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This table contains information on shortages of human medicines notified to the Health 

Products Regulatory Authority that have been resolved in the last 6 months. 

 

Table updated 09th May 2024 

 

 

Product name 

 

Authorisation number 

Active Ingredient(s) Date normal supply 

resumed 

Creon 25000 Gastro Resistant 

Capsules  

PA23355/006/002 

Viatris Healthcare Limited 

Pancreas powder, lipase, 

amylase & protease 

09th May 2024  

Megace 160mg Tablets  

PA1696/002/001 

PharmaSwiss Ceska republika s.r.o. 

Megrestol  07th May 2024  

Megace 40mg/ml Oral Suspension  

PA22698/024/001 

Bausch Health Ireland Limited 

Megrestol 07th May 2024 

Sildenafil Accord 100 mg film-

coated tablets 

PA2315/069/003 

Accord Healthcare Ireland Ltd. 

Sildenafil 03rd May 2024  

Mysoline 250mg Tablets  

PA1777/001/001 

Laboratoires SERB 

Primidone 7th May 2024  

Donepezil Teva 10mg Film Coated 

Tablet  

PA0749/194/002 

Teva Pharma B.V. 

Donepezil 3rd May 2024  
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Dozept 10mg Film Coated Tablets  

PA0711/141/002 

Rowex Ltd 

Donepezil 01st May 2024 

Telmisartan Rowa 40mg tablets 

PA0074/078/002  

Rowa Pharmaceuticals Limited 

Telmisartan  

 

01st May 2024  

Co-amoxiclav 1000mg/200mg 

powder for solution for 

injection/infusion 

PA2059/026/001 

Fresenius Kabi Deutschland GmbH 

Amoxicillin & clavulanic acid 25th April 2024  

Cyklokapron 500 mg Film-coated 

Tablets 

PA2010/055/001 

Mylan IRE Healthcare Limited 

Tranexamic acid 30th April 2024  

Dupixent 300mg Solution for 

injection in pre-filled syringe 

EU/1/17/1229/001-008 

Sanofi Winthrop Industrie 

Dupilumab 29th April 2024  

Equasym XL 10 mg modified-

release capsules, hard# 

PA23211/001/001 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Methylphenidate 26th April 2024  

INTUNIV 3mg Prolonged Release 

Tablet  

EU/1/15/1040/006 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Guanfacine  23rd April 2024 

INTUNIV 4mg Prolonged Release 

Tablet  

Guanfacine  23rd April 2024  
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EU/1/15/1040/008 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Claforan Powder for Solution for 

Injection 1g 

PA1142/041/002 

AmdiPharm Ltd 

Cefotaxime 25th April 2024  

Chloromycetin 0.5% w/v Redidrops 

eye drops, solution 

PA1142/021/001 

Amdipharm Limited 

Chloramphenicol 19th April 2024  

Mirtazapine 15mg Film Coated 

Tablets 

PA2315/072/001 

Accord Healthcare Ireland Ltd. 

Mirtazapine 25th April 2024  

Mirtazapine 45mg Film Coated 

Tablets 

PA2315/072/003 

Accord Healthcare Ireland Ltd. 

Mirtazapine 25th April 2024 

Letrozole 2.5 mg film-coated 

tablets 

PA2315/109/001 

Accord Healthcare Ireland Ltd. 

Letrozole  25th April 2024 

Zolmitriptan 2.5mg Orodispersible 

Tablets 

PA2315/232/001 

Accord Healthcare Ireland Ltd. 

Zolmitriptan 25th April 2024  

Valoid 50mg Tablets  

PA1142/001/002 

Amdipharm Limited 

Cyclizine 26th April 2024  
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Dozept 5mg Film Coated Tablets 

PA0711/141/001 

Rowex Ltd 

Donepezil 11th April 2024 

Konakion MM Paediatric Ampoules 

2 mg/ 0.2 ml oral solution or 

solution for injection 

PA2239/002/002 

CHEPLAPHARM Arzneimittel GmbH 

Phytomenadione 25th April 2024  

Lispril-Hydrochlorothiazide 10 

mg/12.5 mg Tablets  

PA0711/051/001 

Rowex Ltd 

Lisinopril & 

hydrochlorothiazide 

11th April 2024 

Lispril-Hydrochlorothiazide 

20mg/12.5mg Tablets 

PA0711/051/002 

Rowex Ltd 

Lisinopril & 

hydrochlorothiazide 

11th April 2024 

Sitagliptin/Metformin hydrochloride 

Rowa 50mg/850mg Film Coated 

Tablets  

PA0074/090/001 

Rowa Pharmaceuticals Limited 

Sitagliptin & metformin 11th April 2024  

Zinnat 500mg Film Coated Tablets 

PA23311/003/004 

Sandoz Pharmaceuticals d.d. 

Cefuroxime 11th April 2024 

ARICEPT 5mg Film Coated Tablets 

PA0822/002/001 

Pfizer Healthcare Ireland 

Donepezil 17th April 2024  

Atomoxetine Accord 10mg Hard 

Capsules 

PA2315/019/001 

Atomoxetine 23rd April 2024 
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Accord Healthcare Ireland Ltd. 

Atomoxetine Accord 18mg Hard 

Capsules 

PA2315/019/002 

Accord Healthcare Ireland Ltd. 

Atomoxetine 23rd April 2024 

Atomoxetine Accord 25mg Hard 

Capsules 

PA2315/019/003 

Accord Healthcare Ireland Ltd. 

Atomoxetine 23rd April 2024 

Klacid LA 500mg Modified release 

tablets 

PA23355/013/004 

Viatris Healthcare Limited 

Clarithromycin 23rd April 2024  

Memantine Accord 10mg Film 

Coated Tablets  

(56 pack) 

EU/1/13/880/018 

Accord Healthcare S.L.U. 

Memantine 23rd April 2024 

NASONEX 50 micrograms/actuation 

Nasal Spray, Suspension 

PA23198/011/001 

Organon Pharma (Ireland) Limited 

Mometasone  22nd April 2024  

Roaccutane 10mg Soft Capsules  

PA2307/007/001 

 

Roche Products (Ireland) Ltd 

Isotretinoin 12th April 2024  

Terbasil 250mg Tablets 

PA2315/099/001 

Terbinafine 23rd April 2024 
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Accord Healthcare Ireland Ltd. 

Valaciclovir 500mg Film coated 

Tablets 

10 pack size  

PA2315/102/001 

Accord Healthcare Ireland Ltd. 

Valaciclovir 23rd April 2024 

Valsartan 40mg Film Coated Tablets 

PA2315/188/001  

Accord Healthcare Ireland Ltd 

Valsartan 23rd April 2024  

Voriconazole Accord 200mg Film-

coated tablet 

EU/1/13/835/010 

Accord Healthcare S.L.U. 

Voriconazole  23rd April 2024  

Valsartan 80mg Film Coated Tablets 

PA2315/188/002 

Accord Healthcare Ireland Ltd. 

Valsartan 23rd April 2024 

Valsartan 160mg Film Coated 

Tablets 

PA2315/188/003 

Accord Healthcare Ireland Ltd 

Valsartan 23rd April 2024 

Arava 20mg Film Coated Tablet 

EU/1/99/118/007 

Sanofi-Aventis Deutschland GmbH 

Leflunomide 17th April 2024  

Asacolon 400mg Gastro Resistant 

Tablets  

PA2018/001/001 

Tillotts Pharma GmbH 

Mesalazine 19th April 2024  
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Asacolon 800 mg Gastro-resistant 

Tablets 

PA2018/001/002 

Tillotts Pharma GmbH 

Mesalazine 16th April 2024  

Azarga 10mg/ml + 5mg/ml Eye 

Drop Suspension 

EU/1/08/482/001 

Novartis Europharm Limited 

Timolol & brinzolamide 19th April 2024  

Cisplatin 1mg/ml Concentrate for 

Solution for Infusion 

(50ml presentation only) 

PA2315/081/001 

Accord Healthcare Ireland Ltd. 

Cisplatin  17th April 2024  

Clarithromycin Teva 250 mg film-

coated tablets 

PA0749/148/001 

Teva Pharma B.V. 

Clarithromycin 16th April 2024 

Clarithromycin Teva 500 mg film-

coated tablets 

PA0749/148/002 

Teva Pharma B.V. 

Clarithromycin 16th April 2024 

Dutasteride/Tamsulosin 

hydrochloride Pinewood 

0.5mg/0.4mg hard capsules 

PA0281/216/001 

Pinewood Laboratories Ltd 

Tamsulosin & dutasteride 16th April 2024  

Voriconazole Teva 200 mg Film-

coated Tablets 

PA0749/181/001 

Teva Pharma B.V. 

Voriconazole 16th April 2024  
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Azilect 1mg Tablets 

EU/1/04/304/1-7 

Teva B.V. 

Rasagiline 16th April 2024  

Neurostil 300mg Hard Capsules  

PA0749/164/002 

Teva Pharma B.V. 

Gabapentin  16th April 2024  

Nozinan 25 mg/ml solution for 

injection/infusion 

PA23229/008/001 

Neuraxpharm Ireland Limited 

Levomepromazine 22nd April 2024  

Pravastatin Sodium 40 mg Tablets 

PA0436/046/003 

Norton Waterford 

Pravastatin 16th April 2024 

Braftovi 50mg Hard Capsules  

EU/1/18/1314/001 

Pierre Fabre Medicament 

Encorafenib 02nd April 2024  

Epaclob 2mg/ml Oral Suspension 

PA0549/026/002 

Ethypharm 

Clobazam 09th April 2024  

Famciclovir Teva 250mg Film 

Coated Tablets  

PA0749/025/002 

Teva Pharma B.V. 

Famciclovir 08th April 2024  

Klacid 250mg Film Coated Tablets  

PA23355/013/001 

Viatris Healthcare Limited 

Clarithromycin  09th April 2024  

Klacid 250mg/5ml Granules for Oral 

Suspension 

Clarithromycin  09th April 2024  
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PA23355/013/006 

Viatris Healthcare Limited 

Sevredol 20 mg Film-Coated 

Tablets 

PA1688/009/002 

Mundipharma Pharmaceuticals 

Limited 

Morphine  11th April 2024  

Tamnic 400 micrograms Modified-

release Capsules, hard 

PA0126/151/001 

Clonmel Healthcare Ltd 

Tamsulosin  12th March 2024  

Temozolomide Teva 20mg Capsules 

EU/1/09/606/003 

Teva B.V. 

Temozolomide  08th April 2024 

Vancomycin 500mg Powder for 

Concentrate for Solution for 

Infusion and Oral Solution  

PA1122/008/001 

Noridem Enterprises Limited 

Vancomycin  09th April 2024  

Vokanamet 150mg/850mg Film-

coated tablet 

EU/1/14/918/008 

Janssen-Cilag International NV 

Canagliflozin & metformin 08th April 2024 

Eplerenone Krka 25 mg film-coated 

tablets 

PA1347/078/001 

KRKA, d.d., Novo mesto 

Eplerenone 05th April 2024  

Budesonide Teva Pharma 1 mg/2 

ml Nebuliser Suspension 

PA0749/207/003 

Teva Pharma B.V. 

Budesonide  03rd April 2024  
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Epilim Syrup 200mg/5ml Oral 

Solution  

PA0540/150/015 

Sanofi-Aventis Ireland Limited T/A 

SANOFI 

Sodium valproate  03rd April 2024  

Fixapost 50 micrograms/ml + 5 

mg/ml eye drops, solution in 

single-dose container 

PA1107/014/001 

Laboratoires Thea 

Timolol & latanoprost 28th March 2024  

Frovex 2.5mg Film Coated Tablets 

PA0865/009/001 

Menarini International Operations 

Luxembourg S.A. 

Frovatriptan 28th March 2024  

Intuniv 1mg Prolonged Release 

Tablets 

EU/1/15/1040/002 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Guanfacine 03rd April 2024  

Intuniv 2mg Prolonged Release 

Tablet  

EU/1/15/1040/004 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Guanfacine 03rd April 2024  

   

Beclazone 50 micrograms CFC-Free 

Inhaler Pressurised Inhalation 

Solution 

PA0436/021/009 

Norton Waterford 

Beclometasone 28th March 2024  
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Zinnat 250mg Film Coated Tablets 

PA23311/003/003 

Sandoz Pharmaceuticals d.d. 

Cefuroxime 27th March 2024  

Amlode 10mg Tablets 

PA0711/138/002 

Rowex Ltd 

Amlodipine  27th March 2024 

Mometasone 50 microgram/dose 

Nasal spray, Suspension 

PA0711/196/001 

Rowex Ltd 

Mometasone 27th March 2024  

Mirap 30mg Film Coated Tablets 

PA0711/062/002 

Rowex Ltd 

Mirtazapine 27th March 2024  

Mirap DisTab 30mg Orodispersible 

Tablets  

PA0711/094/002 

Rowex Ltd 

Mirtazapine 27th March 2024 

Mirap DisTab 45mg Orodispersible 

Tablets  

PA0711/094/003 

Rowex Ltd 

Mirtazapine 27th March 2024 

Nebol 5mg Tablets 

PA0711/120/001 

Rowex Ltd 

Nebivolol  27th March 2024  

Beclazone 50 micrograms CFC-Free 

Inhaler Pressurised Inhalation 

Solution 

PA0436/021/009 

Norton Waterford 

Beclometasone 28th March 2024  
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Vokanamet 150mg/1000mg Film-

coated tablet 

EU/1/14/918/011 

Janssen-Cilag International NV 

Canagliflozin & metformin 22nd March 2024  

Vokanamet 50mg/1000mg Film-

coated tablet  

EU/1/14/918/005 

Janssen-Cilag International NV 

Canagliflozin & metformin 22nd March 2024 

Vokanamet 50mg/850mg Film-

coated tablet  

EU/1/14/918/002 

Janssen-Cilag International NV 

Canagliflozin & metformin 22nd March 2024 

Abstral 100 microgram sublingual 

tablets  

PA2288/004/002 

Kyowa Kirin Holdings B.V. 

Fentanyl 27th March 2024  

Abstral 200 microgram sublingual 

tablets 

PA2288/004/003 

Kyowa Kirin Holdings B.V. 

Fentanyl 27th March 2024  

Aciclovir Azevedos 250mg Powder 

for Solution for Infusion 

PA1852/003/001 

Laboratórios Azevedos - Indústria 

Farmacêutica S.A 

Aciclovir  25th March 2024  

Victoza 6 mg/ml Solution for 

injection in pre-filled pen  

EU/1/09/529/002 

Novo Nordisk A/S 

Liraglutide 12th March 2024   

Victoza 6 mg/ml Solution for 

injection in pre-filled pen  

Liraglutide 25th March 2024  
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EU/1/09/529/003 

Novo Nordisk A/S 

Linezolid 2mg/ml Solution for 

Infusion  

PA2059/011/001 

Fresenius Kabi Deutschland GmbH 

Linezolid  25th March 2024  

Ezetimibe Krka 10mg Tablets  

PA1347/066/001 

KRKA, d.d., Novo mesto 

Ezetimibe  25th March 2024  

Betnovate Ointment 0.1% w/w 

(100g presentation) 

PA1077/001/002 

GlaxoSmithKline (Ireland) Limited 

Betamethasone 22nd March 2024  

Floxapen 250mg Powder for 

solution for Injection or Infusion 

PA1986/111/001 

Teva B.V 

Flucloxacillin 21st March 2024 

Levothyroxine Teva 100 micrograms 

Tablets 

PA0749/143/003 

Teva Pharma B.V. 

Levothyroxine 21st March 2024  

Neotigason 10mg Capsules  

PA1986/113/001 

Teva B.V. 

Acitretin 21st March 2024  

Valaciclovir Teva 500 mg Film-

coated Tablets 

PA0749/036/001 

Teva Pharma B.V. 

Valaciclovir 21st March 2024  
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Pantoprazole Noridem 40 mg 

Powder for Solution for Injection 

PA1122/011/001 

Noridem Enterprises Limited 

Pantoprazole  21st March 2024  

Valganciclovir Accord 450 mg film-

coated tablets 

PA2315/179/001 

Accord Healthcare Ireland Ltd. 

Valganciclovir 12th March 2024  

Betnesol 0.1% w/v Eye, Ear and 

Nasal Drops, solution 

PA1638/001/001 

RPH Pharmaceuticals AB 

Betamethasone 21st March 2024  

Betnesol-N 0.1% w/v, 3500 IU/ml 

Eye, Ear and Nasal Drops, solution 

PA1638/002/001 

RPH Pharmaceuticals AB 

Betamethasone & neomycin 21st March 2024 

Zyvox 2 mg/ml solution for infusion 

PA0822/143/002 

Pfizer Healthcare Ireland 

Linezolid 21st March 2024 

Lexotan 3mg Tablets 

PA2239/008/002 

CHEPLAPHARM Arzneimittel GmbH 

Bromazepam 15th March 2024  

Tegretol 400mg Tablets 

PA0896/030/004 

Novartis Ireland Limited 

Carbamazepine 14th March 2024  

Xyzal 5 mg film-coated tablets 

PA0891/003/001 

UCB (Pharma) Ireland Limited 

Levocetirizine 12th March 2024  
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Zyvox 600mg Film Coated Tablets  

PA0822/143/004 

Pfizer Healthcare Ireland 

Linezolid 15th March 2024  

Gelaspan Solution for Infusion 

PA0736/034/001 

B. Braun Melsungen AG 

Various 11th March 2024  

Rasagiline Krka 1mg Tablets  

PA1347/088/001 

KRKA, d.d., Novo mesto 

Rasagiline  11th March 2024  

Valsartan Viatris 40mg Film Coated 

Tablets  

PA23266/006/001 

Viatris Limited 

Valsartan  11th March 2024  

Actos 30 mg Tablet 

EU/1/00/150/004 

CHEPLAPHARM Arzneimittel GmbH 

Pioglitazone 11th March 2024 

Senokot 7.5mg Tablets  

PA0979/016/002 

Reckitt Benckiser Ireland Ltd. 

Senna pods powdered 11th March 2024 

Flucloxacillin 2000 mg powder for 

solution for injection/infusion 

PA2059/069/003 

Fresenius Kabi Deutschland GmbH 

Flucloxacillin 8th March 2024 

Suboxone 8 mg/2 mg Sublingual 

tablet  

EU/1/06/359/004  

Indivior Europe Limited 

Buprenorphine & naloxone 8th March 2024 

Clorom XL 500mg Prolonged 

Release Tablets  

Clarithromycin 6th March 2024 
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PA23142/006/001 

Morningside Healthcare (Malta) 

Limited 

Mirap 45 mg Film-Coated Tablets 

PA0711/062/003 

Rowex Ltd 

Mirtazapine 6th March 2024 

Hycamtin 1mg Capsules  

EU/1/96/027/007 

Sandoz Pharmaceuticals d.d. 

Topotecan 5th March 2024 

Protium i.v. 40 mg Powder for 

Solution for Injection 

PA2229/010/003 

Takeda Products Ireland Ltd 

Pantoprazole 6th March 2024 

Canesten 500 mg Pessary 

PA1410/039/009 

Bayer Limited 

Clotrimazole 7th March 2024 

Cinacalcet Accord pharma 90 mg 

film-coated tablets 

EU/1/20/1429/010 

Accord Healthcare S.L.U. 

Cinacalcet 6th March 2024 

Xylocaine 2% with Adrenaline 

PA1691/027/001 

Aspen Pharma Trading Limited 

Adrenaline & Lidocaine 6th March 2024 

Rosuvastatin Teva Pharma 40 mg 

Film-coated Tablets 

PA1986/024/004 

Teva B.V. 

Rosuvastatin 29th February 2024 

Dioralyte Rebalance Citrus Powder 

for Oral Solution 

Various 27th February 2024 
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PA23180/023/002 

Phoenix Labs 

Logynon Tablets  

PA1410/005/001 

Bayer Limited 

Levonorgestrel & 

ethinylestradiol 

6th March 2024  

Lyclear 5% w/w Dermal Cream 

PA1077/066/001 

GlaxoSmithKline (Ireland) Limited 

Permethrin 19th February 2024 

Estradot 50 micrograms/24 hours, 

transdermal patch 

PA0896/010/002 

Novartis Ireland Limited 

Estradiol 01st March 2024  

Lanoxin PG 50 micrograms/ml Elixir 

PA1691/001/002 

Aspen Pharma Trading Limited 

Digoxin 1st March 2024 

Valsartan/Hydrochlorothiazide Teva 

160 mg/12.5 mg Film-coated 

Tablets 

PA0749/047/003 

Teva Pharma B.V 

Valsartan & 

hydrochlorothiazide 

29th February 2024 

Zonegran 100mg Capsule 

EU/1/04/307/004 

Amdipharm Limited 

Zonisamide 24th February 2024 

Praluent Solution for Injection in 

Pre-Filled Pen  

EU/1/15/1031/008 

Sanofi-Aventis Groupe 

Alirocumab 28th February 2024 

SANDOSTATIN 500 microgram/1 

ml, solution for injection/infusion 

Octreotide 15th January 2024 
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PA0896/028/003 

Novartis Ireland Limited 

Dioralyte Rebalance Natural Powder 

for Oral Solution 

PA23180/023/003 

Phoenix Labs 

Sodium chloride, potassium 

chloride, glucose & disodium 

hydrogen citrate 

27th February 2024  

Hycamtin 0.25mg Capsules 

EU/1/96/027/006 

Sandoz Pharmaceuticals d.d. 

Topotecan 20th February 2024  

MacroBID 100mg Prolonged 

Release Capsules  

PA1142/033/001 

Amdipharm Limited 

Nitrofurantoin 27th February 2024 

 

Rasagiline Clonmel 1mg tablets 

PA0126/276/001 

Clonmel Healthcare Ltd 

Rasagiline  22nd February 2024  

Ezetimibe 10mg Tablets  

PA0577/198/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Ezetimibe 26th February 2024  

Fungizone 50mg Powder for Sterile 

Concentrate  

PA2239/004/001 

CHEPLAPHARM Arzneimittel GmbH 

Amphotericin 26th February 2024 

Teveten 600mg Film Coated Tablets  

PA2010/017/002 

Mylan IRE Healthcare Limited 

Eprosartan 26th February 2024 

Azyter 15 mg/g Eye Drops, Solution 

PA1107/004/001 

Azithromycin 23rd February 2024  
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Laboratoires Thea 

Rosuvastatin Teva Pharma 40mg 

Film Coated Tablets  

PA1986/024/004 

Teva Pharma B.V. 

Rosuvastatin  21st February 2024  

Meptid 200 mg film-coated Tablets  

PA0968/005/002 

Almirall, S.A. 

Meptazinol 22nd February 2024 

Roaccutane 10 mg soft capsules 

PA2307/007/001 

Roche Products (Ireland) Ltd 

Isotretinoin 22nd February 2024 

Rosuvastatin Krka 20mg Film 

Coated Tablets  

PA1347/016/003 

KRKA, d.d., Novo mesto 

Rosuvastatin 20th February 2024 

Foznol 750mg Chewable Tablets  

PA23211/002/003 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lanthanum 11th January 2024  

GlucaGen HypoKit 1 mg powder 

and solvent for solution for 

injection 

PA0218/031/002 

Novo Nordisk A/S 

Glucagon 16th February 2024 

Doxatan XL 4mg Prolonged Release 

Tablets  

PA0126/202/004 

Clonmel Healthcare Ltd 

Doxazosin 16th January 2024 
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Amlodipine Viatris 10mg Tablets  

PA23266/002/002 

Viatris Limited 

Amlodipine  19th February 2024  

Cosartal Plus 100mg/25mg Film 

Coated Tablets 

PA2315/190/002 

Accord Healthcare Ireland Ltd. 

Losartan & 

hydrochlorothiazide 

16th February 2024  

Rifadin 300mg Capsules  

PA0540/066/002 

Sanofi-Aventis Ireland Limited T/A 

SANOFI 

Rifampicin 19th February 2024  

Rosuvastatin 20mg Film Coated 

Tablets  

PA2315/068/003 

Accord Healthcare Ireland Ltd. 

Rosuvastatin  16th February 2024 

Rosuvastatin Viatris 20mg Tablets  

PA23266/003/003 

Viatris Limited 

Rosuvastatin  19th February 2024  

Sperizak 37.5mg powder and 

solvent for prolonged-release 

suspension for injection 

PA2315/248/002 

Accord Healthcare Ireland Ltd 

Risperidone 16th February 2024 

Zimoclone 7.5mg Film Coated 

Tablets  

PA23266/009/001 

Vitatris Limited 

Zopiclone 19th February 2024  

Lioresal 10 mg Tablets 

PA0896/017/001 

Novartis Ireland Limited 

Baclofen 15th February 2024 
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Memantine hydrochloride 

Pinewood 20 mg film-coated 

tablets 

PA0281/166/002 

Pinewood Laboratories Ltd 

Memantine 16th February 2024 

Questran 4g/sachet, Powder for 

oral suspension 

PA2239/005/001 

CHEPLAPHARM Arzneimittel GmbH 

Colestyramine resin 16th February 2024 

Adenocor 3 mg/ml solution for 

injection 

PA0540/139/001 

Sanofi-Aventis Ireland Limited T/A 

SANOFI 

Adenosine  13th February 2024  

Dexamethasone phosphate 4mg/ml 

Solution for Injection or Infusion 

PA0281/237/002 

Pinewood Laboratories Ltd 

Dexamethasone  14th February 2024  

Montelukast 5mg Chewable Tablets 

PA1347/039/002 

KRKA, d.d., Novo mesto 

Montelukast 15th February 2024  

Rosuvastatin Krka 5mg Film Coated 

Tablets  

PA1347/016/001 

KRKA, d.d., Novo mesto 

Rosuvastatin  14th February 2024  

Senokot 7.5mg/5ml Syrup 

PA0979/016/003 

Reckitt Benckiser Ireland Ltd 

Sennoside b 15th February 2024  

Actos 15 mg Tablet  

EU/1/00/150/001 

Pioglitazone 14th February 2024 
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CHEPLAPHARM Arzneimittel GmbH 

Actos 45 mg Tablet 

EU/1/00/150/012 

CHEPLAPHARM Arzneimittel GmbH 

Pioglitazone 14th February 2024 

Cellcept 250mg Hard Capsules  

EU/1/96/005/001 

Roche Registration GmbH 

Mycophenolate 9th February 2024 

Genotropin MiniQuick 0.6mg 

powder and solvent for solution for 

injection  

PA0822/128/005 

Pfizer Healthcare Ireland 

Somatropin 22nd January 2024 

Omeprazole Pinewood 20 mg 

gastro-resistant capsules, hard 

Pinewood Laboratories Ltd 

PA0281/152/001 

Omeprazole 13th February 2024 

Artelac Preservative Free Single 

Dose Unit 

PA23259/004/002 

Bausch + Lomb Ireland Limited 

Hypromellose 23rd January 2024  

Estradot 75mcg/24 hours 

Transdermal Patch 

PA0896/010/003 

Novartis Ireland Limited 

Estradiol  12th February 2024  

Rosuvastatin Pinewood 20mg Film 

Coated Tablets 

PA0281/157/003 

Pinewood Laboratories Ltd 

Rosuvastatin  13th February 2024  
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Rosuvastatin Pinewood 40mg Film 

Coated Tablets  

PA0281/157/004 

Pinewood Laboratories Ltd 

Rosuvastatin  13th February 2024 

Serc 16mg Tablets 

PA2010/016/002 

Mylan IRE Healthcare Limited 

Betahistine  13th February 2024  

Tetralysal 300mg Hard Capsules 

PA22743/016/001 

Galderma International S.A.S 

Tetracycline  13th February 2024  

Zovirax IV for Infusion 250mg, 

Powder for Solution for Infusion  

PA1077/084/003 

GlaxoSmithKline (Ireland) Limited 

Aciclovir 13th February  

Donesyn 5 mg film-coated tablet 

PA0126/183/001 

Clonmel Healthcare Ltd 

Donepezil 8th February 2024 

Opticrom Allergy Single Dose 2% 

w/v Eye Drops, Solution 

PA23180/010/003 

Opella Healthcare France SAS T/A 

Sanofi 

Sodium cromoglicate 8th February 2024 

Xymel Comp 37.5mg/325mg Film-

Coated Tablets 

PA0126/244/001 

Clonmel Healthcare Ltd 

Tramadol & paracetamol 8th February 2024 

Beclazone 100 micrograms CFC-

Free Inhaler Pressurised Inhalation 

Solution 

PA0436/021/010 

Beclometasone 8th February 2024  
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Norton Waterford 

Tymbrineb 300 mg/5 ml Nebuliser 

Solution 

PA0749/117/001 

Teva Pharma B.V. 

Tobramycin 8th February 2024  

Donepezil 10mg Film-coated 

Tablets 

PA2315/033/002 

Accord Healthcare Ireland Ltd 

Donepezil 7th February 2024 

Eplerenone Rowex 25mg Film 

Coated Tablets 

PA0711/235/001 

Rowex Ltd. 

Eplerenone 7th February 2024 

Eplerenone Rowex 50 mg film-

coated tablets 

PA0711/235/002 

Rowex Ltd 

Eplerenone 7th February 2024 

Ezetimibe Rowa 10mg Tablets  

PA0074/074/001 

Rowa Pharmaceuticals Limited 

Ezetimibe 7th February 2024 

Mirap 15mg Film Coated Tablets  

PA0711/062/001 

Rowex Ltd 

Mirtazapine 7th February 2024 

Fybogel Orange 3.5g granules 

PA0979/009/002 

Reckitt Benckiser Ireland Ltd 

Ispaghula husks 7th February 2024  

Glycopyrronium Bromide 200 

micrograms/ml Solution for 

Injection 

Glycopyrronium 24th January 2024  
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3ml presentation  

PA0857/001/001 

MercuryPharm Ltd 

Septrin Forte 160mg/800mg 

Tablets 

PA1691/010/002 

Aspen Pharma Trading Limited 

Sulfamethoxazole & 

trimethoprim 

06th February 2024  

Travocort 0.1 + 1% w/w Cream 

PA1025/012/001 

LEO Pharma A/S 

Diflucortolone & isoconazole 07th February 2024  

Cardura XL 4mg Prolonged Release 

Tablets  

PA23355/001/001 

Viatris Healthcare Limited 

Doxazosin 1st February 2024 

Ciprofloxacin Teva 500mg Film 

Coated Tablets  

(10 and 20pack)  

PA0749/031/003 

Teva Pharma B.V. 

Ciprofloxacin 2nd February 2024 

Donepezil Krka 5 mg film-coated 

tablets 

PA1347/014/003 

KRKA, d.d., Novo mesto 

Donepezil 2nd February 2024 

Metalyse 50mg Powder and Solvent 

for Solution for Injection 

EU/1/00/169/006 

Boehringer Ingelheim International 

GmbH 

Tenecteplase 2nd February 2024 

Simvastatin Teva 40 mg film-coated 

tablets 

Simvastatin 2nd February 2024 
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PA0749/052/004 

Teva Pharma B.V 

Hytrin 5mg Tablets 

PA1142/005/003 

Amdipharm Limited 

Terazosin 2nd February 2024 

Montelukast Mylan 5mg Chewable 

Tablets  

PA0577/131/002 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Montelukast 1st February 2024 

Cymex Cream 

PA1986/112/001 

Teva B.V. 

Various 31st January 2024 

Amlode 5mg Tablets 

PA0711/138/001 

Rowex Ltd 

Amlodipine  24th January 2024  

Deslor 5mg Film Coated Tablets 

PA0711/202/001 

Rowex Ltd 

Desloratidine 24th January 2024  

Gabin 400mg Capsules 

PA1445/020/003 

Aurobindo Pharma (Malta) Limited 

Gabapentin  24th January 2024  

Ibuprofen B. Braun 400mg Solution 

for Infusion 

PA0736/041/001 

B. Braun Melsungen AG 

Ibuprofen  30th January 2024  

Mycolat 500mg Film Coated Tablets  

PA0711/129/002 

Rowex Ltd 

Mycophenolate 24th January 2024  
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Vertigon 8mg Tablets 

PA1445/023/001 

Aurobindo Pharma (Malta) Limited 

Betahistine  24th January 2024  

Vertigon 16mg Tablets 

PA1445/023/002 

Aurobindo Pharma (Malta) Limited 

Betahistine  24th January 2024 

Betnovate Cream 0.1% w/w  

PA1077/001/001 

GlaxoSmithKline (Ireland) Limited 

Betamethasone 8th January 2024 

Ondansetron 2mg/ml Solution for 

Injection 

(2ml ampoule)  

PA1122/004/001 

Noridem Enterprises Limited 

Ondansetron 29th January 2024 

Nebivolol Teva 5mg Tablets  

PA0749/078/001 

Teva Pharma B.V 

Nebivolol 25th January 2024 

Ramipril Teva Pharma 2.5mg 

Tablets 

PA0749/177/002 

Teva Pharma B.V. 

Ramipril 25th January 2024 

Tevaquel XL 400 mg Prolonged-

release tablets 

PA0749/060/009 

Teva Pharma B.V. 

Quetiapine 25th January 2024 

Xyrem 500 mg/mL oral solution  

EU/1/05/312/001 

UCB Pharma SA 

Sodium oxybate 26th January 2024 
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Cellcept 500mg Powder for 

concentrate for Solution for 

Infusion 

EU/1/96/005/005 

Roche Registration GmbH 

Mycophenolate 26th January 2024  

Equasym XL 30mg Modified 

Release Capsules, Hard 

PA23211/001/003 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Methylphenidate 25th January 2024  

Keflex 125 mg/5ml Powder for Oral 

Suspension 

PA1226/002/002 

Flynn Pharma Limited 

Cefalexin 26th January 2024  

Keflex 250mg/5ml Powder for Oral 

Suspension  

PA1226/002/003 

Flynn Pharma Limited 

Cefalexin 26th January 2024 

Entyvio 108/0.68mg Solution for 

injection in pre-filled pen 

EU/1/14/923/005 

Takeda Pharma A/S 

Vedolizumab 21st January 2024 

Keflex 500 mg Hard Capsules 

PA1226/002/004 

Flynn Pharma Limited 

Cefalexin 11th January 2024 

Aclasta 5mg/100 ml Solution for 

infusion 

EU/1/05/308/001  

Sandoz Pharmaceuticals d.d. 

Zoledronic acid  23rd January 2024  

Atozet 10mg/40mg Film Coated 

Tablets 

Ezetimibe & atorvastatin 23rd January 2024  
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PA23198/022/003 

Organon Pharma (Ireland) Limited 

Chlorphenamine 10mg/ml Solution 

for Injection  

PA2262/003/001 

Evolan Pharma AB 

Chlorphenamine  24th January 2024  

Levothyroxine Teva 100 micrograms 

Tablets 

PA0749/143/003 

Teva Pharma B.V. 

Levothyroxine 23rd January 2024  

NASONEX 50 micrograms/actuation 

Nasal Spray, Suspension 

PA23198/011/001 

Organon Pharma (Ireland) Limited 

Mometasone 23rd January 2024  

Roaccutane 20mg Soft Capsules 

PA2307/007/002 

Roche Products (Ireland) Ltd 

 Isotretinoin 19th January 2024  

Derbac M Liquid 0.5% w/w 

cutaneous emulsion 

PA22702/001/001 

LanesHealth (Ireland) Limited 

Malathion 23rd January 2024 

Solifenacin succinate 5 mg film-

coated tablets 

PA2315/118/001 

Accord Healthcare Ireland Ltd. 

Solifenacin 23rd January 2024 

Tadalafil 10mg Film-coated Tablets 

PA2315/071/002 

Accord Healthcare Ireland Ltd 

Tadalafil 23rd January 2024 
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Co-amoxiclav 1000 mg/200 mg 

powder for solution for 

injection/infusion 

PA2220/002/002 

Instituto Biochimico Italiano G. 

Lorenzini S.p.A. 

Amoxicillin & clavulanic acid 22nd January 2024 

Carboplatin-Teva 10 mg/ml 

Concentrate for Solution for 

Infusion  

(50mg/5ml presentation) 

PA0749/004/001 

Teva Pharma B.V. 

Carboplatin 18th January 2024 

Daktarin 2% w/w Cutaneous 

Powder 

PA0330/048/002 

Johnson & Johnson (Ireland) 

Limited 

Miconazole 17th January 2024 

Donepezil Teva 5 mg Film-coated 

Tablets 

PA0749/194/001 

Teva Pharma B.V. 

Donepezil 18th January 2024 

Methotrexate 2.5 mg tablets 

PA2315/062/001 

Accord Healthcare Ireland Ltd. 

Methotrexate 18th January 2024 

Rapifen 500 micrograms/ml 

solution for injection or infusion 

PA22583/001/001 

Piramal Critical Care B.V. 

Alfentanil 18th January 2024 

Septrin 80 mg/400mg Tablets 

PA1691/010/001 

Aspen Pharma Trading Limited 

Sulfamethoxazole & 

trimethoprim 

15th January 2024  
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Amoclav 500mg/125mg Film-

coated tablets 

PA0711/162/003 

Rowex Ltd 

Amoxicillin & clavulanic acid 10th January 2024  

Clarithromycin Teva 500mg Film 

Coated Tablets 

PA0749/148/002 

Teva Pharma B.V. 

Clarithromycin 11th January 2024  

Co-Vatan 160mg/12.5mg Film 

Coated Tablets  

PA0711/182/002  

Rowex Ltd 

Valsartan & 

hydrochlorothiazide 

10th January 2024 

Dozept 10 mg Film Coated Tablets 

PA0711/141/002 

Rowex Ltd 

Donepezil  10th January 2024  

Hyoscine Hydrobromide Martindale 

Pharma 600 micrograms/ml 

Solution for Injection 

PA0549/031/002 

Ethypharm 

Hyoscine  15th January 2024  

Linezolid 600 mg Film-Coated 

Tablets 

PA0711/230/001 

Rowex Ltd 

Linezolid  10th January 2024  

Mycolat 250mg Hard Capsules  

PA0711/129/001 

Rowex Ltd 

Mycophenolate mofetil 10th January 2024  

Saxenda 6 mg/ml Solution for 

injection 

EU/1/15/992/003 

Liraglutide 2nd January 2024  
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Novo Nordisk A/S 

Intuniv 1mg Prolonged Release 

Tablets 

EU/1/15/1040/002 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Guanfacine  12th January 2024  

Aripiprazole Teva 5mg Tablets 

PA1986/019/001 

Teva B.V. 

Aripiprazole 10th January 2024  

Aripiprazole Teva 10mg Tablets 

PA1986/019/002 

Teva B.V. 

Aripiprazole 10th January 2024 

Aripiprazole Teva 15mg Tablets 

PA1986/019/003 

Teva B.V. 

Aripiprazole 10th January 2024 

Tevaquel XL 50mg Prolonged 

Release Tablets 

PA0749/060/006 

Teva Pharma B.V. 

Quetiapine 10th January 2024  

Creon 25000 Gastro Resistant 

Capsules  

PA23355/006/002 

Viatris Healthcare Limited 

Pancreas powder 8th January 2024  

ELIGARD 22.5 mg Powder and 

Solvent for Solution for Injection 

PA0812/005/002 

Recordati Industria Chimica e 

Farmaceutica SpA 

Leuprorelin acetate 8th January 2024  
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Eumovate Cream 0.05% w/w 

PA1077/006/001 

GlaxoSmithKline (Ireland) Limited 

Clobetasone 8th January 2024  

Co-Amoxiclav TEVA 1000 mg/200 

mg Powder for Solution for 

Injection/Infusion  

PA0749/011/002 

Teva Pharma B.V. 

Amoxicillin & clavulanic acid 

 

4th January 2024  

Doxorubicin Teva 2mg/ml 

Concentrate for Solution for 

Infusion 

(25ml presentation) 

PA0749/083/001 

Teva Pharma B.V. 

Doxorubicin 4th January 2024  

Ezetimibe/Simvastatin Teva Pharma 

10mg/20mg tablets 

PA1986/067/001 

Teva B.V. 

Ezetimibe & simvastatin 4th January 2024  

Gelaspan Solution for Infusion  

PA0736/034/001 

B. Braun Melsungen AG 

Various  05th January 2024  

Germentin 500mg/125mg Film 

Coated Tablets 

PA0577/034/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Amoxicillin & clavulanic acid 8th January 2024  

Leucovorin-Teva 10mg/ml 

Concentrate for Solution for 

Infusion 

(30ml presentation) 

Folinic acid 4th January 2024 
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PA0749/001/001 

Teva Pharma B.V. 

Salamol Steri-Neb 2.5mg/2.5ml 

Nebuliser Solution  

PA1986/086/001 

Teva B.V. 

Salbutamol  4th January 2024  

Genotropin MiniQuick 0.4mg 

powder and solvent for solution for 

injection  

PA0822/128/004 

Pfizer Healthcare Ireland 

Somatropin 4th January 2024  

Tostran 2% Gel 

PA2288/001/004 

Kyowa Kirin Holdings B.V. 

Testosterone  4th January 2024  

Nuprin 75mg gastro-resistant 

tablets 

PA2315/189/001 

Accord Healthcare Ireland Ltd. 

Acetylsalicylic acid 2nd January 2024 

Pioglitazone Accord 30mg Tablets  

EU/1/11/722/012 

Accord Healthcare Ireland Ltd. 

Pioglitazone 2nd January 2024  

Rasagiline Accord 1 mg tablets 

PA2315/174/001 

Accord Healthcare Ireland Ltd. 

Rasagiline  2nd January 2024  

Sildenafil Accord 50mg Film Coated 

Tablets 

PA2315/069/002 

Accord Healthcare Ireland Ltd. 

Sildenafil 2nd January 2024  
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Aripil 5 mg film-coated tablets 

PA0577/099/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Donepezil 2nd January 2024 

Aripil 10mg Film Coated Tablets 

PA0577/099/002 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Donepezil 2nd January 2024  

Fucidin 20 mg/g cream 

PA0046/004/012 

Leo Laboratories Limited 

Fusidic acid  22nd December 2023  

ILUVIEN 190mcg Intravitreal 

Implant in Applicator  

PA22620/001/001 

Alimera Sciences Europe Limited 

Fluocinolone acetonide 2nd January 2024  

Serc 8mg Tablets 

PA2010/016/001 

Mylan IRE Healthcare Limited 

Betahistine 2nd January 2024 

Sormon 60 mg Prolonged-release 

Tablets 

PA0577/202/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Isosorbide-5-mononitrate 2nd January 2024  

Abiraterone Mylan 1000 mg Film 

Coated Tablet 

EU/1/21/1571/011 

Mylan Ireland Limited 

Abiraterone  21st December 2023 

Alendronate/Colecalciferol Teva 70 

mg/2800 IU tablets 

PA0749/196/001 

Vitamin D3 & alendronic acid 21st December 2023 
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Teva Pharma B.V 

Alendronate/Colecalciferol Teva 70 

mg/5600 IU tablets 

PA0749/196/002 

Teva Pharma B.V 

Vitamin D3 & alendronic acid 21st December 2023 

Alprazolam 0.5 mg Tablets 

PA0711/140/002 

Rowex Ltd 

Alprazolam 21st December 2023 

Atecor 100mg Tablets  

 

PA0711/003/003 

 

Rowex Ltd 

Atenolol 21st December 2023 

Atozet 10 mg/80 mg film-coated 

tablets 

 

PA23198/022/004 

 

Organon Pharma (Ireland) Limited 

Ezetimibe & atorvastatin 21st December 2023 

Clavamel Forte 500mg/125mg film-

coated tablet 

 

PA0126/243/001 

 

Clonmel Healthcare Ltd 

Amoxicillin & clavulanic acid 18th December 2023 

Dalmane 15mg Hard Capsules 

 

PA2010/039/001 

 

Mylan IRE Healthcare Limited 

 

Flurazepam 21st December 2023 

Dalmane 30mg Hard Capsules 

PA2010/039/002 

Mylan IRE Healthcare Limited 

Flurazepam 21st December 2023 

Dozept 5mg Film Coated Tablets 

PA0711/141/001 

Donepezil 21st December 2023 
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Rowex Ltd 

Entecavir Rowex 0.5mg Film Coated 

Tablets 

PA0711/274/001 

Rowex Ltd 

Entecavir 21st December 2023 

Epilim Chrono 500mg Prolonged 

Release Tablets 

PA0540/150/012 

Sanofi-Aventis Ireland Limited T/A 

SANOFI 

Sodium valproate 20th December 2023 

Myfenax 500 mg Film-coated tablet 

EU/1/07/438/005 

Teva B.V. 

Mycophenolate mofetil 21st December 2023 

Ritalin LA 30mg prolonged-release 

capsules 

PA1972/002/003 

InfectoPharm Arzneimittel und 

Consilium GmbH 

Methylphenidate 22nd December 2023 

Ritalin LA 40mg prolonged-release 

capsules 

PA1972/002/004 

InfectoPharm Arzneimittel und 

Consilium GmbH 

Methylphenidate 22nd December 

Tevaquel 300 mg Film-coated 

Tablets 

PA0749/060/005 

Teva Pharma B.V 

Quetiapine 21st December 2023 

Dutasteride/Tamsulosin 

hydrochloride Pinewood 

0.5mg/0.4mg Hard Capsules  

Tamsulosin & dutasteride 19th December 2023 
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PA0281/216/001 

Pinewood Laboratories Ltd 

Drynol 10mg Orodispersible Tablet 

PA0865/018/002 

Menarini International Operations 

Luxembourg S.A 

Bilastine 19th December 2023 

Keflex 250 mg Hard Capsules 

PA1226/002/001 

Flynn Pharma Limited 

Cefalexin 20th December 2023 

Valcyte 50 mg/ml powder for oral 

solution 

PA2239/023/002 

CHEPLAPHARM Arzneimittel GmbH 

Valganciclovir 19th December 2023 

ARICEPT 10mg Film Coated Tablets 

PA0822/002/002 

Pfizer Healthcare Ireland 

Donepezil 18th December 2023 

Coversyl Arginine Plus 

2.5mg/0.625mg film-coated tablets 

PA0568/008/003 

Les Laboratoires Servier 

Perindopril & indapamide 18th December 2023 

Neurostil 300mg Capsules, Hard  

PA0749/164/002 

Teva Pharma B.V. 

Gabapentin 21st December 2023 

Salofalk 4g/60ml Enema 

PA0573/004/001 

Dr. Falk Pharma GmbH 

Mesalazine 18th December 2023 

Tyvense 20mg Capsules  

PA23211/005/002 

Lisdexamfetamine 18th December 2023 
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Takeda Pharmaceuticals 

International AG Ireland Branch 

Tyvense 40mg Capsules  

PA23211/005/003 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lisdexamfetamine 18th December 2023 

Tyvense 50mg Capsules  

PA23211/005/004 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lisdexamfetamine 18th December 2023 

Tyvense 60mg Capsules  

PA23211/005/005 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lisdexamfetamine 19th December 2023 

Tyvense 70mg Capsules  

PA23211/005/006 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lisdexamfetamine 19th December 2023 

Zimovane 7.5mg Film Coated 

Tablets  

PA2010/057/001 

Mylan IRE Healthcare Limited 

Zopiclone 18th December 2023 

Betnovate Ointment 0.1% w/w 

(100g presentation)  

PA1077/001/002 

GlaxoSmithKline (Ireland) Limited 

Betamethasone 12th December 2023 

Perdamel 1mg Film Coated Tablets 

PA0126/169/003 

Clonmel Healthcare Ltd 

Risperidone 22nd November 2023  
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Perdamel 4mg Film Coated Tablets  

PA0126/169/006 

Clonmel Healthcare Ltd 

Risperidone 22nd November 2023 

Daktarin 2% w/w Cream 

PA0330/048/001 

Johnson & Johnson (Ireland) 

Limited 

Miconazole 13th December 2023 

Flixotide Evohaler 125mcg per 

metered dose pressurised 

inhalation, suspension 

60 pack size  

PA1077/044/014 

GlaxoSmithKline (Ireland) Limited 

Fluticasone 15th September 2023 

Jext 300mcg Solution for Injection 

in pre-filled pen  

PA1255/006/002 

ALK-Abello A/S 

Adrenaline 14th December 2023 

Kamiren 4mg Prolonged-Release 

Tablets 

PA1347/038/001 

KRKA, d.d., Novo mesto 

Doxazosin 15th December 2023  

Minims Pilocarpine Nitrate 2% w/v, 

Eye Drops, Solution 

PA23259/017/001 

Bausch + Lomb Ireland Limited 

Pilocarpine 14th December 2023  

Medithyme Cough Syrup 

TR0126/319/001 

Clonmel Healthcare Ltd 

Thymus vulgaris L., herba 13th December 2023 

CellCept 250mg Capsules, Hard Mycophenolate mofetil 12th December 2023 
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EU/1/96/005/001 

Roche Registration GmbH 

Ciprofloxacin Krka 250mg Film 

Coated Tablets 

PA1347/035/001 

KRKA, d.d., Novo mesto 

Ciprofloxacin 11th December 2023 

Desloratadine 5mg Film-coated 

tablets 

PA2315/016/001 

Accord Healthcare Ireland Ltd. 

Desloratadine 12th December 2023 

Detrusitol SR 2 mg, Prolonged-

release Capsules 

PA23055/007/001 

Upjohn EESV 

Tolterodine 11th December 2023 

Etoricoxib 90mg Film Coated 

Tablets 

PA0577/210/003 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Etoricoxib 11th December 2023 

INSPRA 25 mg film-coated tablets 

PA23055/005/001 

Upjohn EESV 

Eplerenone 11th December 2023 

Lecalpin 20 mg film-coated tablets 

PA2315/186/002 

Accord Healthcare Ireland Ltd. 

Lercanidipine 12th December 2023 

Levothyroxine 25 micrograms per 5 

ml oral solution 

PA1142/029/002 

Amdipharm Limited 

Levothyroxine 11th December 2023  
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Levothyroxine 50 micrograms per 5 

ml oral solution 

PA1142/029/003 

Amdipharm Limited 

Levothyroxine 11th December 2023 

Levothyroxine 100 micrograms per 

5 ml oral solution 

PA1142/029/004 

Amdipharm Limited 

Levothyroxine 11th December 2023 

Briviact 10mg/ml Oral Solution  

EU/1/15/1073/021 

UCB Pharma SA 

Brivaracetam 8th December 2023 

Etoricoxib Teva 120 mg film-coated 

tablets 

PA1986/002/004 

Teva B.V. 

Etoricoxib 8th December 2023 

Tevagrastim 48 MIU (480µg/0.8 ml) 

Solution for injection or infusion  

EU/1/08/445/005 

Teva GmbH 

Filgrastim 8th December 2023 

Dutasteride/Tamsulosin Rowa 

0.5mg/0.4mg Hard Capsule 

PA0074/076/001 

Rowa Pharmaceuticals Limited 

Dutasteride & tamsulosin 7th December 2023 

Flucol 150 mg Hard capsules 

PA0711/057/003 

Rowex Ltd 

Fluconazole 7th December 2023 

Flucol 200mg Hard Capsules  

PA0711/057/004 

Rowex Ltd 

Fluconazole 7th December 2023 
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Lactulose Fresenius 670mg/ml oral 

solution 

PA0773/003/001 

Fresenius Kabi Austria GmbH 

Lactulose 7th December 2023 

Mirap 30mg Film-Coated Tablets 

PA0711/062/002 

Rowex Ltd 

Mirtazapine 7th December 2023 

Pendrex Plus 4mg/1.25mg Tablets  

PA0711/171/001 

Rowex Ltd 

Perindopril & indapamide 7th December 2023 

Astilin 10 mg film-coated tablets 

PA23163/001/001 

Ascot Laboratories (Ireland) Limited 

Amitriptyline 6th December 2023 

Luveris 75 IU Powder and solvent 

for solution for injection 

EU/1/00/155/004  

Merck Europe B.V 

Lutropin Alfa 

 

7th December 2023 

Montelukast Teva 4mg Chewable 

Tablets 

PA0749/048/001 

Teva B.V. 

Montelukast 5th December 2023 

Lexotan 1.5mg Tablets 

PA2239/008/001 

CHEPLAPHARM Arzneimittel GmbH 

Bromazepam 4th December 2023 

Dozept 10mg Film Coated Tablets  

PA0711/141/002 

Rowex Ltd 

Donepezil 1st December 2023 

Lanzol 15 mg hard gastro-resistant 

capsules 

Lansoprazole 1st December 2023 
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PA0711/067/001 

Rowex Ltd 

Amlodipine Teva 10mg Tablets  

PA0749/067/002 

Teva Pharma B.V. 

Amlodipine 30th November 2023 

Etoricoxib Teva 90 mg film-coated 

tablets 

PA1986/002/003 

Teva B.V. 

Etoricoxib 30th November 2023 

Montelukast Teva 5mg Chewable 

Tablets 

PA0749/048/002  

Teva Pharma B.V. 

Montelukast 28th November 2023 

Rispone 1 mg/ml oral solution 

PA0711/106/001 

Rowex Ltd 

Risperidone 1st December 2023 

Rosuvastatin Rowa 5mg Film 

Coated Tablets 

PA0074/093/001 

Rowa Pharmaceuticals Limited 

Rosuvastatin 1st December 2023 

Rosuvastatin Rowa 10mg Film 

Coated tablets 

PA0074/093/002 

Rowa Pharmaceuticals Limited 

Rosuvastatin 1st December 2023 

Rosuvastatin Rowa 20mg Film 

Coated Tablets  

PA0074/093/003 

Rowa Pharmaceuticals Limited 

Rosuvastatin 1st December 2023 
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Rosuvastatin Rowa 40 mg film-

coated tablets 

PA0074/093/004 

Rowex Ltd 

Rosuvastatin 1st December 2023 

Rosuvastatin Teva Pharma 10 mg 

Film-coated Tablets 

PA1986/024/002 

Teva B.V. 

Rosuvastatin 30th November 2023 

Rosuvastatin Teva Pharma 40 mg 

Film-coated Tablets 

PA1986/024/004 

Teva B.V 

Rosuvastatin 30th November 2023 

Rosuvastatin Viatris 10 mg film-

coated tablets 

PA23266/003/002 

Viatris Limited 

Rosuvastatin 30th November 2023 

Sunitinib Rowex 12.5 mg hard 

capsules 

 

PA0711/289/001 

 

Rowex Ltd 

Sunitinib 1st December 2023 

Genotropin MiniQuick 0.2 mg 

powder and solvent for solution for 

injection 

PA0822/128/003 

Pfizer Healthcare Ireland 

Somatropin 28th November 2023 

Genotropin MiniQuick 1mg powder 

and solvent for solution for 

injection   

Somatropin 28th November 2023 
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PA0822/128/007 

Pfizer Healthcare Ireland 

Lansoprazole Teva Pharma 15mg 

Gastro-resistant Capsules, Hard  

PA1986/008/001 

Teva B.V. 

Lansoprazole 28th November 2023 

Abilify 7.5 mg/ml Solution for 

injection 

EU/1/04/276/036 

Otsuka Pharmaceutical Netherlands 

B.V 

Aripiprazole 29th November 2023 

TOPAMAX 50mg Film-coated 

Tablets 

PA22612/013/002 

Janssen Sciences Ireland UC 

Topiramate 29th November 2023 

Flixonase Allergy Relief 50 

micrograms per dose Nasal Spray 

PA0678/095/001 

Haleon Ireland Limited 

Fluticasone 16th October 2023  

Lioresal 10 mg Tablets 

PA0896/017/001 

Novartis Ireland Limited 

Baclofen 07th November 2023  

Donepezil Krka 10mg Film-coated 

tablets 

PA1347/014/004 

KRKA, d.d., Novo mesto 

Donepezil 28th November 2023 

Lasix 20mg/2ml Solution for 

Injection or Infusion 

PA0540/052/002 

Sanofi-Aventis Ireland Limited T/A 

SANOFI 

Furosemide 28th November 2023 
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Luveris 75 IU Powder and solvent 

for solution for injection 

EU/1/00/155/004  

Merck Europe B.V 

Lutropin Alfa 13th November 2023 

Atrovent 500 UDVs, 500 

micrograms/ 2ml Nebuliser 

Solution 

PA0775/012/003 

Boehringer Ingelheim International 

GmbH 

Ipratropium 24th November 2023  

Crystapen 600mg Powder for 

Solution for Injection or Infusion 

PA0126/313/001 

Clonmel Healthcare Ltd 

Benzylpenicillin 20th November 2023  

Eplerenone 25 mg film-coated 

tablets 

PA2315/085/001 

Accord Healthcare Ireland Ltd. 

Eplerenone 24th November 2023  

Ritalin LA 20mg prolonged-release 

capsules 

PA1972/002/002 

InfectoPharm Arzneimittel und 

Consilium GmbH 

Methylphenidate 24th November 2023  

Pregabalin Krka 50mg Hard 

Capsules 

PA1347/050/002 

KRKA, d.d., Novo mesto  

Pregabalin 23rd November 2023 

Canesten Thrush Cream 2% 

PA1410/039/012 

Bayer Limited 

Clotrimazole 22nd November 2023  
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Ezetrol 10mg Tablets 

PA23198/023/001 

Organon Pharma (Ireland) Limited 

Ezetimibe  22nd November 2023  

Lestace 5mg Tablets  

PA2315/008/002 

Accord Healthcare Ireland Ltd. 

Lisinopril 23rd November 2023  

Lestace 10mg Tablets  

PA2315/008/003 

Accord Healthcare Ireland Ltd. 

Lisinopril 23rd November 2023 

Lestace 20mg Tablets  

PA2315/008/004 

Accord Healthcare Ireland Ltd 

Lisinopril 23rd November 2023 

Minims Tetracaine Hydrochloride 

0.5% w/v Eye Drops, Solution 

PA23259/022/001 

Bausch + Lomb Ireland Limited 

Tetracaine 23rd November 2023  

PULMOCIS 2mg kit for 

radiopharmaceutical preparation 

PA0677/003/001 

CIS bio International 

Human albumin 5th November 2023  

Rosuvastatin Clonmel 5mg film-

coated tablets 

PA0126/261/001 

Clonmel Healthcare Ltd 

Rosuvastatin  22nd November 2023  

Spironolactone 25 mg Film Coated 

tablets 

PA2315/119/001 

Accord Healthcare Ireland Ltd. 

Spironolactone 23rd November 2023 
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Diflucan 150 mg hard capsules 

PA0822/211/002 

Pfizer Healthcare Ireland 

Fluconazole 22nd November 2023 

Drynol 20 mg Tablets 

PA0865/018/001 

Menarini International Operations 

Luxembourg S.A. 

Bilastine 21st November 2023 

Norditropin FlexPro 10mg/1.5 ml, 

Solution for Injection 

PA0218/040/012 

Novo Nordisk A/S 

Somatropin 21st November 2023 

Chloromycetin 0.5% w/v Redidrops 

eye drops 

PA1142/021/001 

Amdipharm Limited 

Chloramphenicol 20th November 2023  

Lercanidipine Clonmel 20mg Film 

Coated Tablets 

PA0126/187/002 

Clonmel Healthcare Ltd 

Lercanidipine 21st November 2023 

Rosuvastatin Viatris 5mg Film 

Coated Tablets 

PA23266/003/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Rosuvastatin  20th November 2023 

Rosuvastatin Viatris 40mg Film 

Coated Tablets 

PA23266/003/004 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Rosuvastatin 20th November 2023 

Warfant 1mg Tablets Warfarin 20th November 2023  
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PA0073/139/001 

Mercury Pharmaceuticals (Ireland) 

Ltd 

Warfant 3mg Tablets 

PA0073/139/002 

Mercury Pharmaceuticals (Ireland) 

Ltd 

Warfarin 20th November 2023 

Warfant 5mg Tablets 

PA0073/139/003 

Mercury Pharmaceuticals (Ireland) 

Ltd 

Warfarin 20th November 2023 

Carboplatin-Teva 10mg/ml 

Concentrate for Solution for 

Infusion  

(600mg presentation)  

PA0749/004/001 

Teva Pharma B.V. 

Carboplatin 17th November 2023 

Ciprofloxacin Teva 250mg Film 

Coated Tablets 

PA0749/031/002 

Teva Pharma B.V. 

Ciprofloxacin 17th November 2023 

Ciprofloxacin Teva 500mg Film 

Coated Tablets  

(20 pack)  

PA0749/031/003 

Teva Pharma B.V. 

Ciprofloxacin 17th November 2023 

Donepezil Teva 10 mg Film-coated 

Tablets 

PA0749/194/002 

Teva Pharma B.V 

Donepezil 17th November 2023 
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Ezetimibe Teva 10mg Tablets 

PA1986/012/001 

Teva B.V. 

Ezetimibe 17th November 2023 

Ipramol Steri-Neb 0.5mg / 2.5mg 

per 2.5ml Nebuliser Solution 

PA1986/082/001 

Teva B.V. 

Ipratropium & salbutamol 17th November 2023 

Ipratropium Steri-Neb 250 

micrograms/ml Nebuliser solution 

(500mg presentation)  

PA1986/083/001 

Teva B.V. 

Ipratropium 17th November 2023 

Losartan/Hydrochlorothiazide Teva 

50mg/12.5mg Film-Coated Tablets 

PA0749/026/001 

Teva Pharma B.V. 

Losartan & 

hydrochlorothiazide 

17th November 2023 

Losartan/Hydrochlorothiazide Teva 

100mg/25mg Film-Coated Tablets 

PA0749/026/002 

Teva Pharma B.V. 

Losartan & 

hydrochlorothiazide 

17th November 2023 

Temozolomide Teva 5mg Capsules  

EU/1/09/606/001-002 

Teva B.V 

Temozolomide 17th November 2023 

Valaciclovir Teva 500 mg Film-

coated Tablets 

PA0749/036/001 

Teva Pharma B.V. 

Valaciclovir 17th November 2023 

Clonocid 500mg Film Coated 

Tablets 

Clarithromycin 2nd November 2023 
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PA0126/136/002 

Clonmel Healthcare Ltd. 

Clonocid 250mg Film Coated 

Tablets 

PA0126/136/001 

Clonmel Healthcare Ltd 

Clarithromycin 19th October 2023 

Floxapen 500 mg Powder for 

Solution for Injection or Infusion  

PA1986/111/002 

Teva B.V. 

Flucloxacillin 17th November 2023  

INTUNIV 4mg Prolonged Release 

Tablet  

EU/1/15/1040/008 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Guanfacine 17th November 2023 

PARIET 20 mg gastro-resistant 

tablet 

PA22612/009/002 

Janssen Sciences Ireland UC 

Rabeprazole  16th November 2023  

Tyvense 30 mg Capsules 

PA23211/005/002 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lisdexamfetamine 16th November 2023  

Gabin 100mg Capsules 

PA1445/020/001 

Aurobindo Pharma (Malta) Limited 

Gabapentin 15th November 2023 

Fixapost 50 micrograms/ml + 5 

mg/ml eye drops, solution in 

single-dose container 

PA1107/014/001 

Laboratoires Thea 

Timolol & latanoprost 15th November 2023  
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Klacid 250mg Film Coated Tablets 

PA2010/004/001 

Mylan IRE Healthcare Limited 

Clarithromycin  14th November 2023  

Rabeprazole Krka 20mg Gastro-

Resistant Tablets 

PA1347/030/002 

KRKA, d.d., Novo mesto 

Rabeprazole 14th November 2023  

Tambocor 100mg Tablets  

PA2010/026/003 

Mylan IRE Healthcare Limited 

Flecainide 14th November 2023 

Allopurinol 300mg Tablets  

PA2315/219/002 

Accord Healthcare Ireland Ltd. 

Allopurinol 13th November 2023 

Montelukast Paediatric 5mg 

Chewable Tablets 

PA2315/110/002 

Accord Healthcare Ireland Ltd. 

Montelukast 13th November 2023 

Erelzi 50mg Solution for Injection 

EU/1/17/1195/011 

Sandoz GmbH 

Etanercept 10th November 2023 

Omeprazole Teva 40 mg Gastro-

resistant Capsules, hard 

PA0749/160/003 

Teva Pharma B.V. 

Omeprazole 8th November 2023 

Betahistine dihydrochloride 16mg 

tablets 

PA2315/078/002 

Accord Healthcare Ireland Ltd 

Betahistine 13th November 2023 
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Eplerenone Krka 25 mg film-coated 

tablets 

PA1347/078/001 

KRKA, d.d., Novo mesto 

Eplerenone 13th November 2023  

Eplerenone 50mg Film Coated 

Tablets  

PA2315/085/002 

Accord Healthcare Ireland Ltd. 

Eplerenone 13th November 223  

Esomeprazole 20mg Gastro 

Resistant Tablets 

PA2315/127/003 

Accord Healthcare Ireland Ltd. 

Esomeprazole 13th November 2023 

Lansoprazole Krka 15mg Gastro 

Resistant Tablets  

PA1347/062/001 

KRKA, d.d., Novo mesto 

Lansoprazole  13th November 2023  

Moviprep Orange Powder for Oral 

Solution 

PA1336/001/002 

Norgine B.V. 

Macrogol 3350, sodium 

sulfate, sodium chloride, 

potassium chloride, ascorbic 

acid & sodium ascorbate 

10th November 2023  

Ramipril Teva Pharma 2.5mg 

Tablets 

PA0749/177/002 

Teva Pharma B.V. 

Ramipril 9th November 2023 

Clarithromycin Teva 250mg Film 

Coated Tablets 

PA0749/148/001 

Teva Pharma B.V 

Clarithromycin 9th November 2023 

Ramipril Teva Pharma 5mg Tablets  Ramipril 9th November 2023 
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PA0749/177/003 

Teva Pharma B.V. 

Fortum 2g powder for solution for 

injection or infusion 

PA23311/001/003 

Sandoz Pharmaceuticals d.d. 

Ceftazidime 8th November 2023 

Linezolid 600mg Film Coated 

Tablets  

PA0711/230/001 

Rowex Ltd 

Linezolid 8th November 2023 

Mirap 45mg Film-Coated Tablets 

PA0711/062/003 

Rowex Ltd 

Mirtazapine 8th November 2023 

Mirap DisTab 45 mg Orodispersible 

Tablets 

PA0711/094/003 

Rowex Ltd 

Mirtazapine 8th November 2023 

Omeprazole Teva 20 mg gastro-

resistant capsules, hard 

PA0749/160/002 

Teva Pharma B.V 

Omeprazole 8th November 2023 

Omeprazole Teva 40 mg Gastro-

resistant Capsules, hard 

PA0749/160/003 

Teva Pharma B.V. 

Omeprazole 8th November 2023 

Telmisartan/Hydrochlorothiazide 

Rowa 80mg/25mg Tablets 

PA0074/081/001 

Rowa Pharmaceuticals Limited 

Telmisartan & 

hydrochlorothiazide 

8th November 2023 
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Clarithromycin 250mg Film-Coated 

Tablets 

PA2050/002/001  

Sun Pharmaceutical Industries 

Europe B.V. 

Clarithromycin 16th October 2023.  

Bendamustine 100mg Powder for 

Concentrate for Solution for 

Infusion  

PA1986/121/002 

Teva B.V. 

Bendamustine 8th November 2023 

Rosuvastatin Teva Pharma 5 mg 

Film-coated Tablets 

PA1986/024/001 

Teva B.V. 

Rosuvastatin 8th November 2023 

Rosuvastatin Teva Pharma 20 mg 

Film-coated Tablets 

PA1986/024/003 

Teva B.V. 

Rosuvastatin 8th November 2023 

Zorclone 7.5 mg Film-Coated 

Tablets 

PA1986/080/001 

Teva B.V. 

Zopiclone 8th November 2023 

Benylin Phlegm Cough plus 

Decongestant Syrup 

PA0330/032/001 

Johnson & Johnson (Ireland) 

Limited 

Guaifenesin & 

pseudoephedrine 

7th November 2023  

Epanutin 30 mg/5ml Oral 

Suspension 

PA23055/003/007 

Upjohn EESV 

Phenytoin 7th November 2023  
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Duac Once Daily 10mg/g + 50mg/g 

Gel 30g 

PA1077/120/001 

GlaxoSmithKline (Ireland) Limited 

Clindamycin & benzoyl 

peroxide 

6th November 2023 

Atomoxetine Accord 40mg Hard 

Capsules 

PA2315/019/004 

Accord Healthcare Ireland Ltd. 

Atomoxetine 2nd November 2023  

Atomoxetine Accord 60mg Hard 

Capsules 

PA2315/019/005 

Accord Healthcare Ireland Ltd 

Atomoxetine 2nd November 2023 

Lenalidomide Accord 5mg Capsules 

EU/1/18/1316/004  

Accord Healthcare S.L.U. 

Lenalidomide 2nd November 2023  

Mivacron 2mg/ml Solution for 

Injection 

(5ml presentation only) 

PA1691/031/001  

Aspen Pharma Trading Limited 

Mivacurium 27th October 2023  

Bendamustine HCl 100 mg Powder 

for Concentrate for Solution for 

Infusion 

PA2059/028/002 

Fresenius Kabi Deutschland GmbH 

Bendamustine  27th October 2023  

Donepezil Krka 5mg Film Coated 

Tablets  

PA1347/014/003 

KRKA, d.d., Novo mesto 

 

Donepezil 1st November 2023  
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Norditropin FlexPro 15mg/1.5 ml, 

Solution for Injection 

PA0218/040/013 

Novo Nordisk A/S 

Norditropin  16th October 2023  

Rhinolast 140 micrograms per 

Spray, Nasal Spray 

PA2010/037/001 

Mylan IRE Healthcare Limited 

Azelastine 

 

31st October 2023  

Valsartan Mylan 80mg Film-coated 

Tablets 

PA0577/134/002 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Valsartan  31st October 2023  

Montelukast Mylan 4mg Chewable 

Tablets 

PA0577/131/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Montelukast 31st October 2023 

CONBRIZA 20 mg film-coated 

tablets 

EU/1/09/511/001 

Pfizer Europe MA EEIG 

Bazedoxifene 29th October 2023 

Daktarin 2% w/w Cutaneous 

Powder  

PA0330/048/002 

Johnson & Johnson (Ireland) 

Limited 

Miconazole 27th October 2023 

Lioresal 5mg/5ml Oral solution  

PA0896/017/002 

Novartis Ireland Limited 

Baclofen 27th October 2023 
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Atecor 50mg Tablets  

PA0711/003/002 

Rowex Ltd 

Atenolol 25th October 2023  

Ezetimibe Krka 10mg tablets 

PA1347/066/001 

KRKA, d.d., Novo mesto 

Ezetimibe  26th October 2023  

Flucloxacillin 1000mg Powder for 

solution for injection/infusion 

PA1862/003/003 

Ibigen Srl 

Flucloxacillin 27th October 2023  

Fental Matrix 25 micrograms/hour 

Transdermal Patch 

PA0711/146/001 

Rowex Ltd 

Fentanyl 25th October 2023  

Fortum 1g Powder for Solution for 

Injection or Infusion 

PA23311/001/002 

Sandoz Pharmaceuticals d.d. 

Ceftazidime 

 

25th October 2023  

Omeprazole Teva 10mg Gastro-

Resistant Capsules 

PA0749/160/001 

Teva Pharma B.V. 

Omeprazole  26th October 2023  

Olanzapine Teva 10mg 

Orodispersible Tablet 

EU/1/07/427/027  

Teva B.V. 

Olanzapine 26th October 2023  

Valsartan Krka 80mg Film-Coated 

Tablets 

PA1347/010/007 

KRKA, d.d., Novo mesto 

Valsartan  26th October 2023  
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Lithium Chloride 0.15 mmol/ml. 

Solution for Injection 

PA23039/001/001 

LiDCO Netherlands B.V. 

Lithium 26th October 2023 

Estradot 100mcg/24 hours, 

Transdermal Patch 

PA0896/010/004 

Novartis Ireland Limited 

Estradiol 25th October 2023 

Dermovate 0.05% w/w Cream 

PA1077/005/001 

GlaxoSmithKline (Ireland) Limited 

Clobetasol 23rd October 2023 

Requip 0.25 mg film-coated tablets 

PA1077/037/001 

GlaxoSmithKline (Ireland) Limited 

Ropinirole 23rd October 2023 

Cisplatin 1 mg/ml Concentrate for 

Solution for Infusion 

(50ml presentation only) 

PA0822/199/001 

Pfizer Healthcare Ireland 

Cisplatin  25th October 2023  

Solpadeine Capsules  

12 pack  

PA1186/011/002 

Chefaro Ireland DAC 

Paracetamol, codeine & 

caffeine 

25th October 2023  

Tarceva 100mg Film Coated Tablets  

EU/1/05/311/002 

Roche Registration GmbH 

Erlotinib 18th October 2023  

Dasselta 5mg Film-coated tablet  

EU/1/11/739/004 

Desloratadine 24th October 2023 
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KRKA, d.d., Novo mesto 

NeoMercazole 5 mg Tablets 

PA1142/002/001 

Amdipharm Limited 

Carbimazole 24th October 2023 

Rosuvastatin Krka 10 mg film-

coated tablets 

PA1347/016/002 

KRKA, d.d., Novo mesto 

Rosuvastatin 24th October 2023 

Septrin 80mg/400mg Tablets 

PA1691/010/001 

Aspen Pharma Trading Limited 

Sulfamethoxazole & 

trimethoprim 

24th October 2023 

Co-amoxiclav 1000mg/200mg 

Powder for Solution for 

Injection/Infusion 

PA2059/026/001 

Fresenius Kabi Deutschland GmbH 

Amoxicillin & clavulanic acid 23rd October 2023 

Eldepryl 5mg Tablets 

PA1327/003/001 

Orion Corporation 

Selegiline 13th September 2023 

Avamys Nasal Spray  

EU/1/07/434/001-003 

GlaxoSmithKline (Ireland) Limited 

Fluticasone 20th October 2023  

Ezetimibe/Simvastatin Clonmel 

10mg/80mg Tablets 

PA0126/281/004 

Clonmel Healthcare Ltd 

Ezetimibe & simvastatin 18th October 2023  

Nebimel 5mg Tablets 

PA0126/165/001 

Nebivolol 12th September 2023  
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Clonmel Healthcare Ltd 

Abstral 100mcg Sublingual Tablets 

PA2288/004/002 

Kyowa Kirin Holdings B.V. 

Fentanyl 19th October 2023 

Minims Chloramphenicol 0.5% Eye 

Drops, Solution 

PA23259/010/001 

Bausch + Lomb Ireland Limited 

Chloramphenicol 19th October 2023 

Montelukast Mylan 5mg Chewable 

Tablets 

PA0577/131/002 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Montelukast 19th October 2023 

Neurostil 400 mg capsules 

PA0749/164/003 

Teva Pharma B.V. 

Gabapentin 19th October 2023 

Rispeva 0.5 mg film-coated tablets 

PA1986/021/001 

Teva B.V. 

Risperidone 19th October 2023 

Tevaquel 100mg Film-coated 

Tablets 

PA0749/060/002 

Teva Pharma B.V. 

Quetiapine 19th October 2023 

Valsartan Teva 80 mg Film-coated 

Tablets 

PA0749/084/002 

Teva Pharma B.V. 

Valsartan 19th October 2023 
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Valsartan Teva 160 mg Film-coated 

Tablets 

PA0749/084/003 

Teva Pharma B.V. 

Valsartan 19th October 2023 

Zismirt 30mg Film-coated tablets 

PA0577/059/001 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Mirtazapine 19th October 2023 

Zyban 150mg Prolonged Release 

Tablets 

PA1077/017/001 

GlaxoSmithKline (Ireland) Limited 

Bupropion 18th October 2023 

Metformin Aurobindo 1000mg Film 

Coated Tablets 

PA1445/021/003 

Aurobindo Pharma (Malta) Limited 

Metformin 18th October 2023  

Rosuvastatin Viatris 20 mg film-

coated tablets 

PA23266/003/003 

Viatris Limited 

Rosuvastatin  18th October 2023  

Mestinon 60mg Tablets  

PA2010/052/001 

Mylan IRE Healthcare Limited 

Pyridostigmine 18th October 2023 

Fucidin H 20mg/g + 10mg/g Cream 

PA0046/005/005 

Leo Laboratories Limited 

Hydrocortisone acetate & 

fusidic acid 

17th October 2023 

Jext 300 micrograms solution for 

injection in pre-filled pen 

PA1255/006/002 

ALK-Abello A/S 

Adrenaline 17th October 2023 
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Doxatan 4mg Tablets  

PA0126/202/003 

Clonmel Healthcare Ltd 

Doxazosin 17th October 2023  

Flixotide Evohaler 125mcg per 

metered dose pressurised 

inhalation, suspension  

120 pack size  

PA1077/044/014 

GlaxoSmithKline (Ireland) Limited 

Fluticasone 16th October 2023  

Telmisartan Rowa 40mg Tablets  

PA0074/078/002 

Rowa Pharmaceuticals Limited 

Telmisartan 13th October 2023  

Tyvense 60mg Capsules 

PA23211/005/005 

Takeda Pharmaceuticals 

International AG Ireland Branch 

Lisdexamfetamine 16th October 2023  

Xatger 10mg Prolonged Release 

Tablets  

PA0577/079/002 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Alfuzosin 16th October 2023 

Norditropin FlexPro 5mg/1.5ml 

Solution for Injection 

PA0218/040/011 

Novo Nordisk A/S 

Somatropin 13th October 2023 

Polivy Powder for Concentrate for 

Solution for Infusion 

(140mg presentation) 

EU/1/19/1388/001 

Roche Registration GmbH 

Polatuzumab vedotin 12th October 2023 
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Vitaros 3mg/g Cream  

PA1404/003/002 

Recordati Ireland Limited 

Alprostadil 13th October 2023  

Duphaston 10mg Film Coated 

Tablets  

PA2010/010/001 

Mylan IRE Healthcare Limited 

Dydrogesterone 12th October 2023 

Dupixent 300 mg Solution for 

injection 

EU/1/17/1229/006 

Sanofi Winthrop Industrie 

Dupilumab 12th October 2023 

Zoledronic acid Mylan 4 mg/5ml 

Concentrate for solution for 

infusion 

PA0577/131/002 

McDermott Laboratories Ltd., T/A 

Gerard Laboratories 

Zoledronic acid 12th October 2023 

Allopurinol Teva 100mg Tablets 

PA0749/099/001 

Teva Pharma B.V. 

Allopurinol 9th October 2023 

Erythrocin 250mg Tablets 

PA1142/008/002 

Amdipharm Limited 

Erythromycin 10th October 2023  

Mirtazapine 15mg Film-Coated 

Tablets 

PA2315/072/001 

Accord Healthcare Ireland Ltd. 

Mirtazapine 12th September 2023  

Ozempic 0.5mg solution for 

injection in pre-filled pen 

EU/1/17/1251/003 

Semaglutide 9th October 2023 



 

ADV-F0086-1 66/70 

Novo Nordisk A/S 

Rosuvastatin Pinewood 10mg Film 

Coated Tablets 

PA0281/157/002 

Pinewood Laboratories Ltd 

Rosuvastatin 9th October 2023 

Inegy 10mg/80mg Tablets  

PA23198/024/004 

Organon Pharma (Ireland) Limited 

Ezetimibe & simvastatin 6th October 2023 

Cerazette 75 microgram film-

coated tablets 

PA23198/016/001 

Organon Pharma (Ireland) Limited 

Desogestrel 28th September 2023 

Gerax 500mcg Tablets 

PA1445/024/002 

Aurobindo Pharma (Malta) Limited 

Alprazolam 5th October 2023  

One-alpha 1mcg Soft Capsules 

PA2239/017/001 

CHEPLAPHARM Arzneimittel GmbH 

Alfacalcidol 6th October 2023  

Vfend 40mg/ml Powder for Oral 

Solution  

EU/1/02/212/026 

Pfizer Europe MA EEIG 

Voriconazole 6th October 2023  

Klacid Forte 500 mg film-coated 

tablets 

PA2010/004/002 

Mylan IRE Healthcare Limited 

Clarithromycin 5th October 2023 

Rosuvastatin Krka 40 mg film-

coated tablets 

Rosuvastatin 5th October 2023 



 

ADV-F0086-1 67/70 

PA1347/016/004 

KRKA, d.d., Novo mesto 

Solpadeine Soluble Tablets 

60 pack and 12 pack 

PA1186/011/001 

Chefaro Ireland DAC 

Paracetamol, codeine & 

caffeine 

5th October 2023 

Xermelo 250 mg film-coated tablets 

EU/1/17/1224/001 

Serb S.A.S. 

Telotristat 5th October 2023 

Calpol Six Plus 250mg/5ml 

Sugar/Colour Free Oral Suspension  

(140ml) 

PA0330/017/003 

Johnson & Johnson (Ireland) 

Limited 

Paracetamol 4th October 2023 

Doxane XL 4 mg prolonged-release 

tablets 

PA0711/103/001 

Rowex Ltd 

Doxazosin 4th October 2023 

Fentanyl 100 micrograms in 2 ml 

Solution for Injection 

PA0073/122/001 

Mercury Pharmaceuticals (Ireland) 

Ltd 

Fentanyl 4th October 2023 

Saxenda 6 mg/ml solution for 

injection in pre-filled pen 

EU/1/15/992/003 

Novo Nordisk A/S 

Liraglutide 2nd October 2023  



 

ADV-F0086-1 68/70 

Neurontin 400mg Hard Capsules 

 

PA23055/004/003 

 

Upjohn EESV 

Gabapentin 4th October 2023  

Betnesol-N 0.1% w/v, 3500 IU/ml 

Eye, Ear and Nasal Drops, solution 

 

PA1638/002/001 

 

RPH Pharmaceuticals AB 

Bethamethasone & neomycin 

sulfate 

3rd October 2023 

Flixotide Evohaler 250 micrograms 

per metered dose  

 

(120 dose pack) 

 

PA1077/044/015 

 

GlaxoSmithKline (Ireland) Limited 

Fluticasone 3rd October 2023 

Betahistine dihydrochloride 8mg 

tablets 

PA2315/078/001 

 

Accord Healthcare Ireland Ltd. 

Betahistine  2nd October 2023 

Ketalar 10mg/ml Solution for 

Injection/Infusion 

 

PA0822/013/001 

 

Pfizer Healthcare Ireland 

Ketamine 2nd October 2023 

Ketalar 50 mg/ml Solution for 

Injection/Infusion 

 

PA0822/013/002 

 

Pfizer Healthcare Ireland 

Ketamine 2nd October 2023 

Tritace 1.25mg Tablets  

 

PA0540/084/005 

 

Sanofi-Aventis Ireland Limited T/A 

SANOFI  

Ramipril 29th September 2023  

Pyranistole 200 mg Prolonged 

Release Capsules 

 

PA22865/001/001 

 

Dipyridamole 29th September 2023  



 

ADV-F0086-1 69/70 

Renata Pharmaceuticals (Ireland) 

Limited 

Isomel SR Prolonged Release 

Tablets  

 

PA2261/002/001 

 

Dexcel Pharma GmbH 

Isosorbid-5-mononitrat 29th September 2023  

Minims Povidone Iodine 5% w/v 

Eye Drops, Solution 

 

PA23259/018/001 

 

Bausch + Lomb Ireland Limited 

Povidone 26th September 2023  

Yellox 0.9mg/ml Eye Drops, 

Solution  

 

EU/1/11/692/001 

 

Bausch Health Ireland Limited  

Bromfenac 25th September 2023  

Dalacin T Topical Lotion 10 mg/ml 

Cutaneous Emulsion 

 

PA0822/121/001 

 

Pfizer Healthcare Ireland 

Clindamycin  29th September 2023  

Rosuvastatin Teva Pharma 40 mg 

Film-coated Tablets 

 

PA1986/024/004 

 

Teva B.V. 

Rosuvastatin 20th September 2023 

Atozet 10mg/20mg Film Coated 

Tablets 

 

PA23198/022/002 

 

Organon Pharma (Ireland) Limited 

Ezetimibe & atorvastatin 29th September 2023  

Clomid 50mg Tablets  

 

PA0540/020/001 

 

Sanofi-Aventis Ireland Limited T/A 

SANOFI 

Clomiphene 22nd September 2023  
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Solpadol 500mg/30mg Effervescent 

Tablets 

 

PA1113/027/002 

 

Phoenix Labs 

Paracetamol & codeine 2nd October 2023  

Entecavir Mylan 0.5mg Film-Coated 

Tablets 

 

EU/1/17/1227/001  

 

Mylan Pharmaceuticals Limited 

Entecavir 28th September 2023  

Lopid 600mg Film Coated Tablets 

  

PA0822/014/002 

 

Pfizer Healthcare Ireland 

Gemfibrozil 26th September 2023  

Ozempic 1mg Solution for Injection 

in Pre-Filled Pen  

 

EU/1/17/1251/005 

 

Novo Nordisk A/S 

Semaglutide 26th September 2023 

 

 


