
1 Marketing authorisations granted in December 2015

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

PL 44081/0002 01/12/2015 EXELTIS HEALTHCARE SL PERLIQ 0.02 MG/3 MG FILM COATED TABLETS DROSPIRENONE 3.00 MILLIGRAMMES POM

PL 44081/0002 01/12/2015 EXELTIS HEALTHCARE SL PERLIQ 0.02 MG/3 MG FILM COATED TABLETS ETHINYLESTRADIOL 0.02 MILLIGRAMMES POM

PL 20416/0379 03/12/2015 CRESCENT PHARMA LIMITED GRANISETRON  1 MG FILM COATED TABLETS GRANISETRON HYDROCHLORIDE 1.12 MILLIGRAMMES POM

PL 20416/0380 03/12/2015 CRESCENT PHARMA LIMITED GRANISETRON 2 MG FILM COATED TABLETS GRANISETRON HYDROCHLORIDE 2.24 MILLIGRAMMES POM

PL 20897/0104 03/12/2015 HELM AG KAPPALKYL, 2.5 MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 100 MILLIGRAMMES POM

PL 20897/0104 03/12/2015 HELM AG KAPPALKYL, 2.5 MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 25.0 MILLIGRAMMES POM

PL 42582/0009 03/12/2015 STIRLING ANGLIAN PHARMACEUTICALS LIMITED STIRLESCENT 250 MG EFFERVESCENT TABLETS NAPROXEN 250.00 MILLIGRAMMES POM

PL 30306/0640 04/12/2015 ACTAVIS GROUP PTC EHF LINEZOLID 2 MG/ML SOLUTION FOR INFUSION LINEZOLID 2.00 MILLIGRAMMES POM

PL 30322/0011 04/12/2015 ALISSA HEALTHCARE RESEARCH LIMITED ORLISTAT 120MG CAPSULES, HARD ORLISTAT 120.0 MILLIGRAMMES POM

PL 08553/0570 07/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED BENDAMUSTINE HYDROCHLORIDE 2.5MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 100 MILLIGRAMMES POM

PL 08553/0570 07/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED BENDAMUSTINE HYDROCHLORIDE 2.5MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 25.00 MILLIGRAMMES POM

PL 11587/0089 07/12/2015 MEDAC GESELLSCHAFT FUR KLINISCHE SPEZIALPRAPARATE MBH BENDAMUSTINE HYDROCHLORIDE 2.5MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 100.0 MILLIGRAMMES POM

PL 11587/0089 07/12/2015 MEDAC GESELLSCHAFT FUR KLINISCHE SPEZIALPRAPARATE MBH BENDAMUSTINE HYDROCHLORIDE 2.5MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 25.0 MILLIGRAMMES POM

PL 17277/0342 07/12/2015 PHARMATHEN SA LIZEDIA 2 MG/ML SOLUTION FOR INFUSION LINEZOLID 2.000 MILLIGRAMMES PER MILLILITRE POM

PL 17780/0765 08/12/2015 WINTHROP PHARMACEUTICALS UK LIMITED BENDAMUSTINE HYDROCHLORIDE 2.5MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 100.00 MILLIGRAMMES POM

PL 17780/0765 08/12/2015 WINTHROP PHARMACEUTICALS UK LIMITED BENDAMUSTINE HYDROCHLORIDE 2.5MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 25.0 MILLIGRAMMES POM

PL 16363/0463 09/12/2015 MILPHARM LIMITED TRAMADOL HYDROCHLORIDE AND PARACETAMOL 37.5 MG/325 MG FILM-COATED TABLETS PARACETAMOL 325.000 MILLIGRAMMES POM

PL 16363/0463 09/12/2015 MILPHARM LIMITED TRAMADOL HYDROCHLORIDE AND PARACETAMOL 37.5 MG/325 MG FILM-COATED TABLETS TRAMADOL HYDROCHLORIDE 37.500 MILLIGRAMMES POM

PL 24668/0187 09/12/2015 CADUCEUS PHARMA LIMITED PEMETREXED 25MG/ML CONCENTRATE FOR SOLUTION FOR INFUSION PEMETREXED DIACID MONOHYDRATE 25.0 MILLIGRAMMES PER MILLILITRE POM

PL 28397/0007 09/12/2015 BESINS HEALTHCARE SA TESTOGEL 16.2 MG/G GEL TESTOSTERONE 1.62 PERCENT WEIGHT IN WEIGHT POM

PL 06831/0285 10/12/2015 GENUS PHARMACEUTICALS LIMITED PEMETREXED 25 MG/ML CONCENTRATE FOR SOLUTION FOR INFUSION PEMETREXED DISODIUM 30.21 MILLIGRAMMES PER MILLILITRE POM

PL 14434/0031 10/12/2015 LABORATOIRE AGUETTANT ADRENALINE 1MG/10ML (1:10,000), SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE ADRENALINE TARTRATE 1.819 MILLIGRAMMES POM

PL 25298/0019 10/12/2015 BROWN & BURK UK LIMITED LORATADINE 10 MG TABLETS LORATADINE 10.00 MILLIGRAMMES GSL

PL 30306/0571 10/12/2015 ACTAVIS GROUP PTC EHF BENDAMUSTINE HYDROCHLORIDE POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 100.0 MILLIGRAMMES POM

PL 30306/0571 10/12/2015 ACTAVIS GROUP PTC EHF BENDAMUSTINE HYDROCHLORIDE POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 25.0 MILLIGRAMMES POM

PL 42357/0200 10/12/2015 AMNEAL PHARMA EUROPE LIMITED BENDAMUSTINE HYDROCHLORIDE 2.5 MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 100.0 MILLIGRAMMES POM

PL 42357/0200 10/12/2015 AMNEAL PHARMA EUROPE LIMITED BENDAMUSTINE HYDROCHLORIDE 2.5 MG/ML POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION BENDAMUSTINE HYDROCHLORIDE 25.0 MILLIGRAMMES POM

PL 12063/0133 11/12/2015 WRAFTON LABORATORIES LIMITED GALPHARM NICOTINE REPLACE 2 MG GUM NICOTINE RESINATE 14.40 MILLIGRAMMES GSL

PL 12063/0134 11/12/2015 WRAFTON LABORATORIES LIMITED GALPHARM NICOTINE REPLACE 4 MG GUM NICOTINE RESINATE 28.80 MILLIGRAMMES GSL
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PL 30306/0668 11/12/2015 ACTAVIS GROUP PTC EHF RASAGILINE ACTAVIS 1 MG TABLETS RASAGILINE TARTRATE 1.44 MILLIGRAMMES POM

PL 00289/2006 14/12/2015 TEVA UK LIMITED RASAGILINE TEVA 1 MG TABLETS RASAGILINE MESYLATE 1.56 MILLIGRAMMES POM

PL 17780/0751 14/12/2015 WINTHROP PHARMACEUTICALS UK LIMITED RASAGILINE ZENTIVA 1MG TABLET RASAGILINE 1.440 MILLIGRAMMES POM

PL 20075/0456 14/12/2015 ACCORD HEALTHCARE LIMITED SPIRONOLACTONE 25 MG FILM-COATED TABLETS SPIRONOLACTONE 25.000 MILLIGRAMMES POM

PL 20075/0457 14/12/2015 ACCORD HEALTHCARE LIMITED SPIRONOLACTONE 50 MG FILM-COATED TABLETS SPIRONOLACTONE 50.00 MILLIGRAMMES POM

PL 20075/0458 14/12/2015 ACCORD HEALTHCARE LIMITED SPIRONOLACTONE 100 MG FILM-COATED TABLETS SPIRONOLACTONE 100.00 MILLIGRAMMES POM

PL 04542/0018 16/12/2015 WELDING GMBH & CO. KG RASAGILINE WELDING 1MG TABLETS RASAGILINE TARTRATE 1.440 MILLIGRAMMES POM

PL 04569/1490 16/12/2015 GENERICS (UK) LIMITED FLOEBB INHALER 50 MICROGRAMS PER ACTUATION PRESSURISED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 50 MICROGRAMMES POM

PL 04569/1491 16/12/2015 GENERICS (UK) LIMITED FLOEBB INHALER 125 MICROGRAMS PER ACTUATION PRESSURISED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 125 MICROGRAMMES POM

PL 04569/1492 16/12/2015 GENERICS (UK) LIMITED FLOEBB INHALER 250 MICROGRAMS PER ACTUATION PRESSURISED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 250 MICROGRAMMES POM

PL 20416/0258 16/12/2015 CRESCENT PHARMA LIMITED EPLERENONE 25 MG FILM-COATED TABLETS EPLERENONE 25.00 MILLIGRAMMES POM

PL 20416/0259 16/12/2015 CRESCENT PHARMA LIMITED EPLERENONE 50 MG FILM-COATED TABLETS EPLERENONE 50.00 MILLIGRAMMES POM

PL 20416/0273 16/12/2015 CRESCENT PHARMA LIMITED CANDESARTAN 2 MG TABLETS CANDESARTAN CILEXETIL 2.00 MILLIGRAMMES POM

PL 20416/0274 16/12/2015 CRESCENT PHARMA LIMITED CANDESARTAN 4 MG TABLETS CANDESARTAN CILEXETIL 4.00 MILLIGRAMMES POM

PL 20416/0275 16/12/2015 CRESCENT PHARMA LIMITED CANDESARTAN 8 MG TABLETS CANDESARTAN CILEXETIL 8.00 MILLIGRAMMES POM

PL 20416/0276 16/12/2015 CRESCENT PHARMA LIMITED CANDESARTAN 16 MG TABLETS CANDESARTAN CILEXETIL 16.00 MILLIGRAMMES POM

PL 20416/0277 16/12/2015 CRESCENT PHARMA LIMITED CANDESARTAN 32 MG TABLETS CANDESARTAN CILEXETIL 32.00 MILLIGRAMMES POM

PL 27904/0007 16/12/2015 PHARMALEX GMBH MITOMYCIN 40 MG POWDER AND SOLVENT FOR INTRAVESICAL SOLUTION MITOMYCIN 40.00 MILLIGRAMMES POM

PL 27904/0008 16/12/2015 PHARMALEX GMBH MITOMYCIN 20 MG POWDER AND SOLVENT FOR INTRAVESICAL SOLUTION MITOMYCIN 20.00 MILLIGRAMMES POM

PL 27904/0009 16/12/2015 PHARMALEX GMBH MITOMYCIN 1 MG/ML POWDER FOR SOLUTION FOR INJECTION/INFUSION OR INTRAVESICAL USE MITOMYCIN 1.00 MILLIGRAMMES PER MILLILITRE POM

PL 30130/0056 16/12/2015 SIGILLATA LIMITED RASAGILINE SIGILLATA 1MG TABLETS RASAGILINE 1.44 MILLIGRAMMES POM

PL 30130/0057 16/12/2015 SIGILLATA LIMITED HEKLANY 1MG TABLETS RASAGILINE 1.44 MILLIGRAMMES POM

PL 30130/0058 16/12/2015 SIGILLATA LIMITED GASLINY 1MG TABLETS RASAGILINE TARTRATE 1.44 MILLIGRAMMES POM

PL 41731/0001 16/12/2015 PROSONIX LIMITED FLIVEO INHALER 50 MICROGRAMS PER ACTUATION PRESSURISED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 50 MICROGRAMMES POM

PL 41731/0002 16/12/2015 PROSONIX LIMITED FLIVEO INHALER 125 MICROGRAMS PER ACTUATION PRESSURISED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 125 MICROGRAMMES POM

PL 41731/0003 16/12/2015 PROSONIX LIMITED FLIVEO INHALER 250 MICROGRAMS PER ACTUATION PRESSURISED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 250 MICROGRAMMES POM

PL 00079/0688 17/12/2015 BEECHAM GROUP PLC PIRINASE HAYFEVER RELIEF FOR ADULTS 0.05% NASAL SPRAY FLUTICASONE PROPIONATE MICRONISED 0.05 PERCENT WEIGHT IN WEIGHT GSL

PL 00289/1974 17/12/2015 TEVA UK LIMITED TARIM 5 MG/2.5 MG PROLONGED-RELEASE TABLETS NALOXONE HYDROCHLORIDE DIHYDRATE 2.74 MILLIGRAMMES POM

PL 00289/1974 17/12/2015 TEVA UK LIMITED TARIM 5 MG/2.5 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 5 MILLIGRAMMES POM
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PL 00289/1975 17/12/2015 TEVA UK LIMITED TARIM 10 MG/5 MG PROLONGED-RELEASE TABLETS NALOXONE HYDROCHLORIDE DIHYDRATE 5.45 MILLIGRAMMES POM

PL 00289/1975 17/12/2015 TEVA UK LIMITED TARIM 10 MG/5 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 10 MILLIGRAMMES POM

PL 00289/1976 17/12/2015 TEVA UK LIMITED TARIM 20 MG/10 MG PROLONGED-RELEASE TABLETS NALOXONE HYDROCHLORIDE DIHYDRATE 10.9 MILLIGRAMMES POM

PL 00289/1976 17/12/2015 TEVA UK LIMITED TARIM 20 MG/10 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 20 MILLIGRAMMES POM

PL 00289/1977 17/12/2015 TEVA UK LIMITED TARIM 30 MG/15 MG PROLONGED-RELEASE TABLETS NALOXONE HYDROCHLORIDE DIHYDRATE 16.35 MILLIGRAMMES POM

PL 00289/1977 17/12/2015 TEVA UK LIMITED TARIM 30 MG/15 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 30 MILLIGRAMMES POM

PL 00289/1978 17/12/2015 TEVA UK LIMITED TARIM 40 MG/20 MG PROLONGED-RELEASE TABLETS NALOXONE HYDROCHLORIDE DIHYDRATE 21.8 MILLIGRAMMES POM

PL 00289/1978 17/12/2015 TEVA UK LIMITED TARIM 40 MG/20 MG PROLONGED-RELEASE TABLETS OXYCODONE HYDROCHLORIDE 40 MILLIGRAMMES POM

PL 25174/0027 18/12/2015 LABORATORIO REIG JOFRE SA BIVALIRUDIN 250MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INJECTION OR INFUSION BIVALIRUDIN 250 MILLIGRAMMES POM

PL 43196/0001 18/12/2015 PHARMACEUTICS (UK) LIMITED SOLICOL D3 50,000 IU TABLETS COLECALCIFEROL CONCENTRATE (POWDE500.00 MILLIGRAMMES POM

PL 43196/0002 18/12/2015 PHARMACEUTICS (UK) LIMITED SOLICOL D3 20,000 IU TABLETS COLECALCIFEROL CONCENTRATE (POWDE200.0 MILLIGRAMMES POM

PL 00289/1953 21/12/2015 TEVA UK LIMITED PEMETREXED 100 MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION PEMETREXED DIACID 100 MILLIGRAMMES POM

PL 00289/1954 21/12/2015 TEVA UK LIMITED PEMETREXED 500 MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION PEMETREXED DIACID 500 MILLIGRAMMES POM

PL 00289/1955 21/12/2015 TEVA UK LIMITED PEMETREXED 1000 MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION PEMETREXED DIACID 1000.0 MILLIGRAMMES POM

PL 08553/0550 21/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED FONDAPARINUX SODIUM DR REDDY'S 2.5MG/0.5ML SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE FONDAPARINUX SODIUM 2.5 MILLIGRAMMES POM

PL 08553/0551 21/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED FONDAPARINUX SODIUM DR REDDY'S 5MG/0.4ML SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE FONDAPARINUX SODIUM 5 MILLIGRAMMES POM

PL 08553/0552 21/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED FONDAPARINUX SODIUM DR REDDY'S 7.5MG/0.6ML SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE FONDAPARINUX SODIUM 7.5 MILLIGRAMMES POM

PL 08553/0552 21/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED FONDAPARINUX SODIUM DR REDDY'S 7.5MG/0.6ML SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE FONDAPARINUX SODIUM 7.5 MILLIGRAMMES POM

PL 08553/0553 21/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED FONDAPARINUX SODIUM DR REDDY'S 10MG/0.8ML SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE FONDAPARINUX SODIUM 10 MILLIGRAMMES POM

PL 08828/0258 21/12/2015 FRESENIUS KABI LIMITED IBANDRONIC ACID 3 MG SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE IBANDRONIC ACID 1.000 MILLIGRAMMES POM

PL 39307/0026 21/12/2015 SYRI LIMITED CLOBAZAM THAME 5MG/5ML ORAL SUSPENSION CLOBAZAM 0.100 GRAMMES POM

PL 39307/0027 21/12/2015 SYRI LIMITED CLOBAZAM THAME 10MG/5ML ORAL SUSPENSION CLOBAZAM 0.200 GRAMMES POM

PL 00079/0720 23/12/2015 BEECHAM GROUP PLC NIQUITIN EXTRA FRESH MINT 2 MG MEDICATED CHEWING GUM NICOTINE RESINATE 14.20 MILLIGRAMMES GSL

PL 00079/0721 23/12/2015 BEECHAM GROUP PLC NIQUITIN EXTRA FRESH MINT 4 MG MEDICATED CHEWING GUM NICOTINE RESINATE 28.40 MILLIGRAMMES GSL

PL 00079/0722 23/12/2015 BEECHAM GROUP PLC NIQUITIN MINT 2 MG MEDICATED CHEWING GUM NICOTINE RESINATE 14.20 MILLIGRAMMES GSL

PL 00079/0723 23/12/2015 BEECHAM GROUP PLC NIQUITIN MINT 4 MG MEDICATED CHEWING GUM NICOTINE RESINATE 28.40 MILLIGRAMMES GSL

PL 00427/0241 23/12/2015 ROSEMONT PHARMACEUTICALS LIMITED MIRTAZAPINE 15MG/ML ORAL SOLUTION MIRTAZAPINE 15 MILLIGRAMMES PER MILLILITRE POM

PL 04416/1449 23/12/2015 SANDOZ LIMITED CALCIPOTRIOL/BETAMETHASONE SANDOZ 50 MICROGRAMS PER G / 500 MICROGRAMS PER G OINTMENT BETAMETHASONE DIPROPIONATE 0.50 MILLIGRAMMES POM

PL 04416/1449 23/12/2015 SANDOZ LIMITED CALCIPOTRIOL/BETAMETHASONE SANDOZ 50 MICROGRAMS PER G / 500 MICROGRAMS PER G OINTMENT CALCIPOTRIOL MONOHYDRATE 0.050 MILLIGRAMMES POM
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PL 04569/1504 23/12/2015 GENERICS (UK) LIMITED PEMETREXED MYLAN 500 MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION PEMETREXED DISODIUM 551.424 MILLIGRAMMES POM

PL 04569/1612 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 50 MG/12.5 MG/200 MG FILM-COATED TABLETS CARBIDOPA 12.5 MILLIGRAMMES POM

PL 04569/1612 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 50 MG/12.5 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200 MILLIGRAMMES POM

PL 04569/1612 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 50 MG/12.5 MG/200 MG FILM-COATED TABLETS LEVODOPA 50.00 MILLIGRAMMES POM

PL 04569/1613 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 75 MG/18.75 MG/200 MG FILM-COATED TABLETS CARBIDOPA 18.75 MILLIGRAMMES POM

PL 04569/1613 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 75 MG/18.75 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 04569/1613 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 75 MG/18.75 MG/200 MG FILM-COATED TABLETS LEVODOPA 75.00 MILLIGRAMMES POM

PL 04569/1614 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 100 MG/25 MG/200 MG FILM-COATED TABLETS CARBIDOPA 25.0 MILLIGRAMMES POM

PL 04569/1614 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 100 MG/25 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.0 MILLIGRAMMES POM

PL 04569/1614 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 100 MG/25 MG/200 MG FILM-COATED TABLETS LEVODOPA 100.0 MILLIGRAMMES POM

PL 04569/1615 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 125 MG/31.25 MG/200 MG FILM-COATED TABLETS CARBIDOPA 31.25 MILLIGRAMMES POM

PL 04569/1615 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 125 MG/31.25 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.0 MILLIGRAMMES POM

PL 04569/1615 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 125 MG/31.25 MG/200 MG FILM-COATED TABLETS LEVODOPA 125.00 MILLIGRAMMES POM

PL 04569/1616 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 150 MG/37.5 MG/200 MG FILM-COATED TABLETS CARBIDOPA 37.5 MILLIGRAMMES POM

PL 04569/1616 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 150 MG/37.5 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200 MILLIGRAMMES POM

PL 04569/1616 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 150 MG/37.5 MG/200 MG FILM-COATED TABLETS LEVODOPA 150.00 MILLIGRAMMES POM

PL 04569/1617 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 175 MG/43.75 MG/200 MG FILM-COATED TABLETS CARBIDOPA 43.75 MILLIGRAMMES POM

PL 04569/1617 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 175 MG/43.75 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.0 MILLIGRAMMES POM

PL 04569/1617 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 175 MG/43.75 MG/200 MG FILM-COATED TABLETS LEVODOPA 175.0 MILLIGRAMMES POM

PL 04569/1618 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 200 MG/50 MG/200 MG FILM-COATED TABLETS CARBIDOPA 50.0 MILLIGRAMMES POM

PL 04569/1618 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 200 MG/50 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.0 MILLIGRAMMES POM

PL 04569/1618 23/12/2015 GENERICS (UK) LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE MYLAN 200 MG/50 MG/200 MG FILM-COATED TABLETS LEVODOPA 200.0 MILLIGRAMMES POM

PL 20075/0417 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 100 MG/25 MG/200 MG FILM-COATED TABLETS CARBIDOPA 25.000 MILLIGRAMMES POM

PL 20075/0417 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 100 MG/25 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 20075/0417 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 100 MG/25 MG/200 MG FILM-COATED TABLETS LEVODOPA 100.000 MILLIGRAMMES POM

PL 20075/0418 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 150 MG/37.5 MG/200 MG FILM-COATED TABLETS CARBIDOPA 37.500 MILLIGRAMMES POM

PL 20075/0418 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 150 MG/37.5 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 20075/0418 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 150 MG/37.5 MG/200 MG FILM-COATED TABLETS LEVODOPA 150.000 MILLIGRAMMES POM

PL 20075/0419 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 125 MG/31.25 MG/200 MG FILM-COATED TABLETS CARBIDOPA 31.250 MILLIGRAMMES POM

4
* POM = Prescription only medicine

P = Pharmacy only medicine
GSL = General Sale List 



5 Marketing authorisations granted in December 2015

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

PL 20075/0419 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 125 MG/31.25 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 20075/0419 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 125 MG/31.25 MG/200 MG FILM-COATED TABLETS LEVODOPA 125.000 MILLIGRAMMES POM

PL 20075/0420 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 200 MG/50 MG/200 MG FILM-COATED TABLETS CARBIDOPA 50.000 MILLIGRAMMES POM

PL 20075/0420 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 200 MG/50 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 20075/0420 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 200 MG/50 MG/200 MG FILM-COATED TABLETS LEVODOPA 200.000 MILLIGRAMMES POM

PL 20075/0421 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 50 MG/12.5 MG/200 MG FILM-COATED TABLETS CARBIDOPA 12.500 MILLIGRAMMES POM

PL 20075/0421 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 50 MG/12.5 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 20075/0421 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 50 MG/12.5 MG/200 MG FILM-COATED TABLETS LEVODOPA 50.000 MILLIGRAMMES POM

PL 20075/0422 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 75 MG/18.75 MG/200 MG FILM-COATED TABLETS CARBIDOPA 18.750 MILLIGRAMMES POM

PL 20075/0422 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 75 MG/18.75 MG/200 MG FILM-COATED TABLETS ENTACAPONE 200.00 MILLIGRAMMES POM

PL 20075/0422 23/12/2015 ACCORD HEALTHCARE LIMITED LEVODOPA/CARBIDOPA/ENTACAPONE ACCORD 75 MG/18.75 MG/200 MG FILM-COATED TABLETS LEVODOPA 75.000 MILLIGRAMMES POM

PL 43362/0015 23/12/2015 CIPLA EUROPE NV DESLORATADINE CIPLA 5 MG FILM-COATED TABLETS DESLORATADINE 5.00 MILLIGRAMMES POM

PL 08553/0544 30/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED BUPEAZE 35 MICROGRAMS/H TRANSDERMAL PATCHES BUPRENORPHINE 20 MILLIGRAMMES POM

PL 08553/0545 30/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED BUPEAZE 52.5 MICROGRAMS/H TRANSDERMAL PATCHES BUPRENORPHINE 30.0 MILLIGRAMMES POM

PL 08553/0546 30/12/2015 DR REDDY'S LABORATORIES (UK) LIMITED BUPEAZE 70 MICROGRAMS/H TRANSDERMAL PATCHES BUPRENORPHINE 40.0 MILLIGRAMMES POM

PL 20692/0130 30/12/2015 VALE PHARMACEUTICALS LIMITED MOLATIVE 13.8 G POWDER FOR ORAL SOLUTION MACROGOL 3350 13.125 GRAMMES P

PL 20692/0130 30/12/2015 VALE PHARMACEUTICALS LIMITED MOLATIVE 13.8 G POWDER FOR ORAL SOLUTION POTASSIUM CHLORIDE 0.0466 GRAMMES P

PL 20692/0130 30/12/2015 VALE PHARMACEUTICALS LIMITED MOLATIVE 13.8 G POWDER FOR ORAL SOLUTION SODIUM CHLORIDE 0.3507 GRAMMES P

PL 20692/0130 30/12/2015 VALE PHARMACEUTICALS LIMITED MOLATIVE 13.8 G POWDER FOR ORAL SOLUTION SODIUM HYDROGEN CARBONATE 0.1785 GRAMMES P

PL 20692/0131 30/12/2015 VALE PHARMACEUTICALS LIMITED COMPOUND MACROGOL VALE 13.8 G POWDER FOR ORAL SOLUTION MACROGOL 3350 13.125 GRAMMES P

PL 20692/0131 30/12/2015 VALE PHARMACEUTICALS LIMITED COMPOUND MACROGOL VALE 13.8 G POWDER FOR ORAL SOLUTION POTASSIUM CHLORIDE 0.0466 GRAMMES P

PL 20692/0131 30/12/2015 VALE PHARMACEUTICALS LIMITED COMPOUND MACROGOL VALE 13.8 G POWDER FOR ORAL SOLUTION SODIUM CHLORIDE 0.3507 GRAMMES P

PL 20692/0131 30/12/2015 VALE PHARMACEUTICALS LIMITED COMPOUND MACROGOL VALE 13.8 G POWDER FOR ORAL SOLUTION SODIUM HYDROGEN CARBONATE 0.1785 GRAMMES P

PL 25174/0029 30/12/2015 LABORATORIO REIG JOFRE SA IMATINIB 100MG FILM-COATED TABLETS IMATINIB MESILATE 119.500 MILLIGRAMMES POM

PL 25174/0030 30/12/2015 LABORATORIO REIG JOFRE SA IMATINIB 400MG FILM-COATED TABLETS IMATINIB MESILATE 478.000 MILLIGRAMMES POM

PL 20012/0011 31/12/2015 MITSUBISHI TANABE PHARMA EUROPE LIMITED EXEMBOL 1 MG/ML SOLUTION FOR INFUSION ARGATROBAN MONOHYDRATE 1.0 MILLIGRAMMES PER MILLILITRE POM

5
* POM = Prescription only medicine

P = Pharmacy only medicine
GSL = General Sale List 


