HPRA

An tUdaras Rialala Tairgi Slainte
Health Products Regulatory Authority

Veterinary Medicines — February 2022

New product authorisations in February 2022

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

CepraShort 300 mg Cefapirin Benzathine Intramammary Cattle Antibacterial VPA10996/282/001 POM
Intramammary Suspension suspension
for dairy cows at drying-off
Ingelvac Ery emulsion for  erysipelothrix Emulsion for injection Pigs Immunological - VPA10495/009/001 POM
injection for pigs rhusiopathiae, inactivated Inactivated Vaccine

Products transferred in February 2022

Tranquiline 35 mg/ml Oral Gel for VPA22969/003/001 Floris Holding BV
Dogs

Specific product updates (for animal record keeping purposes)

Change to Withdrawal Periods

Rifen 100 mg/ml solution for injection for VPA10801/003/001 Richter Pharma AG
horses, cattle and pigs

Products withdrawn in February 2022
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Sincrovet 75 micrograms/ml solution for VPA10380/001/001 Industria Italiana Integratori Trei Spa
injection for cattle, horses and pigs
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Veterinary Medicines — March 2022

Specific product updates (for animal record keeping purposes)

Change to product name

Strantel coated tablets for cats Wormaway 230/20 mg VPA10987/108/001 Chanelle Pharmaceuticals
Flavoured Film-Coated Manufacturing Limited
Tablets for Cats

Products withdrawn in March 2022

Framomycin 150 mg/ml Solution for Injection VPA22020/025/001 Elanco GmbH
Leucogen VPA10988/040/001 Virbac S.A.
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Veterinary Medicines — April 2022

New product authorisations in April 2022

ACTIVE

SUBSTANCE(S)

PHARMACEUTICAL

FORM

DRUG CLASS

VPA NUMBER

METHOD
OF
SUPPLY

Addimag 160 mg/ml + 84 mg/ml Calcium gluconate Solution for infusion Cattle Vitamins and minerals VPA10980/015/001 POM
solution for infusion for cattle for injection,

Magnesium chloride
Addimag 240 mg/ml + 126 mg/m Calcium gluconate Solution for infusion Cattle Vitamins and minerals VPA10980/015/002 POM
solution for infusion for cattle  for injection,

Magnesium chloride
Alpramil 12 mg/30 mg Milbemycin oxime, Film-coated tablet Cats Endoparasiticide VPA10980/017/002 POM
film-coated tablets for cats Praziquantel
weighing at least 3 kg
Alpramil 12.5 mg/125 mg tablets Milbemycin oxime, Tablet Dogs Endoparasiticide VPA10980/018/002 POM
for dogs weighing at least 5 kg  Praziquantel
Alpramil 16 mg/40 mg Milbemycin oxime, Film-coated tablet Cats Endoparasiticide VPA10980/017/003 POM
film-coated tablets for cats Praziquantel
weighing at least 4 kg
Alpramil 20 mg/200 mg tablets | Milbemycin oxime, Tablet Dogs Endoparasiticide VPA10980/018/003 POM
for dogs weighing at least 8 kg  Praziquantel
Alpramil 4 mg/10 mg film- Milbemycin oxime, Film-coated tablet Cats Endoparasiticide VPA10980/017/001 POM
coated tablets for cats weighing  Praziquantel
at least 0.5 kg
Alpramil 5 mg/50 mg tablets for = Milbemycin Tablet Dogs Endoparasiticide VPA10980/018/001 POM

dogs weighing at least 0.5 kg

oxime,Praziquantel



Clavaseptin 750 mg
palatable tablets for dogs

Daclotrix 1250 mg/250 mg
spot-on solution for dogs
over 10 kg up to 25 kg

Daclotrix 200 mg/40 mg
spot-on solution for dogs
up to 4 kg

Daclotrix 2000 mg/400 mg

spot-on solution for dogs
over 25 kg

Daclotrix 500 mg/100 mg
spot-on solution for dogs
over 4 kg up to 10 kg

Damtix 1250 mg/250 mg
spot-on solution for dogs
over 10 kg up to 25 kg

Damtix 200 mg/40 mg
spot-on solution for dogs
up to 4 kg

Damtix 2000 mg/400 mg
spot-on solution for dogs
over 25 kg

Damtix 500 mg/100 mg
spot-on solution for dogs
over 4 kg up to 10 kg

DiarrVac RCE Emulsion for
injection for cattle.

Amoxicillin trinydrate,
Clavulanicacid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Permethrin (40:60),
Imidacloprid

Bovine rotavirus,
Inactivated, Bovine

coronavirus, Inactivated,

Escherichia Coli
(Inactivated)

Tablet

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Spot-on solution

Emulsion for injection

Dogs

Dogs

Dogs

Dogs

Dogs

Dogs

Dogs

Dogs

Dogs

Cattle

Antibacterial

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Ectoparasiticide

Immunological -
Inactivated Vaccine

VPA10983/048/005

VPA10774/074/003

VPA10774/074/001

VPA10774/074/004

VPA10774/074/002

VPA10774/073/003

VPA10774/073/001

VPA10774/073/004

VPA10774/073/002

VPA10806/007/001
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POM
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POM
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POM

POM

POM

POM



Fatroseal 2.6 g Bismuth subnitrate, Intramammary
intramammary suspension heavy suspension

for dry cows

Ketosol 100 mg/ml Ketoprofen Solution for injection

solution for injection for
cattle, pigs and horses

Nobivac Pi lyophilisate and = Canine parainfluenza Lyophilisate and solvent
solvent for suspension for  virus strain Cornell (Live) for suspension for
injection for dogs injection

Products transferred in April 2022

Dechra Regulatory B.V.

Metrobactin 250 mg tablets for dogs  VPA22622/037/001
and cats

Metrobactin 500 mg tablets for dogs  VPA22622/037/002
and cats

Prednicortone 20 mg tablets for dogs  VPA22622/038/002
and cats

Prednicortone 5 mg tablets for dogs ~ VPA22622/038/001
and cats

Tralieve 20 mg chewable tablets for VPA22622/039/001
dogs

Tralieve 80 mg chewable tablets for VPA22622/039/002
dogs

Cattle

Cattle, Pigs, Horses

Dogs

Dechra Regulatory B.V.

Dechra Regulatory B.V.

Dechra Regulatory B.V.

Dechra Regulatory B.V.

Dechra Regulatory B.V.

Teat Dip/Seal

N.S.A.LD.

Immunological - Live
Vaccine
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VPA23182/001/001 LM
VPA22812/004/001 POM

VPA10996/289/001 POM
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Specific product updates (for animal record keeping purposes)

Products withdrawn in April 2022

PANumber A

AquaVac ERM Oral emulsion for rainbow trout VPA10996/218/001 Intervet Ireland Limited

Calciject PMD Solution for Injection VPA22664/029/001 Norbrook Laboratories (Ireland)
Limited

Fleanil 134 mg Spot-On Solution for Medium  VPA22664/105/002 Norbrook Laboratories (Ireland)

Dogs Limited

Fleanil 268 mg Spot-On Solution for Large VPA22664/105/003 Norbrook Laboratories (Ireland)

Dogs Limited

Fleanil 402 mg Spot-On Solution for Very VPA22664/105/004 Norbrook Laboratories (Ireland)

Large Dogs Limited

Fleanil 50 mg Spot-On Solution for Cats VPA22664/106/001 Norbrook Laboratories (Ireland)
Limited

Fleanil 67 mg Spot-On Solution for Small VPA22664/105/001 Norbrook Laboratories (Ireland)

Dogs Limited

Levacide 1.5 %w/v SC Worm Drench VPA22664/027/001 Norbrook Laboratories (Ireland)
Limited

SELECTAN ORAL 23 mg/ml solution for usein ~ VPA10846/012/001 Laboratorios Hipra S.A.

drinking water for pigs

Vitesel Suspension for Injection VPA22664/034/001 Norbrook Laboratories (Ireland)

Limited
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Veterinary Medicines - May 2022

New product authorisations in May 2022

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM (0]
SUPPLY
Apiguard multidose Thymol Bee-hive gel Honey bees Ectoparasiticide VPA22752/001/002 LM
0.25 g/g bee-hive gel
Dozuril 50 mg/ml oral Toltrazuril Oral suspension Pigs Coccidiostats VPA10791/016/001 POM
suspension for pigs
DV8Worm 50 mg/144 Praziquantel, Pyrantel Tablet Dogs Endoparasiticide VPA10400/001/001 CAM
mg/200 mg Tablets for embonate,
dogs Fenbendazole
Ketexx 100 mg/ml solution = Ketamine hydrochloride Solution for injection Cattle, Sheep, Goats, Anaesthetic/Analgesic VPA10980/016/001 VPO
for injection Horses, Dogs, Cats,

Guinea pig, Hamster,
Rabbits, Rat, Mouse



Products transferred in May 2022

Doxivex, 100 mg/ml concentrate for VPA10400/002/001 Duggan Veterinary Supplies Limited
oral solution for chickens and pigs

Fatroseal 2.6 g intramammary VPA10836/012/001 FATRO S.p.A.
suspension for dry cows

Uisce-Ject, 100 % v/v, solvent for VPA10400/003/001 Duggan Veterinary Supplies Limited
parenteral use

Specific product updates (for animal record keeping purposes)

Change to Target Species

Procactive 300 mg/ml Suspension for VPA10495/006/001 Laboratorios SYVA, S.A.U
injection for cattle, sheep and pigs

Change to product name

Dilumarex Solvent for cell associated =~ VPA10454/031/001 Boehringer Ingelheim Vetmedica
poultry vaccines GmbH

Products withdrawn in May 2022

C-Dip VPA10948/002/001 Kilco (International) Ltd.
Hexaguard VPA10844/001/001 GEA Farm Technologies (UK) Ltd
loguard Ready to Use Teat Dip VPA10844/003/001 GEA Farm Technologies (UK) Ltd
loguard Superconcentrate VPA10844/002/001 GEA Farm Technologies (UK) Ltd
Lanodip Concentrate Teat Dip 3:1 VPA10948/001/002 Kilco (International) Ltd.

Lanodip Concentrate Teat Dip 4:1 VPA10948/001/003 Kilco (International) Ltd.
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Lanodip Concentrate Teat Dip Solution 2:1 VPA10948/001/001 Kilco (International) Ltd.
Lanodip Ready To Use Teat Dip VPA10948/001/004 Kilco (International) Ltd.
Septotryl Il Solution for Injection VPA10983/026/001 Vetoquinol Ireland Limited
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Veterinary Medicines — June 2022

New product authorisations in June 2022

ACTIVE SUBSTANCE(S) | PHARMACEUTICAL SPECIES VPA NUMBER METHOD
FORM OF
SUPPLY
AquaVac 6 emulsion for Inactivated infectious Emulsion for injection Atlantic salmon Immunological - VPA10996/288/001 POM
injection for Atlantic pancreatic necrosis virus, Inactivated Vaccine
salmon Inactivated aeromonas

salmonicida subsp.
salmonicida, Vibrio
anguillarum, serotype O1,
Inactivated, Vibrio
anguillarum, serotype
O2A, Inactivated,
Moritella Viscosa,
inactivated, Vibrio
Salmonicida, inactivated

Dophacyl 1000 mg/g Sodium salicylate Powder for use in Turkeys N.S.A.L.D. VPA10791/018/001 POM
powder for use in drinking drinking water
water for turkeys

Stromease 25 mg/ml eye  Acetylcysteine Eye drops, solution Dogs, Cats Eye Preparation VPA10386/005/001 POM
drops, solution for dogs
and cats
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Products transferred in June 2022

Ingelvac Ery emulsion for injection for pigs VPA10454/081/001 Boehringer Ingelheim Vetmedica GmbH
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Veterinary Medicines - July 2022

New product authorisations in July 2022

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

Bioestrovet Swine Cloprostenol sodium Solution for injection Pigs Hormone VPA10983/063/001 POM
Meloxyl 0.5 mg/ml oral Meloxicam Oral suspension Cats N.S.A.l.D. VPA23184/001/001 POM
suspension for cats
Rilexine DC 375 mg Cephalexin benzathine  Intramammary Cattle Antibacterial VPA10988/115/001 POM
intramammary suspension suspension
for dry cows
Tramadog 50 mg tablet for Tramadol hydrochloride Tablet Dogs Anaesthetic/Analgesic VPA23340/001/001 POM

dogs
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Veterinary Medicines — August 2022

New product authorisations in August 2022

ACTIVE SUBSTANCE(S) PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Bimacure 500mg Cefapirin Benzathine Intrauterine suspension  Cattle Antibacterial VPA22033/074/001 POM
Intrauterine Suspension for
Cattle
Dorimec 10 mg/ml Doramectin Solution for injection Cattle, Sheep, Pigs Endectoparasiticides VPA10987/170/001 POM

Solution for Injection for
Cattle, Sheep and Pigs

Fencovis Escherichia coli, strain Suspension for injection  Cattle Immunological - VPA10454/080/001 POM
08:K35, fimbrial adhesin Inactivated Vaccine
F5, Inactivated, Bovine
rotavirus, strain TM-91,
Inactivated, Bovine
coronavirus strain c-197
(inactivated)

Huvacillin 800 mg/g Amoxicillin trihydrate Powder for use in Chickens, Pigs Antibacterial VPA10782/039/001 POM
Powder for use in drinking drinking water

water for chickens and pigs

Subestin 25 microgram/ml = Clenbuterol Oral solution Horses Respiratory Tract VPA22969/002/001 POM
oral solution for horses hydrochloride preparations

Tolfine 80 mg/ml solution  Tolfenamic acid Solution for injection Cattle N.S.A.l.D. VPA10983/064/001 POM

for injection for cattle



Products transferred in August 2022 I I p RA

An tUdaras Rialala Tairgi Slainte
Product Name New VPA Number (LT I - - Froci.cts Regulatory Authorty
Stromease 25 mg/ml eye drops, VPA23340/002/001 Domes Pharma
solution for dogs and cats

Specific product updates (for animal record keeping purposes)

Products withdrawn in August 2022

Lactovac Suspension for injection VPA10387/037/001 Zoetis Belgium SA
Terramycin LA 200 mg/ml Solution for VPA10387/077/001 Zoetis Belgium S.A.
Injection

Tetra-Delta Milking Cow VPA10387/078/001 Zoetis Belgium S.A.
Tribovax 10 - in - 1 suspension for injection ~ VPA10996/259/001 Intervet Ireland Limited

for cattle and sheep
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Veterinary Medicines — September 2022

New product authorisations in September 2022

ACTIVE SUBSTANCE(S) | PHARMACEUTICAL SPECIES DRUG CLASS VPA NUMBER METHOD
FORM (o] 3
SUPPLY
Gabbrovet Multi 140 Paromomycin Solution for use in Cattle, Pigs Antibiotics VPA10815/066/001 POM
mg/ml solution for use in drinking water/milk

drinking water/milk

Products transferred in September 2022

Solupam 5 mg/ml solution for injection VPA22622/043/001 Dechra Regulatory B.V.
for dogs and cats

Specific product updates (for animal record keeping purposes)

Change to product name

Closiver 5 mg/ml/125 mg/ml  Closamectin 5 mg/ml/125  VPA22664/084/001 Norbrook Laboratories (Ireland)
Solution for Injection for mg/ml Solution for Injection Limited
Cattle and Sheep for Sheep
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Veterinary Medicines — October 2022

New product authorisations in October 2022

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

Cardisan 1.25 mg chewable Pimobendan Chewable tablet Dogs Cardiovascular VPA10980/024/001 POM
tablets for dogs

Cardisan 10 mg chewable = Pimobendan Chewable tablet Dogs Cardiovascular VPA10980/024/004 POM
tablets for dogs

Cardisan 15 mg chewable = Pimobendan Chewable tablet Dogs Cardiovascular VPA10980/024/005 POM
tablets for dogs

Cardisan 2.5 mg chewable = Pimobendan Chewable tablet Dogs Cardiovascular VPA10980/024/002 POM
tablets for dogs

Cardisan 5 mg chewable Pimobendan Chewable tablet Dogs Cardiovascular VPA10980/024/003 POM
tablets for dogs

Pergoquin 1 mg tablets for Pergolide Tablet Horses Neurological Preparations VPA10801/019/001 POM
horses

Syvac Ery/Parvo Porcine parvovirus, strain Emulsion for injection Pigs Vaccines VPA10495/011/001 POM

PVP-7, Inactivated,
Erysipelothrix
rhusiopathiae, serotype
2, Inactivated

Xylexx 20 mg/ml solution  Xylazine Hydrochloride  Solution for injection Horses, Cattle, Dogs,  Sedative VPA10980/020/001 POM
for injection for cattle, Cats
horses, dogs and cats
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Veterinary Medicines — November 2022

New product authorisations in November 2022

ACTIVE SUBSTANCE(S) | PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Glucobel 40 g/100 ml Glucose monohydrate  Solution for infusion Cattle, Horses, Sheep,  Electrolytes VPA10445/009/001 POM
solution for infusion for Goats, Pigs, Dogs, Cats

horses, cattle, sheep, goats,
pigs, dogs and cats

Metaxx 20 mg/ml solution = Meloxicam Solution for injection Cattle, Pigs, Horses N.S.A.I.D. VPA10980/021/001 POM
for injection for cattle, pigs

and horses

Metaxx 5 mg/ml solution ~ Meloxicam Solution for injection Cattle, Pigs, Dogs, Cats N.S.A.LD. VPA10980/022/001 POM

for injection for cattle, pigs,
dogs and cats

Products transferred in November 2022

Doxybactin 200 mg tablets for dogs VPA22622/044/002 Dechra Regulatory B.V.
Doxybactin 400 mg tablets for dogs VPA22622/044/003 Dechra Regulatory B.V.
Doxybactin 50 mg tablets for dogs and VPA22622/044/001 Dechra Regulatory B.V.
cats

Specific product updates (for animal record keeping purposes)




Change to product name

Dorimec 10 mg/ml Solution
for Injection for Cattle, Sheep

and Pigs

Fleatix 134 mg Spot-on
Solution for medium dogs

Fleatix 268 mg Spot-on
Solution for large dogs

Fleatix 402 mg Spot-on

Solution for extra large dogs

Fleatix 50 mg Spot on solution

for cats

Fleatix 67 mg Spot-on
Solution for small dogs

Fleatix Combo 134 mg/120.6

mg Spot-on Solution for
Medium Dogs

Fleatix Combo 268 mg/241.2

mg Spot-on Solution for
Large Dogs

Fleatix Combo 402 mg/361.8
mg Spot-on Solution for Extra

Large Dogs

Fleatix Combo 50 mg/60 mg
Spot-on Solution for Cats and

Ferrets

Fleatix Combo 67 mg/60.3 mg

Spot-on Solution for Small
Dogs

Doramax 10 mg/ml Solution VPA10987/170/001

for Injection for Cattle,
Sheep and Pigs

Fleaway 134 mg Spot-on
Solution for medium dogs

Fleaway 268 mg Spot-on
Solution for large dogs

Fleaway 402 mg Spot-on

Solution for extra large dogs

Fleaway 50 mg Spot on
solution for cats

Fleaway 67 mg Spot-on
Solution for small dogs

Fleaway Plus 134 mg/120.6
mg Spot-on Solution for
Medium Dogs

Fleaway Plus 268 mg/241.2
mg Spot-on Solution for
Large Dogs

Fleaway Plus 402 mg/361.8
mg Spot-on Solution for
Extra Large Dogs

Fleaway Plus 50 mg/60 mg
Spot-on Solution for Cats
and Ferrets

Fleaway Plus 67 mg/60.3 mg

Spot-on Solution for Small
Dogs

VPA10987/106/002

VPA10987/106/003

VPA10987/106/004

VPA10987/105/001

VPA10987/106/001

VPA10987/106/008

VPA10987/106/007

VPA10987/106/006

VPA10987/106/009

VPA10987/106/005

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited

Chanelle Pharmaceuticals
Manufacturing Limited
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Products withdrawn in November 2022

Eurican L VPA10454/041/001 Boehringer Ingelheim Vetmedica
GmbH
Gutal 1000 mg/g premix for medicated VPA10782/016/001 Huvepharma NV

feeding stuff for piglets

Pigzin Premix, 100% w/w Premix for VPA10443/001/001 DSM Nutritional Products (UK) Ltd
medicated feeding stuff
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Veterinary Medicines — December 2022

New product authorisations in December 2022

ACTIVE SUBSTANCE(S) PHARMACEUTICAL DRUG CLASS VPA NUMBER METHOD
FORM OF
SUPPLY
Curazole 100 mg/ml oral Fenbendazole Oral suspension Horses Endoparasiticide VPA10990/015/004 POM
suspension for horses
Duomysxin, 3 400 IU/ml / 10 Neomycin sulfate, Eye drops, powder and Dogs, Cats Antibiotics VPA10386/009/001 POM
000 1U/ml, Eye drops, Polymyxin b sulfate solvent for solution

powder and solvent for
solution for dogs and cats

Fugasol 10 mg/ml oral Itraconazole Oral solution Cats Antifungal VPA10810/024/001 POM
solution for cats

Syncroprost, 0.250 mg/ml  Cloprostenol sodium Solution for injection Cattle, Horses, Pigs, Hormone VPA10815/065/001 POM
solution for injection for Goats

cattle, horses, pigs and

goats

Thyrasol 5 mg/ml, Oral Thiamazole Oral solution Cats Miscellaneous VPA10810/023/001 POM

solution for cats



Specific product updates (for animal record keeping purposes)

Change to Withdrawal Periods

Closamectin 5 mg/ml/125 mg/ml Solution ~ VPA22664/084/001 Norbrook Laboratories (Ireland) Limited
for Injection for Sheep

Closamectin Solution for Injection for Cattle VPA22664/083/001 Norbrook Laboratories (Ireland) Limited

Products withdrawn in December 2022

Endex 19.5 % w/v Oral Suspension for Cattle VPA22020/035/001 Elanco GmbH
Fasinex Super 19.5% w/v Oral Suspension VPA22020/005/001 Elanco GmbH
Pathocef 25 mg/ml intramammary VPA10387/047/001 Zoetis Belgium S.A.

suspension
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