Marketing authorisations granted in January 2014

PL_ Number Grant Date MA Holder Licensed Name(s) Active Name Activelngredient|Units Legal Status
PL 36390/0139 |08/01/2014 CIPLA (EU) LIMITED FLUCONAZOLE 50 MG CAPSULES FLUCONAZOLE 50.00 MILLIGRAMMES [POM
PL 36390/0140 |08/01/2014 CIPLA (EU) LIMITED FLUCONAZOLE 150 MG CAPSULES FLUCONAZOLE 150.00 MILLIGRAMMES [POM
PL 36300/0141 |08/01/2014 CIPLA (EU) LIMITED FLUCONAZOLE 200 MG CAPSULES FLUCONAZOLE 200.00 MILLIGRAMMES [POM
PL 11243/0011 [09/01/2014 MEDICE ARZNEIMITTEL PUTTER GMBH & COKG |MEDIKINET XL 50 MG MODIFIED-RELEASE CAPSULE, HARD METHYLPHENIDATE HYDROCHLORIDE 50.00 MILLIGRAMMES [POM
PL 11243/0012 [09/01/2014 MEDICE ARZNEIMITTEL PUTTER GMBH & COKG |MEDIKINET XL 60 MG MODIFIED-RELEASE CAPSULE, HARD METHYLPHENIDATE HYDROCHLORIDE 60.00 MILLIGRAMMES [POM
PL 21880/0121 |09/01/2014 MEDREICH PLC PROCHLORPERAZINE MALEATE 5MG TABLETS PROCHLORPERAZINE MALEATE 5 MILLIGRAMMES [POM
PL 21880/0122 |09/01/2014 MEDREICH PLC PROCHLORPERAZINE MALEATE 3MG BUCCAL TABLETS PROCHLORPERAZINE MALEATE 3.00 MILLIGRAMMES [POM
PL 00015/0348 |13/01/2014 BOEHRINGER INGELHEIM LIMITED BUSCOPAN CRAMPS RELIEF 10 MG TABLETS HYOSCINE BUTYLBROMIDE 10 MILLIGRAMMES |P

PL 00427/0223 |13/01/2014 ROSEMONT PHARMACEUTICALS LIMITED DONEPEZIL HYDRORIDE IMG/IML ORAL SOLUTION DONEPEZIL HYDROCHLORIDE 1.00 MILLIGRAMMES [POM
PL 08829/0173 |13/01/2014 CHIES! LIMITED FOSTAIR NEXTHALER 100 MICROGRAMS/6 MICROGRAMS PER ACTUATION INHALATION POWDER BECLOMETASONE DIPROPIONATE 0.100 MILLIGRAMMES [POM
PL 08829/0173 |13/01/2014 CHIES! LIMITED FOSTAIR NEXTHALER 100 MICROGRAMS/6 MICROGRAMS PER ACTUATION INHALATION POWDER FORMOTEROL FUMARATE DIHYDRATE 0.006 MILLIGRAMMES [POM
PL 17918/0017 |13/01/2014 TUBILUX PHARMA SPA LATANOPROST + TIMOLOL 50 MICROGRAMS/ML + 5 MG/ML EYE DROPS, SOLUTION LATANOPROST 0.05 MILLIGRAMMES [POM
PL 17918/0017 |13/01/2014 TUBILUX PHARMA SPA LATANOPROST + TIMOLOL 50 MICROGRAMS/ML + 5 MG/ML EYE DROPS, SOLUTION TIMOLOL MALEATE 6.84 MILLIGRAMMES [POM
PL 32256/0027 |15/01/2014 AUROBINDO PHARMA (MALTA) LIMITED DIDANOSINE 200MG GASTRO-RESISTANT CAPSULES, HARD DIDANOSINE 200 MILLIGRAMMES [POM
PL 15/01/2014 AUROBINDO PHARMA (MALTA) LIMITED DIDANOSINE 250MG GASTRO-RESISTANT CAPSULES, HARD DIDANOSINE 250 MILLIGRAMMES [POM
PL 15/01/2014 AUROBINDO PHARMA (MALTA) LIMITED DIDANOSINE 400MG GASTRO-RESISTANT CAPSULES, HARD DIDANOSINE 400 MILLIGRAMMES [POM
PL 34096/0007 |15/01/2014 MITHRA PHARMACEUTICALS SA TRESOVELLE 20 MICROGRAMS/24 HOURS INTRAUTERINE DELIVERY SYSTEM LEVONORGESTREL 52.0 MILLIGRAMMES [POM
PL 20117/0149 |16/01/2014 MORNINGSIDE HEALTHCARE LIMITED VANCOMYCIN 125MG CAPSULES, HARD VANCOMYCIN HYDROCHLORIDE 128.145 MILLIGRAMMES [POM
PL 04917/0094 |17/01/2014 PINEWOOD LABORATORIES LIMITED METFORMIN HYDROCHLORIDE 500 MG/5 ML ORAL SOLUTION METFORMIN HYDROCHLORIDE 500 MILLIGRAMMES [POM
PL 28176/0124 |17/01/2014 STRIDES ARCOLAB INTERNATIONAL LIMITED ACICLOVIR 25MG/ML POWDER FOR SOLUTION FOR INFUSION ACICLOVIR SODIUM DIHYDRATE 3144 MILLIGRAMMES [POM
PL 28176/0124 |17/01/2014 STRIDES ARCOLAB INTERNATIONAL LIMITED ACICLOVIR 25MG/ML POWDER FOR SOLUTION FOR INFUSION ACICLOVIR SODIUM DIHYDRATE 628.8 MILLIGRAMMES [POM
PL 36687/0119 |17/01/2014 TORRENT PHARMA (UK) LIMITED CELECOXIB 100 MG CAPSULES, HARD CELECOXIB 100 MILLIGRAMMES [POM
PL 36687/0120 |17/01/2014 TORRENT PHARMA (UK) LIMITED CELECOXIB 200 MG CAPSULES, HARD CELECOXIB 200 MILLIGRAMMES [POM
PL 04416/1388 |20/01/2014 SANDOZ LIMITED PARACETAMOL 10 MG/ML SOLUTION FOR INFUSION PARACETAMOL 1 GRAMMES POM
PL 08828/0246 |20/01/2014 FRESENIUS KABI LIMITED MOXIFLOXACIN 400 MG/250 ML SOLUTION FOR INFUSION MOXIFLOXACIN HYDROCHLORIDE 4375 MILLIGRAMMES [POM
PL 20117/0226 |20/01/2014 MORNINGSIDE HEALTHCARE LIMITED NITROFURANTOIN 50 MG CAPSULES NITROFURANTOIN MACROCRYSTALS 50 MILLIGRAMMES [POM
PL 20117/0227 |20/01/2014 MORNINGSIDE HEALTHCARE LIMITED NITROFURANTOIN 100MG CAPSULES NITROFURANTOIN MACROCRYSTALS 100 MILLIGRAMMES [POM
PL 40378/0101 |20/01/2014 APTIL PHARMA LIMITED PAROXETINE 20 MG TABLETS PAROXETINE HYDROCHLORIDE ANHYDROUS 22.22 MILLIGRAMMES [POM
PL 40378/0102 |20/01/2014 APTIL PHARMA LIMITED PAROXETINE 30 MG TABLETS PAROXETINE HYDROCHLORIDE ANHYDROUS 33.33 MILLIGRAMMES [POM
PL 04416/1387 |21/01/2014 SANDOZ LIMITED EZETIMIBE 10MG TABLETS EZETIMIBE 10.000 MILLIGRAMMES [POM
PL 30306/0433 |21/01/2014 ACTAVIS GROUP PTC EHF CLEOSENSA 0.03MG/3MG FILM-COATED TABLETS DROSPIRENONE 3.00 MILLIGRAMMES [POM
PL 30306/0433 |21/01/2014 ACTAVIS GROUP PTC EHF CLEOSENSA 0.03MG/3MG FILM-COATED TABLETS ETHINYLESTRADIOL 0.03 MILLIGRAMMES [POM
PL 36300/0136 |22/01/2014 CIPLA (EU) LIMITED WARFARIN 1 MG TABLETS WARFARIN SODIUM CLATHRATE 1.10 MILLIGRAMMES [POM
PL 36300/0137 |22/01/2014 CIPLA (EU) LIMITED WARFARIN 3 MG TABLETS WARFARIN SODIUM CLATHRATE 3.30 MILLIGRAMMES [POM
PL 36300/0138 |22/01/2014 CIPLA (EU) LIMITED WARFARIN 5 MG TABLETS WARFARIN SODIUM CLATHRATE 5.46 MILLIGRAMMES [POM
PL 35507/0118 |23/01/2014 LUPIN (EUROPE) LIMITED LANSOPRAZOLE 15MG ORODISPERSIBLE TABLETS LANSOPRAZOLE 15.0 MILLIGRAMMES [POM
PL 35507/0119 |23/01/2014 LUPIN (EUROPE) LIMITED LANSOPRAZOLE 30MG ORODISPERSIBLE TABLETS LANSOPRAZOLE 30 MILLIGRAMMES [POM
PL 04515/0402 |24/01/2014 HOSPIRA UK LIMITED ROCURONIUM BROMIDE HOSPIRA 10 MG/ML SOLUTION FOR INJECTION/INFUSION ROCURONIUM BROMIDE 10 MILLIGRAMMES |POM
PL 30306/0458 |24/01/2014 ACTAVIS GROUP PTC EHF CELECOXIB 100 MG CAPSULES, HARD CELECOXIB 100.00 MILLIGRAMMES |POM
PL 30306/0459 |24/01/2014 ACTAVIS GROUP PTC EHF CELECOXIB 200 MG CAPSULES, HARD CELECOXIB 200.00 MILLIGRAMMES |POM
PL 37222/0023 |24/01/2014 HETERO EUROPE SL GEMCITABINE 38 MG/ML POWDER FOR SOLUTION FOR INFUSION GEMCITABINE HYDROCHLORIDE 1138 MILLIGRAMMES |POM
PL 37222/0023 |24/01/2014 HETERO EUROPE SL GEMCITABINE 38 MG/ML POWDER FOR SOLUTION FOR INFUSION GEMCITABINE HYDROCHLORIDE 2276 MILLIGRAMMES |POM
PL 04917/0092 |27/01/2014 PINEWOOD LABORATORIES LIMITED PINEWOOD HEARTBURN RELIEF 800MG/10ML ORAL SUSPENSION (ANISEED FLAVOUR) CALCIUM CARBONATE 100 MILLIGRAMMES |GSL
PL 04917/0092 |27/01/2014 PINEWOOD LABORATORIES LIMITED PINEWOOD HEARTBURN RELIEF 800MG/10ML ORAL SUSPENSION (ANISEED FLAVOUR) SODIUM ALGINATE 400 MILLIGRAMMES |GSL
PL 04917/0092 |27/01/2014 PINEWOOD LABORATORIES LIMITED PINEWOOD HEARTBURN RELIEF 800MG/10ML ORAL SUSPENSION (ANISEED FLAVOUR) SODIUM BICARBONATE 100 MILLIGRAMMES |GSL
PL 04917/0093 |27/01/2014 PINEWOOD LABORATORIES LIMITED PINEWOOD HEARTBURN RELIEF 800MG/10ML ORAL SUSPENSION (PEPPERMINT FLAVOR) CALCIUM CARBONATE 100 MILLIGRAMMES |GSL
PL 04917/0093 |27/01/2014 PINEWOOD LABORATORIES LIMITED PINEWOOD HEARTBURN RELIEF 800MG/10ML ORAL SUSPENSION (PEPPERMINT FLAVOR) SODIUM ALGINATE 400 MILLIGRAMMES |GSL
PL 04917/0093 |27/01/2014 PINEWOOD LABORATORIES LIMITED PINEWOOD HEARTBURN RELIEF 800MG/10ML ORAL SUSPENSION (PEPPERMINT FLAVOR) SODIUM BICARBONATE 100 MILLIGRAMMES |GSL
PL 23218/0120 |27/01/2014 LABORATORIOS LICONSA SA XANTHADU 0.02 MG/3 MG FILM-COATED TABLETS DROSPIRENONE 3.00 MILLIGRAMMES |POM
PL 23218/0120 |27/01/2014 LABORATORIOS LICONSA SA XANTHADU 0.02 MG/3 MG FILM-COATED TABLETS ETHINYLESTRADIOL 0.02 MILLIGRAMMES |POM
PL 23218/0120 |27/01/2014 LABORATORIOS LICONSA SA XANTHADU 0.02 MG/3 MG FILM-COATED TABLETS PLACEBO 0.00 NONE POM
PL 00289/1794 |28/01/2014 TEVA UK LIMITED MEMANTINE HYDROCHLORIDE 10 MG FILM-COATED TABLETS MEMANTINE HYDROCHLORIDE 10.00 MILLIGRAMMES |POM
PL 00289/1795 |28/01/2014 TEVA UK LIMITED MEMANTINE HYDROCHLORIDE 20 MG FILM-COATED TABLETS MEMANTINE HYDROCHLORIDE 20.00 MILLIGRAMMES |POM
PL 00289/1796 |28/01/2014 TEVA UK LIMITED MEMANTINE HYDROCHLORIDE INITIATION PACK PACK 5 MG, 10 MG, 15 MG, 20 MG FILM-COATED TABLETS |MEMANTINE HYDROCHLORIDE 10.00 MILLIGRAMMES |POM
PL00289/1796 |28/01/2014 TEVA UK LIMITED MEMANTINE HYDROCHLORIDE INITIATION PACK PACK 5 MG, 10 MG, 15 MG, 20 MG FILM-COATED TABLETS |MEMANTINE HYDROCHLORIDE 15.00 MILLIGRAMMES |POM
PL00289/1796 |28/01/2014 TEVA UK LIMITED MEMANTINE HYDROCHLORIDE INITIATION PACK PACK 5 MG, 10 MG, 15 MG, 20 MG FILM-COATED TABLETS |MEMANTINE HYDROCHLORIDE 20.00 MILLIGRAMMES |POM
PL00289/1796 |28/01/2014 TEVA UK LIMITED MEMANTINE HYDROCHLORIDE INITIATION PACK PACK 5 MG, 10 MG, 15 MG, 20 MG FILM-COATED TABLETS |MEMANTINE HYDROCHLORIDE 5.00 MILLIGRAMMES |POM
PL 39689/0001 |28/01/2014 IPP INTERNATIONAL PHARMA PARTNERS GMBH CEFAZOLIN 2 G, POWDER FOR SOLUTION FOR INJECTION / INFUSION CEFAZOLIN SODIUM 2.096 GRAMMES POM
PL 00079/0692 |31/01/2014 BEECHAM GROUP PLC FLIXONASE 0.05% NASAL SPRAY FLUTICASONE PROPIONATE MICRONISED 0.05 PERCENT WEIG|P

PL 04569/1397 |31/01/2014 GENERICS (UK) LIMITED BOSENTAN 62.5 MG FILM-COATED TABLETS BOSENTAN MONOHYDRATE 64.541 MILLIGRAMMES |POM




PL 04569/1398 |31/01/2014 GENERICS (UK) LIMITED BOSENTAN 125 MG FILM-COATED TABLETS BOSENTAN MONOHYDRATE 129.082 MILLIGRAMMES |POM
PL 14048/0224 |31/01/2014 SYNTHON BV BIXOCEL 100 MG CAPSULES, HARD CELECOXIB 100.00 MILLIGRAMMES |POM
PL 14048/0225 |31/01/2014 SYNTHON BV BIXOCEL 200 MG CAPSULES, HARD CELECOXIB 200.00 MILLIGRAMMES |POM
PL 20075/0370 |31/01/2014 ACCORD HEALTHCARE LIMITED PARACETAMOL 500 MG EFFERVESCENT TABLETS PARACETAMOL 500 MILLIGRAMMES |P
PL 20075/0370 |31/01/2014 ACCORD HEALTHCARE LIMITED PARACETAMOL 500 MG EFFERVESCENT TABLETS PARACETAMOL 500 MILLIGRAMMES |P




