
Marketing authorisations granted in July 2019

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

PL 01883/0351 01/07/2019 MACARTHYS LABORATORIES LIMITED MORPHINE SULFATE 10 MG/ML SOLUTION FOR INJECTION MORPHINE SULFATE 10 MILLIGRAMS PER MILLILITRE POM

PL 40546/0140 03/07/2019 ARISTO PHARMA GMBH CINACALCET ARISTO 30 MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 33.0 MILLIGRAMS POM

PL 40546/0141 03/07/2019 ARISTO PHARMA GMBH CINACALCET ARISTO 60 MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 66.0 MILLIGRAMS POM

PL 40546/0142 03/07/2019 ARISTO PHARMA GMBH CINACALCET ARISTO 90 MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 99 MILLIGRAMS POM

PL 20117/0291 04/07/2019 MORNINGSIDE HEALTHCARE LIMITED LIDOCAINE/PRILOCAINE 5% CUTANEOUS PATCH LIDOCAINE 0.250 GRAMS POM

PL 20117/0291 04/07/2019 MORNINGSIDE HEALTHCARE LIMITED LIDOCAINE/PRILOCAINE 5% CUTANEOUS PATCH PRILOCAINE 0.250 GRAMS POM

PL 28278/0015 04/07/2019 IPCA LABORATORIES UK LIMITED PARACETAMOL IPCA 500MG TABLETS PARACETAMOL 500 MILLIGRAMS POM

PL 16028/0166 08/07/2019 GALPHARM HEALTHCARE LIMITED ESOMEPRAZOLE 20MG GASTRO-RESISTANT CAPSULES ESOMEPRAZOLE MAGNESIUM DIHYDRATE 21.69 MILLIGRAMS POM

PL 30684/0268 08/07/2019 DAWA LIMITED TRAZODONE HYDROCHLORIDE 50MG/5ML ORAL SOLUTION TRAZODONE HYDROCHLORIDE 10 MILLIGRAMS PER MILLILITRE POM

PL 49565/0083 08/07/2019 NORTH STAR HEALTHCARE LIMITED ROSUVASTATIN 5MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 5.210 MILLIGRAMS POM

PL 49565/0084 08/07/2019 NORTH STAR HEALTHCARE LIMITED ROSUVASTATIN 10MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 10.420 MILLIGRAMS POM

PL 49565/0085 08/07/2019 NORTH STAR HEALTHCARE LIMITED ROSUVASTATIN 20MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 20.840 MILLIGRAMS POM

PL 49565/0086 08/07/2019 NORTH STAR HEALTHCARE LIMITED ROSUVASTATIN 40MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 41.680 MILLIGRAMS POM

PL 20416/0517 09/07/2019 CRESCENT PHARMA LIMITED LINEZOLID 600MG FILM-COATED TABLETS LINEZOLID 600.0 MILLIGRAMS POM

PL 44696/0009 10/07/2019 RENASCIENCE PHARMA LIMITED OTIGO 40 MG/10 MG/G EAR DROPS, SOLUTION LIDOCAINE HYDROCHLORIDE 0.010 GRAMS POM

PL 44696/0009 10/07/2019 RENASCIENCE PHARMA LIMITED OTIGO 40 MG/10 MG/G EAR DROPS, SOLUTION PHENAZONE 0.040 GRAMS POM

PL 11587/0095 12/07/2019 MEDAC GESELLSCHAFT FUR KLINISCHE SPEZIALPRAPARATE MBH BORTEZOMIB 2.5 MG POWDER FOR SOLUTION FOR INJECTION BORTEZOMIB 2.5 MILLIGRAMS POM

PL 16363/0613 12/07/2019 MILPHARM LIMITED PROPRANOLOL 10 MG FILM-COATED TABLETS PROPRANOLOL HYDROCHLORIDE 10.00 MILLIGRAMS POM

PL 16363/0614 12/07/2019 MILPHARM LIMITED PROPRANOLOL 40 MG FILM-COATED TABLETS PROPRANOLOL HYDROCHLORIDE 40.00 MILLIGRAMS POM

PL 17780/0832 15/07/2019 ZENTIVA PHARMA UK LIMITED ATORVASTATIN 30 MG FILM-COATED TABLETS ATORVASTATIN CALCIUM TRIHYDRATE 32.470 MILLIGRAMS POM

PL 17780/0833 15/07/2019 ZENTIVA PHARMA UK LIMITED ATORVASTATIN 60 MG FILM-COATED TABLETS ATORVASTATIN CALCIUM TRIHYDRATE 64.940 MILLIGRAMS POM

PL 29472/0003 15/07/2019 S.A.L.F. SPA LABORATORIO FARMACOLOGICO LABETALOL 5 MG/ML SOLUTION FOR INJECTION/INFUSION LABETALOL HYDROCHLORIDE 5 MILLIGRAMS PER MILLILITRE POM

PL 01883/0352 16/07/2019 MACARTHYS LABORATORIES LIMITED MORPHINE SULFATE 20MG/ML SOLUTION FOR INJECTION MORPHINE SULFATE 20.00 MILLIGRAMS PER MILLILITRE POM

PL 35533/0138 16/07/2019 ASPIRE PHARMA LIMITED NITROFURANTOIN 25MG/5ML ORAL SUSPENSION NITROFURANTOIN MONOHYDRATE 26.85 MILLIGRAMS PER 5 MILLILITRES POM

PL 15764/0121 18/07/2019 STRANDHAVEN LIMITED PRASUGREL 5MG FILM-COATED TABLETS PRASUGREL 5.00 MILLIGRAMS POM

PL 15764/0122 18/07/2019 STRANDHAVEN LIMITED PRASUGREL 10MG FILM-COATED TABLETS PRASUGREL 10.00 MILLIGRAMS POM

PL 31750/0140 18/07/2019 SUN PHARMACEUTICAL INDUSTRIES EUROPE BV CLARITHROMYCIN 125 MG/5ML GRANULES FOR ORAL SUSPENSION CLARITHROMYCIN 125.00 MILLIGRAMS PER 5 MILLILITRES POM

PL 31750/0141 18/07/2019 SUN PHARMACEUTICAL INDUSTRIES EUROPE BV CLARITHROMYCIN 250 MG/5ML GRANULES FOR ORAL SUSPENSION CLARITHROMYCIN 250.00 MILLIGRAMS PER 5 MILLILITRES POM

PL 41542/0005 24/07/2019 BRANCASTER PHARMA LIMITED BENZYLPENICILLIN BENZATHINE 0.6 MILLION I.U. POWDER AND SOLVENT FOR SUSPENSION FOR INJECTION BENZATHINE BENZYLPENICILLIN 0.5044 GRAMS POM

PL 41542/0005 24/07/2019 BRANCASTER PHARMA LIMITED BENZYLPENICILLIN BENZATHINE 0.6 MILLION I.U. POWDER AND SOLVENT FOR SUSPENSION FOR INJECTION NO ACTIVES PRESENT 0 NONE POM

PL 41542/0006 24/07/2019 BRANCASTER PHARMA LIMITED BENZYLPENICILLIN BENZATHINE 1.2 MILLION I.U. POWDER AND SOLVENT FOR SUSPENSION FOR INJECTION BENZATHINE BENZYLPENICILLIN 1.0088 GRAMS POM

PL 41542/0006 24/07/2019 BRANCASTER PHARMA LIMITED BENZYLPENICILLIN BENZATHINE 1.2 MILLION I.U. POWDER AND SOLVENT FOR SUSPENSION FOR INJECTION NO ACTIVES PRESENT 0 NONE POM
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PL 41542/0007 24/07/2019 BRANCASTER PHARMA LIMITED BENZYLPENICILLIN BENZATHINE 2.4 MILLION I.U. POWDER AND SOLVENT FOR SUSPENSION FOR INJECTION BENZATHINE BENZYLPENICILLIN 2.0175 GRAMS POM

PL 41542/0007 24/07/2019 BRANCASTER PHARMA LIMITED BENZYLPENICILLIN BENZATHINE 2.4 MILLION I.U. POWDER AND SOLVENT FOR SUSPENSION FOR INJECTION NO ACTIVES PRESENT 0 NONE POM

PL 21597/0058 25/07/2019 G L PHARMA GMBH KETAMINE G.L. PHARMA 10 MG/ML SOLUTION FOR INJECTION/INFUSION IN AMPOULES KETAMINE HYDROCHLORIDE 11.53 MILLIGRAMS POM

PL 21597/0059 25/07/2019 G L PHARMA GMBH KETAMINE G.L. PHARMA 50 MG/ML SOLUTION FOR INJECTION/INFUSION IN AMPOULES KETAMINE HYDROCHLORIDE 57.67 MILLIGRAMS POM

PL 21597/0068 25/07/2019 G L PHARMA GMBH KETAMINE G.L. PHARMA 10 MG/ML SOLUTION FOR INJECTION/INFUSION IN VIALS KETAMINE HYDROCHLORIDE 11.53 MILLIGRAMS POM

PL 21597/0069 25/07/2019 G L PHARMA GMBH KETAMINE G.L. PHARMA 50 MG/ML SOLUTION FOR INJECTION/INFUSION IN VIALS KETAMINE HYDROCHLORIDE 57.67 MILLIGRAMS POM

PL 17907/0510 26/07/2019 BRISTOL LABORATORIES LIMITED OLANZAPINE 15MG FILM COATED TABLETS OLANZAPINE 15.00 MILLIGRAMS POM

PL 17907/0617 26/07/2019 BRISTOL LABORATORIES LIMITED OLANZAPINE 2.5MG FILM COATED TABLETS OLANZAPINE 2.50 MILLIGRAMS POM

PL 17907/0618 26/07/2019 BRISTOL LABORATORIES LIMITED OLANZAPINE 5MG FILM COATED TABLETS OLANZAPINE 5.00 MILLIGRAMS POM

PL 17907/0619 26/07/2019 BRISTOL LABORATORIES LIMITED OLANZAPINE 7.5MG FILM COATED TABLETS OLANZAPINE 7.5 MILLIGRAMS POM

PL 17907/0620 26/07/2019 BRISTOL LABORATORIES LIMITED OLANZAPINE 10MG FILM COATED TABLETS OLANZAPINE 10.00 MILLIGRAMS POM

PL 17907/0621 26/07/2019 BRISTOL LABORATORIES LIMITED OLANZAPINE 20MG FILM COATED TABLETS OLANZAPINE 20.00 MILLIGRAMS POM

PL 31862/0033 26/07/2019 CREO PHARMA LIMITED HYDROCORTISONE 10MG SOLUBLE TABLETS HYDROCORTISONE SODIUM PHOSPHATE 13.42 MILLIGRAMS POM

PL 31862/0034 26/07/2019 CREO PHARMA LIMITED HYDROCORTISONE 20MG SOLUBLE TABLETS HYDROCORTISONE SODIUM PHOSPHATE 26.84 MILLIGRAMS POM

PL 00010/0667 30/07/2019 BAYER PLC VERDOMA 1.0 MMOL/ML SOLUTION FOR INJECTION (VIALS) GADOBUTROL 604.720 MILLIGRAMS POM

PL 00010/0668 30/07/2019 BAYER PLC VERDOMA 1.0 MMOL/ML SOLUTION FOR INJECTION (PFS) GADOBUTROL 604.720 MILLIGRAMS POM

PL 39360/0026 31/07/2019 ABDI FARMA UNIPESSOAL LIMITADA POSACONAZOLE ABDI 100 MG GASTRO-RESISTANT TABLETS POSACONAZOLE 100 MILLIGRAMS POM
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