Marketing authorisations granted in February 2018

PL Number Grant Date MA Holder Licensed Name(s) Active Ingredient Quantity Units Legal Status
PL 25258/0235 |02/02/2018 |GLENMARK PHARMACEUTICALS EUROPE LIMITED ATOVAQUONE GLENMARK 750MG/5ML ORAL SUSPENSION ATOVAQUONE 150 MILLIGRAMMES PER MILLILITRE |POM
PL 35145/0001 [02/02/2018 |ADVANCED ACCELERATOR APPLICATIONS DOPAVIEW 222 MBQ/ML SOLUTION FOR INJECTION FLUORODOPA [18F] 222.00 MEGA BECQUEREL UNIT PER ML|POM
PL 00063/0748 |05/02/2018 RECKITT BENCKISER HEALTHCARE (UK) LIMITED GAVISCON ADVANCE PEPPERMINT FLAVOUR ORAL SUSPENSION POTASSIUM HYDROGEN CARBONATE 20.00 MILLIGRAMMES PER MILLILITRE |GSL
PL 00063/0748 |05/02/2018 RECKITT BENCKISER HEALTHCARE (UK) LIMITED GAVISCON ADVANCE PEPPERMINT FLAVOUR ORAL SUSPENSION SODIUM ALGINATE 100 MILLIGRAMMES PER MILLILITRE |GSL
PL 00289/2070 (05/02/2018 |TEVA UK LIMITED DAPTOMYCIN TEVA 350 MG POWDER FOR SOLUTION FOR INJECTION OR INFUSION DAPTOMYCIN 350 MILLIGRAMMES POM
PL 00289/2071 [05/02/2018 |TEVA UK LIMITED DAPTOMYCIN TEVA 500 MG POWDER FOR SOLUTION FOR INJECTION OR INFUSION DAPTOMYCIN 500.00 MILLIGRAMMES POM
PL 00289/2142 (05/02/2018 | TEVA UK LIMITED ANIDULAFUNGIN 100MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION ANIDULAFUNGIN 100 MILLIGRAMMES POM
PL 08553/0620 |05/02/2018 DR REDDY'S LABORATORIES (UK) LIMITED CLARITHROMYCIN 500 MG POWDER FOR SOLUTION FOR INFUSION CLARITHROMYCIN 500.0 MILLIGRAMMES POM
PL 11311/0551 (06/02/2018 | TILLOMED LABORATORIES LIMITED MYCOPHENOLATE MOFETIL TILLOMED 500 MG FILM-COATED TABLETS MYCOPHENOLATE MOFETIL 500.000 [MILLIGRAMMES POM
PL 16363/0521 |07/02/2018 MILPHARM LIMITED ACEBUTOLOL AUROBINDO 400 MG FILM COATED TABLETS ACEBUTOLOL HYDROCHLORIDE 443.400 |MILLIGRAMMES POM
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAMADOL HYDROCHLORIDE AND PARACETAMOL 37.5 MG/325 MG FILM-COATED TABLETS PARACETAMOL 325 MILLIGRAMMES POM
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAMADOL HYDROCHLORIDE AND PARACETAMOL 37.5 MG/325 MG FILM-COATED TABLETS PARACETAMOL 325 MILLIGRAMMES
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAMADOL HYDROCHLORIDE AND PARACETAMOL 37.5 MG/325 MG FILM-COATED TABLETS TRAMADOL HYDROCHLORIDE 375 MILLIGRAMMES POM
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAMADOL HYDROCHLORIDE AND PARACETAMOL 37.5 MG/325 MG FILM-COATED TABLETS TRAMADOL HYDROCHLORIDE 375 MILLIGRAMMES
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAPADEX 37.5 MG/325 MG FILM COATED-TABLETS PARACETAMOL 325 MILLIGRAMMES POM
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAPADEX 37.5 MG/325 MG FILM COATED-TABLETS PARACETAMOL 325 MILLIGRAMMES
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAPADEX 37.5 MG/325 MG FILM COATED-TABLETS TRAMADOL HYDROCHLORIDE 375 MILLIGRAMMES POM
PL 44041/0053 |07/02/2018 NOUMED LIFE SCIENCES LIMITED TRAPADEX 37.5 MG/325 MG FILM COATED-TABLETS TRAMADOL HYDROCHLORIDE 375 MILLIGRAMMES
PL 16363/0535 |09/02/2018 MILPHARM LIMITED EZETIMIBE 10 MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 19099/0001 |09/02/2018 BIOMENDI S.A. PANTOPRAZOLE BIOMENDI 40 MG POWDER FOR SOLUTION FOR INJECTION PANTOPRAZOLE SODIUM SESQUIHYDRATE 45.12 MILLIGRAMMES POM
PL 40190/0009 (09/02/2018 |GENFARMA LABORATORIOS SL CLARITHROMYCIN GENFARMA 500 MG POWDER FOR SOLUTION FOR INFUSION CLARITHROMYCIN 500.00 MILLIGRAMMES POM
PL 00063/0746 |13/02/2018 RECKITT BENCKISER HEALTHCARE (UK) LIMITED AMOROLFINE 5 % W/V MEDICATED NAIL LACQUER AMOROLFINE HYDROCHLORIDE 6.40 PERCENT WEIGHT IN WEIGHT  |P
PL 42701/0003 [13/02/2018 |TROTWOOD PHARMA LIMITED CHLORPHENAMINE 10MG/ML SOLUTION FOR INJECTION CHLORPHENAMINE MALEATE 10 MILLIGRAMMES PER MILLILITRE |POM
PL 14017/0283 |14/02/2018 DEXCEL PHARMA LIMITED VENLAFAXINE DEXCEL 150 MG PROLONGED- RELEASE TABLETS VENLAFAXINE HYDROCHLORIDE 169.7 MILLIGRAMMES POM
PL 14017/0284 |14/02/2018 DEXCEL PHARMA LIMITED VENLAFAXINE DEXCEL 225 MG PROLONGED-RELEASE TABLETS VENLAFAXINE HYDROCHLORIDE 254.55 MILLIGRAMMES POM
PL 20075/0537 [14/02/2018 |ACCORD HEALTHCARE LIMITED FOSAPREPITANT 150 MG POWDER FOR SOLUTION FOR INFUSION FOSAPREPITANT DIMEGLUMINE 37.6 MILLIGRAMMES POM
PL 46447/0001 (14/02/2018 |JCSH PHARMA LIMITED ATORVASTATIN 10MG FILM COATED TABLETS ATORVASTATIN CALCIUM TRIHYDRATE 10.85 MILLIGRAMMES POM
PL 46447/0002 (14/02/2018 [JCSH PHARMA LIMITED ATORVASTATIN 20MG FILM COATED TABLETS ATORVASTATIN CALCIUM TRIHYDRATE 21.70 MILLIGRAMMES POM
PL 46447/0003 (14/02/2018 |JCSH PHARMA LIMITED ATORVASTATIN 40MG FILM COATED TABLETS ATORVASTATIN CALCIUM TRIHYDRATE 43.40 MILLIGRAMMES POM
PL 46447/0004 |14/02/2018 |JCSH PHARMA LIMITED ATORVASTATIN 80MG FILM COATED TABLETS ATORVASTATIN CALCIUM TRIHYDRATE 86.80 MILLIGRAMMES POM
PL 08553/0590 |15/02/2018 DR REDDY'S LABORATORIES (UK) LIMITED ROSUVASTATIN 5 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 5.200 MILLIGRAMMES POM

* POM = Prescription only medicine
P = Pharmacy only medicine
GSL = General Sale List




Marketing authorisations granted in February 2018

PL Number Grant Date MA Holder Licensed Name(s) Active Ingredient Quantity Units Legal Status
PL 08553/0591 |15/02/2018 |DR REDDY'S LABORATORIES (UK) LIMITED ROSUVASTATIN 10 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 10.400 MILLIGRAMMES POM
PL 08553/0592 |15/02/2018 DR REDDY'S LABORATORIES (UK) LIMITED ROSUVASTATIN 20 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 20.800 MILLIGRAMMES POM
PL 08553/0593 |15/02/2018 DR REDDY'S LABORATORIES (UK) LIMITED ROSUVASTATIN 40 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 41.600 MILLIGRAMMES POM
PL 30130/0077 |15/02/2018 SIGILLATA LIMITED ANIDULAFUNGIN 100 MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION ANIDULAFUNGIN 100 MILLIGRAMMES POM
PL 20117/0300 |16/02/2018 MORNINGSIDE HEALTHCARE LIMITED PROPRANOLOL HYDROCHLORIDE 10MG FILM-COATED TABLETS PROPRANOLOL HYDROCHLORIDE 10.000 MILLIGRAMMES POM
PL 20117/0301 |16/02/2018 MORNINGSIDE HEALTHCARE LIMITED PROPRANOLOL HYDROCHLORIDE 40MG FILM-COATED TABLETS PROPRANOLOL HYDROCHLORIDE 40.000 MILLIGRAMMES POM
PL 20117/0302 |16/02/2018 MORNINGSIDE HEALTHCARE LIMITED PROPRANOLOL HYDROCHLORIDE 80MG FILM-COATED TABLETS PROPRANOLOL HYDROCHLORIDE 80.000 MILLIGRAMMES POM
PL 04917/0095 |21/02/2018 PINEWOOD LABORATORIES LIMITED HYDROCORTISONE 1%W/W CREAM HYDROCORTISONE 0.01 GRAMMES POM
PL 20075/1182 (21/02/2018 |ACCORD HEALTHCARE LIMITED RIVASTIGMINE 1.5 MG HARD CAPSULES RIVASTIGMINE HYDROGEN TARTRATE 2.40 MILLIGRAMMES POM
PL 20075/1183 [21/02/2018 |ACCORD HEALTHCARE LIMITED RIVASTIGMINE 3 MG HARD CAPSULES RIVASTIGMINE HYDROGEN TARTRATE 4.80 MILLIGRAMMES POM
PL 20075/1184 (21/02/2018 |ACCORD HEALTHCARE LIMITED RIVASTIGMINE 4.5 MG HARD CAPSULES RIVASTIGMINE HYDROGEN TARTRATE 7.20 MILLIGRAMMES POM
PL 20075/1185 [21/02/2018 |ACCORD HEALTHCARE LIMITED RIVASTIGMINE 6 MG HARD CAPSULES RIVASTIGMINE HYDROGEN TARTRATE 9.60 MILLIGRAMMES POM
PL 42852/0015 [21/02/2018 |GENERIC PARTNERS UK LIMITED TIBOLONE 2.5 MG TABLETS TIBOLONE 25 MILLIGRAMMES POM
PL 43461/0053 |21/02/2018 FLAMINGO PHARMA (UK) LIMITED FLUOXETINE 20 MG CAPSULES FLUOXETINE HYDROCHLORIDE 22.36 MILLIGRAMMES POM
PL 35533/0124 (22/02/2018 |ASPIRE PHARMA LIMITED ERTAPENEM 1 G POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION ERTAPENEM SODIUM 1.046 GRAMMES POM
PL 08553/0528 |23/02/2018 DR REDDY'S LABORATORIES (UK) LIMITED LACIDIPINE 6 MG FILM-COATED TABLETS LACIDIPINE 6.00 MILLIGRAMMES POM
PL 34088/0045 (23/02/2018 |ALKALOID-INT DOO CALCIUM CARBONATE / HEAVY MAGNESIUM CARBONATE 680 MG / 80 MG CHEWABLE TABLETS CALCIUM CARBONATE 80.000 MILLIGRAMMES GSL
PL 34088/0045 (23/02/2018 |ALKALOID-INT DOO CALCIUM CARBONATE / HEAVY MAGNESIUM CARBONATE 680 MG / 80 MG CHEWABLE TABLETS MAGNESIUM CARBONATE HEAVY 680.000 [MILLIGRAMMES GSL
PL 34088/0045 (23/02/2018 |ALKALOID-INT DOO CALCIUM CARBONATE/HEAVY MAGNESIUM CARBONATE 680 MG/ 80 MG CHEWABLE TABLETS CALCIUM CARBONATE 80.000 MILLIGRAMMES GSL
PL 34088/0045 (23/02/2018 |ALKALOID-INT DOO CALCIUM CARBONATE/HEAVY MAGNESIUM CARBONATE 680 MG/ 80 MG CHEWABLE TABLETS MAGNESIUM CARBONATE HEAVY 680.000 |[MILLIGRAMMES GSL
PL 34088/0046 (23/02/2018 |ALKALOID-INT DOO GATTART 680 MG / 80 MG CHEWABLE TABLETS CALCIUM CARBONATE 80.000 MILLIGRAMMES GSL
PL 34088/0046 (23/02/2018 |ALKALOID-INT DOO GATTART 680 MG / 80 MG CHEWABLE TABLETS MAGNESIUM CARBONATE HEAVY 680.000 |[MILLIGRAMMES GSL
PL 34088/0046 (23/02/2018 |ALKALOID-INT DOO GATTART 680 MG/80 MG CHEWABLE TABLETS CALCIUM CARBONATE 80.000 MILLIGRAMMES GSL
PL 34088/0046 (23/02/2018 |ALKALOID-INT DOO GATTART 680 MG/80 MG CHEWABLE TABLETS MAGNESIUM CARBONATE HEAVY 680.000 [MILLIGRAMMES GSL
PL 17496/0030 |26/02/2018 DALKEITH LABORATORIES LIMITED CHLORHEXIDINE DIGLUCONATE 0.2% W/V MOUTHWASH CHLORHEXIDINE DIGLUCONATE SOLUTION 0.10 MILLILITRES GSL
PL 11311/0560 (27/02/2018 |TILLOMED LABORATORIES LIMITED BUSULFAN TILLOMED 6 MG/ML CONCENTRATE FOR SOLUTION FOR INFUSION BUSULFAN 6.00 MILLIGRAMMES PER MILLILITRE |POM
PL 00289/2155 (28/02/2018 |TEVA UK LIMITED CAPTOPRIL 5 MG/5 ML ORAL SOLUTION CAPTOPRIL 1 MILLIGRAMMES PER MILLILITRE |POM
PL 00289/2156 (28/02/2018 |TEVA UK LIMITED CAPTOPRIL 25 MG/5 ML ORAL SOLUTION CAPTOPRIL 5 MILLIGRAMMES PER MILLILITRE |POM

* POM = Prescription only medicine

P = Pharmacy only medicine
GSL = General Sale List




