
Marketing authorisations granted in August 2019

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

PL 00014/0865 01/08/2019 THE BOOTS COMPANY PLC PARACETAMOL AND CODEINE 500MG/12.8MG TABLETS CODEINE PHOSPHATE HEMIHYDRATE 12.8 MILLIGRAMS P

PL 00014/0865 01/08/2019 THE BOOTS COMPANY PLC PARACETAMOL AND CODEINE 500MG/12.8MG TABLETS PARACETAMOL 500 MILLIGRAMS P

PL 00173/0413 01/08/2019 DIOMED DEVELOPMENTS LIMITED IBULEVE GEL IBUPROFEN 5.0 PERCENTAGE WEIGHT IN WEIGHTP

PL 08828/0282 01/08/2019 FRESENIUS KABI LIMITED TIGECYCLINE FRESENIUS KABI 50 MG POWDER FOR SOLUTION FOR INFUSION TIGECYCLINE 50 MILLIGRAMS POM

PL 17780/0820 02/08/2019 ZENTIVA PHARMA UK LIMITED DUTROZEN 0.5 MG/0.4 MG HARD CAPSULES DUTASTERIDE 0.5 MILLIGRAMS POM

PL 17780/0820 02/08/2019 ZENTIVA PHARMA UK LIMITED DUTROZEN 0.5 MG/0.4 MG HARD CAPSULES TAMSULOSIN HYDROCHLORIDE 0.4 MILLIGRAMS POM

PL 28278/0006 02/08/2019 IPCA LABORATORIES UK LIMITED BISOPROLOL IPCA 1.25 MG FILM-COATED TABLETS BISOPROLOL FUMARATE 1.25 MILLIGRAMS POM

PL 28278/0007 02/08/2019 IPCA LABORATORIES UK LIMITED BISOPROLOL IPCA 2.5 MG FILM-CAOTED TABLETS BISOPROLOL FUMARATE 2.5 MILLIGRAMS POM

PL 28278/0008 02/08/2019 IPCA LABORATORIES UK LIMITED BISOPROLOL IPCA 3.75 MG FILM-COATED TABLETS BISOPROLOL FUMARATE 3.75 MILLIGRAMS POM

PL 28278/0009 02/08/2019 IPCA LABORATORIES UK LIMITED BISOPROLOL IPCA 5 MG FILM-COATED TABLETS BISOPROLOL FUMARATE 5 MILLIGRAMS POM

PL 28278/0010 02/08/2019 IPCA LABORATORIES UK LIMITED BISOPROLOL IPCA 7.5 MG FILM-COATED TABLETS BISOPROLOL FUMARATE 7.5 MILLIGRAMS POM

PL 28278/0011 02/08/2019 IPCA LABORATORIES UK LIMITED BISOPROLOL IPCA 10 MG FILM-COATED TABLETS BISOPROLOL FUMARATE 10 MILLIGRAMS POM

PL 44853/0002 02/08/2019 KENSINGTON PHARMA LIMITED EPTIFIBATIDE 0.75 MG/ML SOLUTION FOR INFUSION EPTIFIBATIDE 75 MILLIGRAMS POM

PL 44853/0003 02/08/2019 KENSINGTON PHARMA LIMITED EPTIFIBATIDE 2 MG/ML SOLUTION FOR INJECTION EPTIFIBATIDE 2 MILLIGRAMS PER MILLILITRE POM

PL 16363/0543 09/08/2019 MILPHARM LIMITED ATOMOXETINE 10 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 11.428 MILLIGRAMS POM

PL 16363/0544 09/08/2019 MILPHARM LIMITED ATOMOXETINE 18 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 20.57 MILLIGRAMS POM

PL 16363/0545 09/08/2019 MILPHARM LIMITED ATOMOXETINE 25 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 28.569 MILLIGRAMS POM

PL 16363/0546 09/08/2019 MILPHARM LIMITED ATOMOXETINE 40 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 45.711 MILLIGRAMS POM

PL 16363/0547 09/08/2019 MILPHARM LIMITED ATOMOXETINE 60 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 68.567 MILLIGRAMS POM

PL 16363/0548 09/08/2019 MILPHARM LIMITED ATOMOXETINE 80 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 91.422 MILLIGRAMS POM

PL 16363/0549 09/08/2019 MILPHARM LIMITED ATOMOXETINE 100 MG HARD CAPSULES ATOMOXETINE HYDROCHLORIDE 114.278 MILLIGRAMS POM

PL 25298/0116 12/08/2019 BROWN & BURK UK LIMITED PROCHLORPERAZINE MALEATE 3 MG BUCCAL TABLETS PROCHLORPERAZINE MALEATE 3.00 MILLIGRAMS P

PL 25298/0150 12/08/2019 BROWN & BURK UK LIMITED PROCHLORPERAZINE MALEATE 3 MG BUCCAL TABLETS PROCHLORPERAZINE MALEATE 3.00 MILLIGRAMS POM

PL 36722/0071 13/08/2019 SPECIAL CONCEPT DEVELOPMENT (UK) LIMITED METRONIDAZOLE 200MG FILM-COATED TABLETS METRONIDAZOLE 200 MILLIGRAMS POM

PL 36722/0072 13/08/2019 SPECIAL CONCEPT DEVELOPMENT (UK) LIMITED METRONIDAZOLE 400MG FILM-COATED TABLETS METRONIDAZOLE 400 MILLIGRAMS POM

PL 36722/0073 13/08/2019 SPECIAL CONCEPT DEVELOPMENT (UK) LIMITED METRONIDAZOLE 500MG FILM-COATED TABLETS METRONIDAZOLE 500 MILLIGRAMS POM

PL 00289/2293 16/08/2019 TEVA UK LIMITED PALIPERIDONE TEVA 25 MG PROLONGED-RELEASE SUSPENSION FOR INJECTION PALIPERIDONE PALMITATE 39 MILLIGRAMS POM

PL 00289/2294 16/08/2019 TEVA UK LIMITED PALIPERIDONE TEVA 50 MG PROLONGED-RELEASE SUSPENSION FOR INJECTION PALIPERIDONE PALMITATE 78 MILLIGRAMS POM

PL 00289/2295 16/08/2019 TEVA UK LIMITED PALIPERIDONE TEVA 75 MG PROLONGED-RELEASE SUSPENSION FOR INJECTION PALIPERIDONE PALMITATE 117.00 MILLIGRAMS POM

PL 00289/2296 16/08/2019 TEVA UK LIMITED PALIPERIDONE TEVA 100 MG PROLONGED-RELEASE SUSPENSION FOR INJECTION PALIPERIDONE PALMITATE 156.00 MILLIGRAMS POM

PL 00289/2297 16/08/2019 TEVA UK LIMITED PALIPERIDONE TEVA 150 MG PROLONGED-RELEASE SUSPENSION FOR INJECTION PALIPERIDONE PALMITATE 234.00 MILLIGRAMS POM

PL 16363/0564 16/08/2019 MILPHARM LIMITED CINACALCET MILPHARM 30MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 33.06 MILLIGRAMS POM
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PL 16363/0565 16/08/2019 MILPHARM LIMITED CINACALCET MILPHARM 60MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 66.13 MILLIGRAMS POM

PL 16363/0566 16/08/2019 MILPHARM LIMITED CINACALCET MILPHARM 90MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 99.19 MILLIGRAMS POM

PL 35730/0014 16/08/2019 NTC SRL DEXAMETHASONE PHOSPHATE 1 MG/ML (AS SODIUM PHOSPHATE) EYE DROPS, SOLUTION IN A SINGLE-DOSE CONTAINER DEXAMETHASONE SODIUM PHOSPHATE 0.110 GRAMS POM

PL 47015/0013 16/08/2019 AS KALCEKS CISATRACURIUM 2MG/ML SOLUTION FOR INJECTION/INFUSION CISATRACURIUM BESILATE 2.68 MILLIGRAMS POM

PL 28278/0040 19/08/2019 IPCA LABORATORIES UK LIMITED GLICLAZIDE IPCA 30MG PROLONGED-RELEASE TABLETS GLICLAZIDE 30 MILLIGRAMS POM

PL 20117/0323 22/08/2019 MORNINGSIDE HEALTHCARE LIMITED IRAKSIN 5 MICROGRAM TABLETS LIOTHYRONINE SODIUM 0.005 MILLIGRAMS POM

PL 20117/0323 22/08/2019 MORNINGSIDE HEALTHCARE LIMITED LIOTHYRONINE SODIUM 5 MICROGRAM TABLETS LIOTHYRONINE SODIUM 0.005 MILLIGRAMS POM

PL 20117/0324 22/08/2019 MORNINGSIDE HEALTHCARE LIMITED IRAKSIN 10 MICROGRAM TABLETS LIOTHYRONINE SODIUM 0.010 MILLIGRAMS POM

PL 20117/0324 22/08/2019 MORNINGSIDE HEALTHCARE LIMITED LIOTHYRONINE SODIUM 10 MICROGRAM TABLETS LIOTHYRONINE SODIUM 0.010 MILLIGRAMS POM

PL 14017/0292 27/08/2019 DEXCEL PHARMA LIMITED HYDROCORTISONE 10 MG TABLETS HYDROCORTISONE 10.00 MILLIGRAMS POM

PL 48785/0001 29/08/2019 ALTIEX LIFE SRO SODIUM OXYBATE 500 MG/ML ORAL SOLUTION SODIUM OXYBATE 500 MILLIGRAMS PER MILLILITRE POM
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