
1 Marketing authorisations granted in September 2015

PL Number Grant Date MA Holder Licensed Name(s) Active Ingredient Quantity Units Legal Status 

PL 17907/0497 01/09/2015 BRISTOL LABORATORIES LIMITED FINASTERIDE 1 MG FILM-COATED TABLETS FINASTERIDE 1.00 MILLIGRAMMES POM

PL 17907/0498 01/09/2015 BRISTOL LABORATORIES LIMITED FINASTERIDE 5 MG FILM-COATED TABLETS FINASTERIDE 5.00 MILLIGRAMMES POM

PL 29831/0640 01/09/2015 WOCKHARDT UK LIMITED ARIPIPRAZOLE WOCKHARDT 1MG/ML ORAL SOLUTION ARIPIPRAZOLE 1.000 MILLIGRAMMES POM

PL 44171/0001 01/09/2015 RECLINMED SRO RASAGILINE 1 MG TABLETS RASAGILINE TARTRATE 1.437 MILLIGRAMMES POM

PL 33414/0126 02/09/2015 CHELONIA HEALTHCARE LIMITED PARACETAMOL 500MG TABLETS PARACETAMOL 500.00 MILLIGRAMMES GSL

PL 33414/0156 02/09/2015 CHELONIA HEALTHCARE LIMITED PARACETAMOL 500MG TABLETS PARACETAMOL 500.00 MILLIGRAMMES GSL

PL 20416/0241 03/09/2015 CRESCENT PHARMA LIMITED DESLORATADINE 5MG FILM COATED TABLETS DESLORATADINE 5.00 MILLIGRAMMES POM

PL 20416/0242 03/09/2015 CRESCENT PHARMA LIMITED DESLORATADINE 0.5MG/ML ORAL SOLUTION DESLORATADINE 0.5 MILLIGRAMMES PER MILLILITRE POM

PL 27755/0002 03/09/2015 DR EBELING & ASSOC GMBH DUTOR 20 MG GASTRO-RESISTANT CAPSULES, HARD DULOXETINE HYDROCHLORIDE 22.453 MILLIGRAMMES POM

PL 27755/0003 03/09/2015 DR EBELING & ASSOC GMBH DUTOR 30 MG GASTRO-RESISTANT CAPSULES, HARD DULOXETINE HYDROCHLORIDE 33.680 MILLIGRAMMES POM

PL 27755/0004 03/09/2015 DR EBELING & ASSOC GMBH DUTOR 40 MG GASTRO-RESISTANT CAPSULES, HARD DULOXETINE HYDROCHLORIDE 33.680 MILLIGRAMMES POM

PL 27755/0005 03/09/2015 DR EBELING & ASSOC GMBH DUTOR 60 MG GASTRO-RESISTANT CAPSULES, HARD DULOXETINE HYDROCHLORIDE 67.360 MILLIGRAMMES POM

PL 36687/0073 03/09/2015 TORRENT PHARMA (UK) LIMITED ARIPIPRAZOLE TORRENT 5 MG TABLETS ARIPIPRAZOLE 5.000 MILLIGRAMMES POM

PL 36687/0074 03/09/2015 TORRENT PHARMA (UK) LIMITED ARIPIPRAZOLE TORRENT 10 MG TABLETS ARIPIPRAZOLE 10.000 MILLIGRAMMES POM

PL 36687/0075 03/09/2015 TORRENT PHARMA (UK) LIMITED ARIPIPRAZOLE TORRENT 15 MG TABLETS ARIPIPRAZOLE 15.000 MILLIGRAMMES POM

PL 36687/0076 03/09/2015 TORRENT PHARMA (UK) LIMITED ARIPIPRAZOLE TORRENT 30 MG TABLETS ARIPIPRAZOLE 30.000 MILLIGRAMMES POM

PL 04416/1241 08/09/2015 SANDOZ LIMITED TEICOPLANIN 100 MG POWDER AND SOLVENT FOR SOLUTION FOR INJECTION/ INFUSION OR ORAL SOLUTION TEICOPLANIN 100.000 MILLIGRAMMES POM

PL 04416/1242 08/09/2015 SANDOZ LIMITED TEICOPLANIN 200 MG POWDER AND SOLVENT FOR SOLUTION FOR INJECTION/ INFUSION OR ORAL SOLUTION TEICOPLANIN 200.000 MILLIGRAMMES POM

PL 04416/1243 08/09/2015 SANDOZ LIMITED TEICOPLANIN 400 MG POWDER AND SOLVENT FOR SOLUTION FOR INJECTION/ INFUSION OR ORAL SOLUTION TEICOPLANIN 400.000 MILLIGRAMMES POM

PL 04416/1244 08/09/2015 SANDOZ LIMITED TEICOPLANIN 100 MG POWDER AND SOLVENT FOR SOLUTION FOR INJECTION/ INFUSION OR ORAL SOLUTION TEICOPLANIN 100.000 MILLIGRAMMES POM

PL 04416/1245 08/09/2015 SANDOZ LIMITED TEICOPLANIN 200 MG POWDER AND SOLVENT FOR SOLUTION FOR INJECTION/ INFUSION OR ORAL SOLUTION TEICOPLANIN 200.000 MILLIGRAMMES POM

PL 04416/1246 08/09/2015 SANDOZ LIMITED TEICOPLANIN 400 MG POWDER AND SOLVENT FOR SOLUTION FOR INJECTION/ INFUSION OR ORAL SOLUTION TEICOPLANIN 400.000 MILLIGRAMMES POM

PL 41734/0006 09/09/2015 PHARMA REGULATORY SOLUTIONS LIMITED VORICONAZOLE 200 MG POWDER FOR SOLUTION FOR INFUSION VORICONAZOLE 200 MILLIGRAMMES POM

PL 41830/0037 09/09/2015 NRIM LIMITED SODIUM FEREDETATE 190MG/5ML ORAL SOLUTION SODIUM FEREDETATE 190.00 MILLIGRAMMES POM

PL 08828/0262 14/09/2015 FRESENIUS KABI LIMITED IONOLYTE SOLUTION FOR INFUSION MAGNESIUM CHLORIDE HEXAHYDRATE 0.30 MILLIGRAMMES POM

PL 08828/0262 14/09/2015 FRESENIUS KABI LIMITED IONOLYTE SOLUTION FOR INFUSION POTASSIUM CHLORIDE 0.30 MILLIGRAMMES POM

PL 08828/0262 14/09/2015 FRESENIUS KABI LIMITED IONOLYTE SOLUTION FOR INFUSION SODIUM ACETATE TRIHYDRATE 4.63 MILLIGRAMMES POM

PL 08828/0262 14/09/2015 FRESENIUS KABI LIMITED IONOLYTE SOLUTION FOR INFUSION SODIUM CHLORIDE 6.02 MILLIGRAMMES POM

PL 17907/0491 14/09/2015 BRISTOL LABORATORIES LIMITED RIVASTIGMINE 1.5 MG CAPSULE, HARD RIVASTIGMINE HYDROGEN TARTRATE 2.4 MILLIGRAMMES POM
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PL 17907/0492 14/09/2015 BRISTOL LABORATORIES LIMITED RIVASTIGMINE 3 MG CAPSULE, HARD RIVASTIGMINE HYDROGEN TARTRATE 4.8 MILLIGRAMMES POM

PL 17907/0493 14/09/2015 BRISTOL LABORATORIES LIMITED RIVASTIGMINE 4.5 MG CAPSULE, HARD RIVASTIGMINE HYDROGEN TARTRATE 7.2 MILLIGRAMMES POM

PL 17907/0494 14/09/2015 BRISTOL LABORATORIES LIMITED RIVASTIGMINE 6 MG CAPSULE, HARD RIVASTIGMINE HYDROGEN TARTRATE 9.6 MILLIGRAMMES POM

PL 25258/0161 14/09/2015 GLENMARK PHARMACEUTICALS EUROPE LIMITED DEXAMETHASONE 2 MG SOLUBLE TABLETS DEXAMETHASONE SODIUM PHOSPHATE 2.63 MILLIGRAMMES POM

PL 25258/0162 14/09/2015 GLENMARK PHARMACEUTICALS EUROPE LIMITED DEXAMETHASONE 4 MG SOLUBLE TABLETS DEXAMETHASONE SODIUM PHOSPHATE 5.26 MILLIGRAMMES POM

PL 25258/0163 14/09/2015 GLENMARK PHARMACEUTICALS EUROPE LIMITED DEXAMETHASONE 8 MG SOLUBLE TABLETS DEXAMETHASONE SODIUM PHOSPHATE 10.52 MILLIGRAMMES POM

PL 04515/0404 15/09/2015 HOSPIRA UK LIMITED CEFTAZIDIME 250 MG POWDER FOR SOLUTION FOR INJECTION CEFTAZIDIME PENTAHYDRATE 250 MILLIGRAMMES POM

PL 04515/0405 15/09/2015 HOSPIRA UK LIMITED CEFTAZIDIME 500 MG POWDER FOR SOLUTION FOR INJECTION CEFTAZIDIME PENTAHYDRATE 500.00 MILLIGRAMMES POM

PL 04515/0406 15/09/2015 HOSPIRA UK LIMITED CEFTAZIDIME 1 G POWDER FOR SOLUTION FOR INJECTION/INFUSION CEFTAZIDIME PENTAHYDRATE 1.0 GRAMMES POM

PL 04515/0407 15/09/2015 HOSPIRA UK LIMITED CEFTAZIDIME 2 G POWDER FOR SOLUTION FOR INJECTION/INFUSION CEFTAZIDIME PENTAHYDRATE 2.0 GRAMMES POM

PL 20416/0293 15/09/2015 CRESCENT PHARMA LIMITED IBUPROFEN 600MG TABLETS IBUPROFEN 600.00 MILLIGRAMMES POM

PL 39307/0047 15/09/2015 SYRI LIMITED FUROSEMIDE 4MG/ML ORAL SOLUTION FUROSEMIDE 4.000 MILLIGRAMMES POM

PL 39307/0048 15/09/2015 SYRI LIMITED FUROSEMIDE 8MG/ML ORAL SOLUTION FUROSEMIDE 8.000 MILLIGRAMMES POM

PL 39307/0049 15/09/2015 SYRI LIMITED FUROSEMIDE 10MG/ML ORAL SOLUTION FUROSEMIDE 10.000 MILLIGRAMMES POM

PL 40800/0007 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 5 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 5.00 MILLIGRAMMES POM

PL 40800/0008 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 10 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 10.00 MILLIGRAMMES POM

PL 40800/0009 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 20 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 20.00 MILLIGRAMMES POM

PL 40800/0010 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 30 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 30.00 MILLIGRAMMES POM

PL 40800/0011 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 40 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 40.00 MILLIGRAMMES POM

PL 40800/0012 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 60 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 60.00 MILLIGRAMMES POM

PL 40800/0013 15/09/2015 DEVELCO PHARMA GMBH ALIVIO 80 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 80.00 MILLIGRAMMES POM

PL 30306/0553 17/09/2015 ACTAVIS GROUP PTC EHF PARACETAMOL/IBUPROFEN 500MG/150MG FILM-COATED TABLETS IBUPROFEN 150.00 MILLIGRAMMES P

PL 30306/0553 17/09/2015 ACTAVIS GROUP PTC EHF PARACETAMOL/IBUPROFEN 500MG/150MG FILM-COATED TABLETS PARACETAMOL 500.00 MILLIGRAMMES P

PL 40800/0014 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 5 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 5.00 MILLIGRAMMES POM

PL 40800/0015 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 10 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 10.00 MILLIGRAMMES POM

PL 40800/0016 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 20 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 20.00 MILLIGRAMMES POM

PL 40800/0017 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 30 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 30.00 MILLIGRAMMES POM

PL 40800/0018 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 40 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 40.00 MILLIGRAMMES POM

PL 40800/0019 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 60 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 60.00 MILLIGRAMMES POM
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PL 40800/0020 17/09/2015 DEVELCO PHARMA GMBH LEVERAXO 80 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 80.00 MILLIGRAMMES POM

PL 42357/0164 17/09/2015 AMNEAL PHARMA EUROPE LIMITED LINEZOLID 600 MG FILM-COATED TABLETS LINEZOLID 600.000 MILLIGRAMMES POM

PL 12063/0127 18/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HYDROCHLORIDE WRAFTON 500MG/200MG/10MG POWDER FOR ORA GUAIFENESIN 200 MILLIGRAMMES GSL

PL 12063/0127 18/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HYDROCHLORIDE WRAFTON 500MG/200MG/10MG POWDER FOR ORA PARACETAMOL 500 MILLIGRAMMES GSL

PL 12063/0127 18/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HYDROCHLORIDE WRAFTON 500MG/200MG/10MG POWDER FOR ORA PHENYLEPHRINE HYDROCHLORIDE 10 MILLIGRAMMES GSL

PL 17871/0211 18/09/2015 JENSON PHARMACEUTICAL SERVICES LIMITED ZINC 1 MG/ML, CONCENTRATE FOR SOLUTION FOR INFUSION ZINC GLUCONATE 69.7 MILLIGRAMMES POM

PL 28176/0171 21/09/2015 STRIDES ARCOLAB INTERNATIONAL LIMITED DUTASTERIDE STRIDES 0.5MG CAPSULES, SOFT DUTASTERIDE 0.500 MILLIGRAMMES POM

PL 20416/0246 22/09/2015 CRESCENT PHARMA LIMITED LEVETIRACETAM CRESCENT 250 MG FILM-COATED TABLETS LEVETIRACETAM 250.000 MILLIGRAMMES POM

PL 20416/0247 22/09/2015 CRESCENT PHARMA LIMITED LEVETIRACETAM CRESCENT 500 MG FILM-COATED TABLETS LEVETIRACETAM 500.00 MILLIGRAMMES POM

PL 20416/0248 22/09/2015 CRESCENT PHARMA LIMITED LEVETIRACETAM CRESCENT 750 MG FILM-COATED TABLETS LEVETIRACETAM 750.000 MILLIGRAMMES POM

PL 20416/0249 22/09/2015 CRESCENT PHARMA LIMITED LEVETIRACETAM CRESCENT 1000 MG FILM-COATED TABLETS LEVETIRACETAM 1000.00 MILLIGRAMMES POM

PL 04917/0141 23/09/2015 PINEWOOD LABORATORIES LIMITED LORATADINE 5 MG/5 ML ORAL SOLUTION LORATADINE 5 MILLIGRAMMES PER 5 MILLILITRES P

PL 20075/0423 23/09/2015 ACCORD HEALTHCARE LIMITED DUTASTERIDE 0.5 MG SOFT CAPSULES DUTASTERIDE 0.5 MILLIGRAMMES POM

PL 20416/0262 23/09/2015 CRESCENT PHARMA LIMITED LEVETIRACETAM CRESCENT 100 MG/ML ORAL SOLUTION LEVETIRACETAM 100.00 MILLIGRAMMES POM

PL 25258/0155 23/09/2015 GLENMARK PHARMACEUTICALS EUROPE R&D LIMITEDLINEZOLID 600 MG FILM-COATED TABLETS LINEZOLID 600 MILLIGRAMMES POM

PL 30306/0488 23/09/2015 ACTAVIS GROUP PTC EHF BRINZOLAMIDE ACTAVIS 10 MG/ML EYE DROPS, SUSPENSION BRINZOLAMIDE 10.00 MILLIGRAMMES POM

PL 01656/0209 24/09/2015 KRKA DD NOVO MESTO LINEZOLID KRKA 600 MG FILM-COATED TABLETS LINEZOLID 600.00 MILLIGRAMMES POM

PL 20416/0195 28/09/2015 CRESCENT PHARMA LIMITED IMIPRAMINE 10 MG TABLETS IMIPRAMINE HYDROCHLORIDE 10.000 MILLIGRAMMES POM

PL 20416/0196 28/09/2015 CRESCENT PHARMA LIMITED IMIPRAMINE 25 MG TABLETS IMIPRAMINE HYDROCHLORIDE 25.000 MILLIGRAMMES POM

PL 04416/1428 29/09/2015 SANDOZ LIMITED LINEZOLID 2 MG/ML SOLUTION FOR INFUSION LINEZOLID 2.00 MILLIGRAMMES PER MILLILITRE POM

PL 12063/0126 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 500 MG/200 MG/10 MG POWDER FOR ORAL SOLUTIONGUAIFENESIN 200.00 MILLIGRAMMES GSL

PL 12063/0126 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 500 MG/200 MG/10 MG POWDER FOR ORAL SOLUTIONPARACETAMOL 500.00 MILLIGRAMMES GSL

PL 12063/0126 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 500 MG/200 MG/10 MG POWDER FOR ORAL SOLUTIONPHENYLEPHRINE HYDROCHLORIDE 10.00 MILLIGRAMMES GSL

PL 12063/0126 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 500MG/200MG/10MG POWDER FOR ORAL SOLUTION GUAIFENESIN 200.00 MILLIGRAMMES GSL

PL 12063/0126 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 500MG/200MG/10MG POWDER FOR ORAL SOLUTION PARACETAMOL 500.00 MILLIGRAMMES GSL

PL 12063/0126 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 500MG/200MG/10MG POWDER FOR ORAL SOLUTION PHENYLEPHRINE HYDROCHLORIDE 10.00 MILLIGRAMMES GSL

PL 12063/0131 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 1000 MG/200 MG/12.2 MG POWDER FOR ORAL SOLUTI GUAIFENESIN 200.00 MILLIGRAMMES GSL

PL 12063/0131 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 1000 MG/200 MG/12.2 MG POWDER FOR ORAL SOLUTI PARACETAMOL 1000.00 MILLIGRAMMES GSL

PL 12063/0131 29/09/2015 WRAFTON LABORATORIES LIMITED PARACETAMOL/GUAIFENESIN/PHENYLEPHRINE HCL WRAFTON 1000 MG/200 MG/12.2 MG POWDER FOR ORAL SOLUTI PHENYLEPHRINE HYDROCHLORIDE 12.20 MILLIGRAMMES GSL
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PL 15142/0268 29/09/2015 MEDA PHARMACEUTICALS LIMITED NEFOPAM HYDROCHLORIDE 30MG TABLETS NEFOPAM HYDROCHLORIDE 64.387 KILOGRAMMES POM
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