
Sheep
Intra Zinc disodium EDTA Solution for use in Pigs Miscellaneous VPA10409/001/001 POM
drinking water
Metrocare 250 mg Metronidazole Tablet Cats, Dogs Alimentary Tract VPA10491/012/001 POM
Preparation
Metrocare 500 mg Metronidazole Tablet Cats, Dogs Alimentary Tract VPA10491/012/002 POM
Preparation

Procamidor Procaine hydrochloride, Solution for injection Cattle, Horses, Pigs, Anaesthetic/Analgesic VPA10801/014/001 VPO

Adrenaline tartrate Sheep
Tramadol 50 mg tablets for Tramadol hydrochloride Tablet Dogs Anaesthetic/Analgesic VPA10988/111/001 POM
dogs
Tramadol 50 mg/ml Tramadol hydrochloride Solution for injection Dogs Anaesthetic/Analgesic VPA10988/112/001 VPO

solution for injection for
dogs



Products transferred in September 2019

Proposure VPA22873/001/001 Axience

Specific product updates (for animal record keeping purposes)

Change to product name

Gallivac SE Salmovac 440 Lyophilisate ~ VPA10524/007/001 IDT Biologika GmbH
for use in drinking water

Products withdrawn in September 2019

Felocell CVR VPA10047/021/001 Elanco Animal Health, Eli Lilly and
Company Limited

NorOtic VPA22664/125/001 Norbrook Laboratories (Ireland)
Limited

Super Gold VPA10845/002/001 Dairygold Co-op Society Ltd.

HPRA
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Veterinary Medicines — October 2019

New product authorisations in October 2019

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Biosuis Salmonella enterica Emulsion for injection Pigs Immunological - VPA22028/001/001 POM
subsp. enterica sv. Inactivated Vaccine

Typhimurium (wild type,
fagotype: DT104),
Salmonella enterica
subsp. enterica sv. Derby
(wild type, PFGE type:
De1), Salmonella enterica
subsp. enterica sv.
Infantis (wild type)

Continence Phenylpropanolamine  Syrup Dogs Miscellaneous VPA10440/006/001 POM
EKYFLOGYL Prednisolone, Lidocaine  Gel Horses Corticosteroid VPA10481/002/001 POM
Imidacloprid Imidacloprid Spot-on solution Cats, Dogs, Rabbits Ectoparasiticide VPA10987/139/001 POM
Imidacloprid Imidacloprid Spot-on solution Cats, Rabbits Ectoparasiticide VPA10987/139/002 POM
Imidacloprid 100mg Imidacloprid Spot-on solution Dogs Ectoparasiticide VPA10987/139/003 POM
Imidacloprid 250mg Imidacloprid Spot-on solution Dogs Ectoparasiticide VPA10987/139/004 POM
Imidacloprid 400mg Imidacloprid Spot-on solution Dogs Ectoparasiticide VPA10987/139/005 POM

Nandrosol Nandrolone laurate Solution for injection Cats, Dogs Hormone VPA10810/015/001 POM



Products transferred in October 2019

Continence VPA10836/008/001 Fatro S.p.A
Florolab VPA10402/003/001 Vetpharma Animal Health S.L
Porcilis Ery+Parvo+Lepto VPA10996/279/001 Intervet Ireland Limited

Specific product updates (for animal record keeping purposes)

Products withdrawn in October 2019

FLUKIVER VPA22020/038/001 Elanco GmbH

HPRA
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Veterinary Medicines - November 2019

New product authorisations in November 2019

ACTIVE SUBSTANCE(S)

PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY

Canishield Deltamethrin Medicated collar Dogs Ectoparasiticide VPA10455/003/002 POM
Doxycare 40mg Doxycycline hyclate Tablet Cats, Dogs Antibiotics VPA10491/013/001 POM
Doxycare 200mg Doxycycline hyclate Tablet Cats, Dogs Antibiotics VPA10491/013/002 POM
Equipred Prednisolone Tablet Horses Corticosteroid VPA10810/017/001 POM
Exidot 40mg Imidacloprid Spot-on solution Cats, Dogs, Rabbits Endectoparasiticides VPA10987/138/001 POM
Exidot 80mg Imidacloprid Spot-on solution Cats, Rabbits Endectoparasiticides VPA10987/138/002 POM
Exidot 100mg Imidacloprid Spot-on solution Dogs Endectoparasiticides VPA10987/138/003 POM
Exidot 250mg Imidacloprid Spot-on solution Dogs Endectoparasiticides VPA10987/138/004 POM
Exidot 400mg Imidacloprid Spot-on solution Dogs Endectoparasiticides VPA10987/138/005 POM
Huveflor Florfenicol Granules for use in Pigs Antibacterial VPA10782/034/001 POM
drinking water
Porcilis Lawsonia Inactivated Lawsonia Lyophilisate and solvent  Pigs Immunological - VPA10996/278/001 POM

intracellularis strain Inactivated Vaccine

SPAH-08

for emulsion for injection

Products transferred in November 2019

Dalmaprost VPA10836/009/001 FATRO S.p.A.

Fortemec VPA10915/011/001 Ancare Ireland Ltd.



Specific product updates (for animal record keeping purposes)

Change to product name

Veloxa Cat 80/20 mg Helmex Cat 80 mg/20 mg  VPA10407/002/001 ZYLAVET Pharmaceuticals Ltd
chewable tablets for cats Chewable Tablets for Cats
CURAFLOX 50 mg/ml solution VALEMAS 50 mg/ml solution VPA10836/005/001 FATRO S.p.A.
for injection for cattle, sheep, for injection for cattle,
goats, pigs dogs and cats sheep, goats, pigs, dogs and
cats.

Products withdrawn in November 2019

Pulmotil VPA10047/015/001 Elanco Animal Health, Eli Lilly and
Company Limited

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority



Veterinary Medicines — December 2019

Specific product updates (for animal record keeping purposes)

Products withdrawn in December 2019

Prilocard 1.25 mg
Prilocard 2.5 mg
Prilocard 5 mg
Tylovet

VPA10826/015/001
VPA10826/015/002
VPA10826/015/003
VPA10989/008/001

aniMedica GmbH
aniMedica GmbH
aniMedica GmbH
Eurovet Animal Health B.V.

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority
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