HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines - January 2020

New product authorisations in January 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Bonharen IVN Sodium hyaluronate Solution for injection Dogs, Horses Miscellaneous VPA22837/001/001 VPO
Calmafusion Calcium gluconate for Solution for infusion Cattle, Pigs, Sheep Vitamins and minerals VPA22812/001/001 POM

injection, Magnesium
chloride hexahydrate,

Boric acid
Firodyl 62.5 mg Firocoxib Chewable tablet Dogs N.S.A.I.D. VPA10815/057/001 POM
Firodyl 250 mg Firocoxib Chewable tablet Dogs N.S.A.I.D. VPA10815/057/002 POM
Ridaworm 40 mg Praziquantel Spot-on solution Cats Endoparasiticide VPA10987/164/002 CAM
Ridaworm 60 mg Praziquantel Spot-on solution Cats Endoparasiticide VPA10987/164/003 CAM
Ridaworm 20mg Praziquantel Spot-on solution Cats Endoparasiticide VPA10987/164/001 CAM

Products transferred in January 2020

Ovimec VPA10915/012/001 Ancare Ireland Ltd.



Specific product updates (for animal record keeping purposes)

Change to product name

Osmonds Goldfleece Fly and  Gold Fleece Sheep Dip 60 % VPA22033/023/001

Winter Dip 60% w/w w/w Concentrate for Dip
Concentrate for Dip Solution  Solution

Products withdrawn in January 2020

Bimeda Animal Health Limited

Cephorum VPA22007/001/001
Colistin Apsa VPA10500/001/002
Enrofloxacin Krka VPA10774/024/001
Enro-Sleecol VPA10774/025/001
Enrox VPA10774/003/001

Forum Animal Health Limited
Andres Pintaluba S.A.

Krka, d.d., Novo mesto

Krka, d.d., Novo mesto

Krka, d.d., Novo mesto
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Veterinary Medicines — February 2020

New product authorisations in February 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Cosacthen Tetracosactide Solution for injection Dogs Miscellaneous VPA22622/001/001 VPO
Fleatix Combo 134 Fipronil, (S)-methoprene Spot-on solution Dogs Ectoparasiticide VPA10987/106/008 LM

mg/120.6 mg Spot-on

Solution for Medium Dogs

Fleatix Combo 402 Fipronil, (S)-methoprene Spot-on solution Dogs Ectoparasiticide VPA10987/106/006 LM
mg/361.8 mg Spot-on

Solution for Extra Large

Dogs

Fleatix Combo 268 Fipronil, (S)-methoprene Spot-on solution Dogs Ectoparasiticide VPA10987/106/007 LM
mg/241.2 mg Spot-on

Solution for Large Dogs

Fleatix Combo 67 mg/60.3  Fipronil, (S)-methoprene Spot-on solution Dogs Ectoparasiticide VPA10987/106/005 LM

mg Spot-on Solution for

Small Dogs

Fleatix Combo 50mg/60mg  Fipronil, (S)-methoprene Spot-on solution Cats, Ferrets Ectoparasiticide VPA10987/106/009 LM

Glucadex Dexamethasone Solution for injection Cats, Cattle, Dogs, Corticosteroid VPA22633/001/001 POM
Goats, Horses, Pigs

Moxodex 5mg/ml Moxidectin Pour-on solution Cattle Endectoparasiticides VPA10987/129/001 LM

Products transferred in February 2020

Z-ltch VPA22969/001/001 Floris Holding BV
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Specific product updates (for animal record keeping purposes)

Change to product name

CEVAC(r) TRANSMUNE CEVAC TRANSMUNE VPA10815/005/001 Ceva Santé Animale
lyophilisate for suspension
for injection with solvent for
chickens

Products withdrawn in February 2020

Calciject VPA22664/048/001 Norbrook Laboratories (Ireland)
Limited

Noroclav VPA22664/094/004 Norbrook Laboratories (Ireland)
Limited

Norodine VPA22664/018/001 Norbrook Laboratories (Ireland)
Limited

Noromectin 1.0% Solution or Injection for VPA22664/064/001 Norbrook Laboratories (Ireland)

pigs Limited

Noromectin Premix 6 mg/g Premix for VPA22664/063/001 Norbrook Laboratories (Ireland)

Medicated Feeding Stuff for Swine Limited

Parafend VPA22664/041/001 Norbrook Laboratories (Ireland)
Limited

Primectin VPA22664/077/001 Norbrook Laboratories (Ireland)

Limited



Veterinary Medicines — March 2020

New product authorisations in March 2020

ACTIVE SUBSTANCE(S)

Fiprex Duo 50mg + 60mg  Fipronil, (S)-methopene

Fiprex Duo L 268mg +
241.2mg

(S)-methoprene, Fipronil

Fiprex Duo M 134mg +
120.6mg

(S)-methoprene, Fipronil

Fiprex Duo S 67mg +
60.3mg

Fiprex Duo XL 402mg +
361.8mg

(S)-methoprene, Fipronil

(S)-methoprene, Fipronil

Imoxicate 40mg/4mg for
small cats and ferrets

Imidacloprid, Moxidectin

Imoxicate 40mg/10mg
For small dogs

Imidacloprid, Moxidectin

Imoxicate 100mg/25mg for Imidacloprid, Moxidectin
medium dogs

Imoxicate 250mg/62.5mg
for large dogs

Imidacloprid, Moxidectin

Imoxicate 400mg/100mg
for extra large dogs

Imidacloprid, Moxidectin

Imoxicate 80mg/8mg for  Imidacloprid, Moxidectin

large cats

Lismay Spectinomycin,
Lincomycin

Sedanol Azaperone

PHARMACEUTICAL

FORM

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Powder for use in

drinking water

Solution for injection

Cats, Ferrets

Dogs

Dogs

Dogs

Dogs

Cats, Ferrets

Dogs

Dogs

Dogs

Dogs

Cats

Pigs

Pigs

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Endectoparasiticides

Endectoparasiticides

Endectoparasiticides

Endectoparasiticides

Endectoparasiticides

Endectoparasiticides

Antibacterial

Sedative

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

VPA NUMBER METHOD

OF
SUPPLY

VPA20742/005/001 POM
VPA20742/004/003 POM

VPA20742/004/002 POM
VPA20742/004/001 POM
VPA20742/004/004 POM
VPA10774/065/001 POM
VPA10774/067/001 POM
VPA10774/067/002 POM
VPA10774/067/003 POM
VPA10774/067/004 POM
VPA10774/066/001 POM
VPA10436/004/001 POM

VPA10801/015/001 POM



Products transferred in March 2020

Bovidec VPA22980/001/001 Benchmark Animal Health Norway AS (trading as
Benchmark Animal Health)
Novomate VPA22931/001/001 Lohmann Pharma Herstellung GmbH

Specific product updates (for animal record keeping purposes)

Change to product name

Ecomectin Cattle Pour-on Ecomectin 5 mg/ml Pour-on VPA22693/003/001 ECO Animal Health Europe Limited
Solution for Cattle

Eprinex Multi Eprinex Multi 5 mg/ml pour- VPA10454/034/001 Boehringer Ingelheim Vetmedica
on for beef and dairy cattle, GmbH

sheep and goats

Products withdrawn in March 2020

Amphen VPA10782/020/001 Huvepharma NV
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Veterinary Medicines — April 2020

New product authorisations in April 2020

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

SUPPLY

Isothesia Isoflurane Inhalation vapour, liquid = Cats, Dogs, Ferrets, Anaesthetic/Analgesic VPA22583/002/001 VPO
Gerbils, Guinea pigs,
Hamsters, Horses, Mice,
Ornamental birds, Rats,
Reptiles, Chinchillas

Products transferred in April 2020

Propodine VPA22622/034/001 Dechra Regulatory B.V.
Sympagesic VPA22622/033/001 Dechra Regulatory B.V.



Specific product updates (for animal record keeping purposes)

Change to product name

Vetimec 18.7 mg/g Oral Paste Dugmectin 18.7 mg/g Oral VPA22693/010/001 ECO Animal Health Europe Limited
for Horses Paste for Horses

Controline 134 mg Spot-on  Fipnil 134 mg Spot-on VPA10987/095/002 Chanelle Pharmaceuticals
Solution for medium dogs Solution for medium dogs Manufacturing Limited
Controline 268 mg Spot-on  Fipnil 268 mg Spot-on VPA10987/095/003 Chanelle Pharmaceuticals
Solution for large dogs Solution for large dogs Manufacturing Limited
Controline 402 mg Spot-on  Fipnil 402 mg Spot-on VPA10987/095/004 Chanelle Pharmaceuticals
Solution for extra large dogs  Solution for extra large dogs Manufacturing Limited
Controline 50 mg Spot-on Fipnil 50 mg Spot-on VPA10987/096/001 Chanelle Pharmaceuticals
Solution for Cats solution for Cats Manufacturing Limited
Controline 67 mg Spot-on Fipnil 67 mg Spot-on VPA10987/095/001 Chanelle Pharmaceuticals
Solution for small dogs Solution for small dogs Manufacturing Limited
Alphalec DC 250 mg Terrexine DC 250 mg VPA10990/052/001 Univet Limited

Intramammary Suspension for
Dry Cows

Intramammary Suspension
for Dry Cows

Products withdrawn in April 2020

HYPERMUNE-RE Equine Plasma VPA10662/001/001 Veterinary Immunogenics Ltd

Vetmulin 125mg VPA10782/009/001

Huvepharma NV
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Veterinary Medicines — May 2020

New product authorisations in May 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Avishield Avian infectious Lyophilisate for Chickens Immunological - Live VPA10405/005/001 POM
bronchitis virus, live oculonasal Vaccine

suspension/use in
drinking water

Enrocat Enrofloxacin Oral suspension Cats Antibiotics VPA10425/010/001 POM

Gastazole Omeprazole Oral paste Horses Alimentary Tract VPA10987/124/001 POM
Preparation

Prolusyn Gonadorelin Acetate Solution for injection Cattle Hormone VPA22776/002/001 POM

Propomitor Propofol Emulsion for Cats, Dogs Anaesthetic/Analgesic VPA10664/008/001 VPO

injection/infusion

Zorabel Toltrazuril Oral suspension Pigs Coccidiostats VPA10516/024/001 POM



Products transferred in May 2020

Alvebuton VPA16142/003/001 V.M.D. n.v.
Alvegesic vet. VPA16142/002/001 V.M.D. n.v.
AQUAVAC PD VPA10996/281/001 Intervet Ireland Limited

Specific product updates (for animal record keeping purposes)

Change to product name

Toltranil 50 mg/ml oral Coxaclear 50 mg/ml oral VPA10774/008/001 Krka, d.d., Novo mesto
suspension for pigs, cattle and suspension for pigs, cattle

sheep and sheep

Osmonds Flexiben 10% SC Flexiben 10% SC Oral VPA22033/021/001 Bimeda Animal Health Limited

Oral Suspension Suspension
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Veterinary Medicines - June 2020

New product authorisations in June 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL PHARMACEUTICAL SPECIES VPA NUMBER
FORM FORM
Octacillin Amoxicillin trihydrate Powder for use in Pigs Antibacterial VPA10989/073/001 POM
drinking water
Optomease Benzocaine Concentrate for solution = Atlantic salmon, Trout  Anaesthetic/Analgesic VPA10988/114/001 POM
for fish treatment
Peptaleve Omeprazole Oral paste Horses Alimentary Tract VPA22664/149/001 POM
Preparation
Prinocate 40 mg/4 mg for  Imidacloprid, Moxidectin Spot-on solution Cats, Ferrets Endectoparasiticides VPA10774/068/001 POM
small cats and ferrets
Prinocate 80 mg/8 mg for  Imidacloprid, Moxidectin Spot-on solution Cats Endectoparasiticides VPA10774/069/001 POM
large cats
Prinocate 40 mg/10 mg for Imidacloprid, Moxidectin Spot-on solution Dogs Endectoparasiticides VPA10774/070/001 POM
small dogs
Prinocate 100 mg/25 mg Imidacloprid, Moxidectin Spot-on solution Dogs Endectoparasiticides VPA10774/070/002 POM
for medium dogs
Prinocate 250 mg/62.5 mg Imidacloprid, Moxidectin Spot-on solution Dogs Endectoparasiticides VPA10774/070/003 POM
for large dogs
Prinocate 400 mg/100 mg  Imidacloprid, Moxidectin Spot-on solution Dogs Endectoparasiticides VPA10774/070/004 POM
for extra large dogs
Spasmalgan compositum  Metamizole sodium Solution for injection Cattle, Dogs, Horses, Spasmolytic VPA10539/007/001 POM
monohydrate, Hyoscine Pigs

butylbromide
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Products transferred in June 2020

Bayer Dog Tasty Bone 150/144/50 VPA10513/009/001 Bayer Animal Health GmbH
mg tablets

Bayer Dog Tasty Bone XL VPA10513/009/002 Bayer Animal Health GmbH
525/504/175 mg tablets

Big Cat Wormer film-coated VPA10513/006/001 Bayer Animal Health GmbH
tablets

Droncit tablets 50 mg VPA10513/001/001 Bayer Animal Health GmbH
Drontal Plus tablets 150/144/50  VPA10513/002/001 Bayer Animal Health GmbH
mg

Drontal Plus XL tablets VPA10513/002/002 Bayer Animal Health GmbH
175/504/525 mg

Drontal Plus Flavour bone shaped VPA10513/002/003 Bayer Animal Health GmbH
tablets 144/50/150 mg

Drontal Cat tablets 20/230 mg VPA10513/003/001 Bayer Animal Health GmbH
Drontal Plus Flavour tablets for VPA10513/007/001 Bayer Animal Health GmbH
dogs 150/144/50 mg

Drontal Dog Tasty Bone tablets ~ VPA10513/008/001 Bayer Animal Health GmbH
150/144/50 mg

Drontal Dog Tasty Bone XL tablets VPA10513/008/002 Bayer Animal Health GmbH
525/504/175 mg

Drontal Dog Tasty Bone Multi- VPA10513/010/001 Bayer Animal Health GmbH
worm tablets150/144/50 mg

Drontal Oral Suspension for VPA10513/004/001 Bayer Animal Health GmbH
puppies 15/5 mg

Drontal Plus XL Flavour tablets for VPA10513/005/001 Bayer Animal Health GmbH

dogs



Products transferred in June 2020

Drontal Tasty Bone VPA10513/011/001
Wormer XL 525/504/175
mg tablets

Drontal Cat XL Film- VPA10513/003/002
coated tablets 30/345 mg

Drontal Tasty Bone VPA10513/011/002
Wormer XL 525/504/175
mg tablets

Drontal Tasty Bone Multi- VPA10513/010/002
Worm XL 525/504/175
mg tablets

Bayer Animal Health GmbH

Bayer Animal Health GmbH

Bayer Animal Health GmbH

Bayer Animal Health GmbH
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Specific product updates (for animal record keeping purposes)

Change to product name

Terrexine Intramammary Terrexine LC VPA10990/023/001 Univet Limited
Suspension Intramammary Suspension

for lactating cows
Ubroseal Dry Cow 2.6 g Ubroseal blue Dry Cow 2.6 VPA10990/049/001 Univet Limited
intramammary suspension g intramammary
for cattle suspension for cattle

Products withdrawn in June 2020

Carprogesic VPA22664/079/003 Norbrook Laboratories (Ireland)
Limited
Dipal VPA10908/001/001 Delaval Ireland Ltd

Suvaxyn Parvo/E VPA10387/070/001 Zoetis Belgium S.A.



Veterinary Medicines - July 2020

New product authorisations in July 2020
ACTIVE SUBSTANCE(S)

PHARMACEUTICAL
FORM

SPECIES

DRUG CLASS

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

VPA NUMBER

METHOD
OF
SUPPLY

Avishield IBD Plus Avian infectious bursal
disease virus, live

Ketabel 100mg/ml solution Ketamine hydrochloride
for injection

Musteligen D Canine Distemper Virus,
Strain Lederle, Live

Pimotab 1.25 mg chewable Pimobendan
tablets for dogs

Pimotab 2.5 mg chewable  Pimobendan
tablets for dogs

Pimotab 5 mg chewable Pimobendan
tablets for dogs

Pimotab 10 mg chewable  Pimobendan
tablets for dogs

Pimotab 15 mg chewable  Pimobendan
tablets for dogs

Lyophilisate for use in
drinking water

Solution for injection

Lyophilisate and solvent
for suspension for
injection

Chewable tablet
Chewable tablet
Chewable tablet

Chewable tablet

Chewable tablet

Chickens

Cats, Cattle, Dogs,
Goats, Guinea pigs,
Hamsters, Horses, Mice,
Pigs, Rabbits, Rats,
Sheep

Ferrets

Dogs

Dogs

Dogs

Dogs

Dogs

Immunological - Live
Vaccine

Anaesthetic/Analgesic

Vaccines

Cardiovascular

Cardiovascular

Cardiovascular

Cardiovascular

Cardiovascular

VPA10405/006/001

VPA10445/005/001

VPA10988/113/001

VPA10810/018/001

VPA10810/018/002

VPA10810/018/003

VPA10810/018/004

VPA10810/018/005

POM

VPO

POM

POM

POM

POM

POM

POM
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New product authorisations in July 2020

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

STENOROL CRYPTO Halofuginone Base (As  Oral solution Cattle Coccidiostats VPA10782/036/001 POM
lactate salt)
Tulieve Tulathromycin Solution for injection Cattle, Pigs, Sheep Antibacterial VPA22664/146/001 POM

Products transferred in July 2020

Salmoporc lyophilisate and solvent for VPA10815/064/001 Ceva Santé Animale
suspension for injection for pigs

Salmoporc lyophilisate for oral VPA10815/064/002 Ceva Santé Animale
suspension for pigs

Salmovac 440 VPA10815/063/001 Ceva Santé Animale

Specific product updates (for animal record keeping purposes)

Change to product name

Huveflor 200 mg/g granules  Amphen 200 mg/g granules VPA10782/034/001 Huvepharma NV
for use in drinking water for  for use in drinking water for

pigs pigs



Products withdrawn in July 2020

Clearspot 40 mg Spot-On Solution for Small  VPA10999/165/001
Cats and Small Dogs

Clearspot 80 mg Spot-On Solution for Large  VPA10999/165/002
Cats

Clearspot 100 mg Spot-On Solution for VPA10999/165/003
Medium Dogs

Clearspot 250 mg Spot-on Solution for Large VPA10999/165/004
Dogs

Clearspot 400 mg Spot-on Solution for Very  VPA10999/165/005
Large Dogs

Norbrook Laboratories Limited

Norbrook Laboratories Limited

Norbrook Laboratories Limited

Norbrook Laboratories Limited

Norbrook Laboratories Limited
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Veterinary Medicines — August 2020

New product authorisations in August 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD

FORM OF
SUPPLY

Emdofluxin 50 mg/ml Flunixin Solution for injection Cattle, Horses, Pigs N.S.A.l.D. VPA10534/008/001 POM
solution for injection for
cattle, pigs and horses

Nextmune concentrate and ' Live attenuated IBD Concentrate and solvent = Chickens Immunological - Live VPA10463/009/001 POM
solvent for suspension for virus, serotype 1, strain  for suspension for Vaccine

injection for chickens G-61 injection

Taneven LC 3 g Benzylpenicillin Procaine Intramammary Cattle Antibacterial VPA10660/004/001 POM
intramammary suspension Monohydrate suspension

for cattle



HPRA
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Specific product updates (for animal record keeping purposes)

Products withdrawn in August 2020

Combifluke VPA22664/081/001 Norbrook Laboratories (Ireland)
Limited

Flunixin VPA22664/092/001 Norbrook Laboratories (Ireland)
Limited

Marbonor VPA22664/101/001 Norbrook Laboratories (Ireland)

Limited



HPRA
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Veterinary Medicines — September 2020

New product authorisations in September 2020

ACTIVE SUBSTANCE(S) | PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Cevac MD Rispens Marek's disease virus Concentrate and solvent | Chickens Immunological - Live VPA10463/007/001 POM
concentrate and solvent for strain cvi 988 live for suspension for Vaccine
suspension for injection for injection
chickens
Doxytab vet. 15 mg Tablets Doxycycline Tablet Cats, Dogs Antibacterial VPA10810/020/001 POM
for dogs and cats
Doxytab vet. 200 mg Doxycycline Tablet Dogs Antibacterial VPA10810/020/003 POM
Tablets for dogs
Doxytab vet. 400 mg Doxycycline Tablet Dogs Antibacterial VPA10810/020/004 POM
Tablets for dogs
Doxytab vet. 50 mg Tablets Doxycycline Tablet Cats, Dogs Antibacterial VPA10810/020/002 POM
for dogs and cats
Draxxin Plus 100 mg/ml +  Tulathromycin, Solution for injection Cattle Antibacterial VPA10387/099/001 POM
120 mg/ml solution for Ketoprofen
injection for cattle
Macrosyn 100 mg/mi Tulathromycin Solution for injection Cattle, Pigs, Sheep Antibacterial VPA22033/073/001 POM

solution for injection for
cattle, pigs and sheep

Nobivac Respira Bb Bordetella Suspension for injection | Dogs Immunological - VPA10996/277/002 POM
suspension for injection for Bronchiseptica Fimbriae Inactivated Vaccine
dogs



Nobivac Respira Bb Bordetella

suspension for injection in  Bronchiseptica Fimbriae
pre-filled syringe for dogs
Phenotab Flavoured 100
mg Tablets for dogs

Phenobarbital

Phenotab Flavoured 25 mg Phenobarbital

Tablets for dogs

Phenotab Flavoured 60 mg Phenobarbital

Tablets for dogs

Prazpronto 40 mg Spot-on
solution for medium cats

Praziquantel

Prazpronto 60 mg Spot-on = Praziquantel

solution for large cats

PRIMOPEN 300 mg/ml Benzylpenicillin
suspension for injection for (procaine) monohydrate
cattle, pigs and horses

Bordetella
bronchiseptica, live,
Canine parainfluenza
virus, live

Versican Plus BbPi IN nasal
drops, lyophilisate and
solvent for suspension for
dogs

Suspension for injection
in pre-filled syringe

Tablet

Tablet

Tablet

Spot-on solution

Spot-on solution

Suspension for injection

Lyophilisate and solvent
for suspension for nasal
administration

Specific product updates (for animal record keeping purposes)

Change to Target Species

Dogs

Dogs

Dogs

Dogs

Cats

Cats

Cattle, Horses, Pigs

Dogs

HPRA

An tUdaras Rialala Tairgi Slainte

Health Products Regulatory Authority

Immunological -
Inactivated Vaccine

Neurological Preparations

Neurological Preparations

Neurological Preparations

Endoparasiticide

Endoparasiticide

Antibacterial

Immunological - Live
Vaccine

AVINEW NEO
AVINEW NEO

VPA10454/027/001
VPA10454/027/001

Merial

Boehringer Ingelheim Vetmedica GmbH

VPA10996/277/001

VPA10810/019/003

VPA10810/019/001

VPA10810/019/002

VPA10987/165/002

VPA10987/165/003

VPA10836/007/001

VPA10387/098/001

POM

POM

POM

POM

CAM

CAM

POM

POM
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Change to product name

Cazitel coated tablets for cats Cazitel 230/20 mg Flavoured VPA10987/102/001 Chanelle Pharmaceuticals
Film-Coated Tablets for Cats Manufacturing Limited

Levatum Super Solution for  Chanimec Super Solution for VPA10987/091/001 Chanelle Pharmaceuticals

Injection Injection Manufacturing Limited

Marbocare 100 mg/ml Marbodug 100 mg/ml VPA10534/006/002 Emdoka bvba

Solution for Injection for Solution for Injection for

Cattle and Pigs Cattle and Pigs

Marbocare 20 mg/ml solution Marbodug 20 mg/ml VPA10534/006/001 Emdoka bvba

for injection for cattle and solution for injection for

pigs cattle and pigs

Products withdrawn in September 2020

Betamox VPA22664/013/001 Norbrook Laboratories (Ireland)
Limited

Betamox VPA22664/020/001 Norbrook Laboratories (Ireland)
Limited

Bovaclox VPA22664/006/001 Norbrook Laboratories (Ireland)
Limited

Norodine VPA22664/017/001 Norbrook Laboratories (Ireland)
Limited

Noroprim VPA22664/037/001 Norbrook Laboratories (Ireland)
Limited

Norworm VPA22664/050/001 Norbrook Laboratories (Ireland)
Limited

Porceptal VPA10996/267/001 Intervet Ireland Limited



HPRA
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Veterinary Medicines — October 2020

New product authorisations in October 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD

FORM OF
SUPPLY

CITRAMOX L.A. 150 mg/ml = Amoxicillin trihydrate Solution for injection Cattle, Pigs Antibacterial VPA10786/006/001 POM
suspension for injection for
cattle and pigs

Dexrapid 2 mg/ml solution = Dexamethasone (as Solution for injection Cats, Cattle, Dogs, Corticosteroid VPA10801/016/001 POM
for injection dexamethasone sodium Horses, Pigs

phosphate)
DOPHEXINE 20 mg/g Bromhexine Powder for use in Cattle, Chickens, Ducks, Mucolytic VPA10791/011/001 POM
powder for use in drinking drinking water/milk Pigs, Turkeys
water/milk
Gastrobim 370 mg/g oral  Omeprazole Oral paste Horses Protectant VPA22033/072/001 POM
paste for horses
Tulaxa 25 mg/ml solution  Tulathromycin Solution for injection Pigs Antibacterial VPA10774/058/002 POM
for injection for pigs
Tullavis 100 mg/ml solution Tulathromycin Solution for injection Cattle, Pigs, Sheep Antibacterial VPA10425/014/001 POM
for injection for cattle, pigs
and sheep
Tullavis 25 mg/ml solution = Tulathromycin Solution for injection Pigs Antibacterial VPA10425/013/001 POM

for injection for pigs



HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Products transferred in October 2020

Advantage VPA22020/052/002 Elanco GmbH
Advantage VPA22020/046/001 Elanco GmbH
Advantage VPA22020/052/001 Elanco GmbH
Advantage VPA22020/045/001 Elanco GmbH
Advantage VPA22020/045/002 Elanco GmbH
Advantage VPA22020/046/002 Elanco GmbH
Advantage VPA22020/046/003 Elanco GmbH
Advantage VPA22020/047/001 Elanco GmbH
Advantix VPA22020/048/005 Elanco GmbH
Advantix VPA22020/048/003 Elanco GmbH
Advantix VPA22020/048/001 Elanco GmbH
Advantix VPA22020/048/002 Elanco GmbH
Advantix VPA22020/048/004 Elanco GmbH
Baycox VPA22020/050/001 Elanco GmbH
Baycox VPA22020/054/001 Elanco GmbH
Baycox VPA22020/059/001 Elanco GmbH
Baycox Bovis VPA22020/042/001 Elanco GmbH
Baycox Multi VPA22020/055/001 Elanco GmbH
Bayer VPA10521/013/002 Vetoquinol SA
Bayer VPA10521/013/001 Vetoquinol SA
Bayticol VPA22020/060/001 Elanco GmbH
Baytril VPA22020/044/001 Elanco GmbH

Baytril VPA22020/062/001 Elanco GmbH



Baytril
Baytril
Baytril
Baytril
Baytril
Baytril
Baytril 10% Oral Solution
Baytril Max
Bayvarol
Big Cat Wormer Film-Coated Tablets
Bovilis
ByeMite
Droncit
Drontal
Drontal
Drontal
Drontal
Drontal
Drontal
Drontal
Drontal
Drontal
Drontal
Drontal

Drontal Cat XL Film-coated Tablets

VPA22020/043/001
VPA22020/065/001
VPA22020/065/003
VPA22020/064/001
VPA22020/065/002
VPA22020/061/001
VPA22020/063/001
VPA22020/053/001
VPA22020/066/001
VPA10521/010/001
VPA10996/284/001
VPA22020/049/001
VPA10521/005/001
VPA10521/009/001
VPA10521/012/002
VPA10521/015/001
VPA10521/011/001
VPA10521/014/001
VPA10521/007/001
VPA10521/006/002
VPA10521/008/001
VPA10521/012/001
VPA10521/006/001
VPA10521/006/003
VPA10521/007/002

Elanco GmbH
Elanco GmbH
Elanco GmbH
Elanco GmbH
Elanco GmbH
Elanco GmbH
Elanco GmbH
Elanco GmbH
Elanco GmbH
Vetoquinol SA

Intervet Ireland Limited

Elanco GmbH
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA
Vetoquinol SA

HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority



Drontal Tasty VPA10521/014/002 Vetoquinol SA
Drontal Tasty VPA10521/015/002 Vetoquinol SA
Oxtra DD VPA10836/010/001 FATRO S.p.A.
PolyVar VPA22020/058/001 Elanco GmbH
Prinovox VPA22020/057/002 Elanco GmbH
Prinovox VPA22020/057/004 Elanco GmbH
Prinovox VPA22020/057/001 Elanco GmbH
Prinovox VPA22020/056/001 Elanco GmbH
Prinovox VPA22020/057/003 Elanco GmbH
Prinovox VPA22020/056/002 Elanco GmbH
Seresto VPA22020/051/002 Elanco GmbH
Seresto VPA22020/051/001 Elanco GmbH
Seresto VPA22020/051/003 Elanco GmbH

Specific product updates (for animal record keeping purposes)

Products withdrawn in October 2020

Canihelmin plus VPA10405/001/001 GENERA Inc

Combivit VPA22664/035/001 Norbrook Laboratories (Ireland)
Limited

Duphafral VPA10387/022/001 Zoetis Belgium S.A.

Intravit VPA10999/051/001 Norbrook Laboratories Limited

Multivitamin VPA22664/033/001 Norbrook Laboratories (Ireland)

Limited
ROMIDYS VPA10988/067/001 Virbac S.A.
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Vetrazin 60 mg/ml Pour-On Solution VPA22020/026/001 Elanco GmbH

Voren VPA10454/025/001 Boehringer Ingelheim Vetmedica
GmbH
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Veterinary Medicines - November 2020

New product authorisations in November 2020

ACTIVE SUBSTANCE(S) | PHARMACEUTICAL SPECIES VPA NUMBER METHOD
FORM OF
SUPPLY
BenazeVet 2.5 mg Tablets  Benazepril hydochloride Tablet Cats, Dogs Cardiovascular VPA22020/067/001 POM
for cats and dogs
Boviseal Dry cow Bismuth subnitrate, Intramammary Cattle Antibacterial VPA10387/101/001 LM
intramammary suspension heavy suspension
Cryptisel 0.5 mg/ml oral Halofuginone Base (As  Oral solution Cattle Coccidiostats VPA10425/015/001 POM
solution for calves lactate salt)
Tuloxxin 25 mg/ml solution = Tulathromycin Solution for injection Pigs Antibacterial VPA10774/057/002 POM

for injection for pigs

Products transferred in November 2020

Vecoxan 2.5 mg/ml Oral Suspension ~ VPA10996/285/001 Intervet Ireland Limited
for lambs and calves

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

Vivelin 1.25 mg chewable Amodip 1.25 mg chewable  VPA10815/048/001 Ceva Santé Animale
tablets for cats tablets for cats
Rotavec Corona.Emulsion for  Bovilis Rotavec Corona VPA10996/216/001 Intervet Ireland Limited
injection for cattle emulsion for injection for

cattle

Products withdrawn in November 2020

Alamycin 100 mg/ml Solution for Injection VPA22664/015/001 Norbrook Laboratories (Ireland)
Limited

losan Silkdip 2.2 % w/v VPA10795/004/001 Ecolab Deutschland GmbH

Ivomec Premix for Pigs VPA10454/067/001 Boehringer Ingelheim Vetmedica
GmbH

Mastex 2:1 concentrate teat dip solution VPA22033/027/001 Bimeda Animal Health Limited

Pulmotil AC Concentrate for oral solution for VPA22020/011/001 Elanco GmbH

use in drinking water or milk replacer

Ubro Red Dry Cow Intramammary Suspension VPA10454/010/001 Boehringer Ingelheim Vetmedica
GmbH

Ubro Yellow Milking Cow Intramammary VPA10454/015/001 Boehringer Ingelheim Vetmedica

Suspension GmbH
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Veterinary Medicines — December 2020

New product authorisations in December 2020

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM (o]
SUPPLY
Enzaprost Bovis 12.5 Dinoprost Solution for injection Cattle Hormone VPA10815/056/001 POM
mg/ml solution for Tromethamine
injection for cattle
Halofusol 0.5 mg/ml oral Halofuginone Oral solution Cattle Alimentary Tract VPA10786/007/001 POM
solution for calves Preparation
Tsefalen 50 mg/ml Powder = Cefalexin Powder for oral Cats, Dogs Antibacterial VPA10479/001/003 POM
for Oral Suspension for suspension

Dogs up to 20 kg and Cats

Products transferred in December 2020

Salmoporc lyophilisate and solvent for VPA10815/064/001 Ceva Santé Animale
suspension for injection for pigs

Salmoporc lyophilisate for oral VPA10815/064/002 Ceva Santé Animale
suspension for pigs

SALMOVAC 440 Lyophilisate for use in ' VPA10815/063/001 Ceva Santé Animale

drinking water
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Specific product updates (for animal record keeping purposes)

Change to Withdrawal Periods

Alamycin LA 200 mg/ml Solution for VPA22664/016/001 Norbrook Laboratories (Ireland) Limited
Injection

Products withdrawn in December 2020

LINCOPHAR 400 mg/ml solution for use in VPA10389/003/001 Ecuphar Veterinaria S.L.U.
drinking water for chickens

Marbodex Aural Ear Drops, Suspension for VPA22664/124/001 Norbrook Laboratories (Ireland)
Dogs Limited
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