Marketing authorisations granted in December 2018

PL Number Grant Date MA Holder Licensed Name(s) Active Ingredient Quantity Units Legal Status
PL 04569/1366 |03/12/2018 |GENERICS (UK) LIMITED OLOPATADINE 1MG/ML EYE DROPS, SOLUTION OLOPATADINE HYDROCHLORIDE 1.110 MILLIGRAMMES PER MILLILITRE |POM
PL 06831/0303 [04/12/2018 |GENUS PHARMACEUTICALS LIMITED AEROSONE 25 MICROGRAM /50 MICROGRAM PER METERED DOSE PRESSURIZED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 50 MICROGRAMMES POM
PL 06831/0303 (04/12/2018 |GENUS PHARMACEUTICALS LIMITED AEROSONE 25 MICROGRAM /50 MICROGRAM PER METERED DOSE PRESSURIZED INHALATION, SUSPENSION SALMETEROL XINAFOATE 36.32 MICROGRAMMES POM
PL 06831/0304 (04/12/2018 |GENUS PHARMACEUTICALS LIMITED AEROSONE 25 MICROGRAM /125 MICROGRAM PER METERED DOSE PRESSURIZED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 125 MICROGRAMMES POM
PL 06831/0304 (04/12/2018 |GENUS PHARMACEUTICALS LIMITED AEROSONE 25 MICROGRAM /125 MICROGRAM PER METERED DOSE PRESSURIZED INHALATION, SUSPENSION SALMETEROL XINAFOATE 36.32 MICROGRAMMES POM
PL 06831/0305 [04/12/2018 |GENUS PHARMACEUTICALS LIMITED AEROSONE 25 MICROGRAM /250 MICROGRAM PER METERED DOSE PRESSURIZED INHALATION, SUSPENSION FLUTICASONE PROPIONATE 250 MICROGRAMMES POM
PL 06831/0305 (04/12/2018 |GENUS PHARMACEUTICALS LIMITED AEROSONE 25 MICROGRAM /250 MICROGRAM PER METERED DOSE PRESSURIZED INHALATION, SUSPENSION SALMETEROL XINAFOATE 36.32 MICROGRAMMES POM
PL 49699/0001 |04/12/2018 ESPL REGULATORY CONSULTING LIMITED MESALAZINE ESPL REGULATORY CONSULTING LIMITED 1600 MG MODIFIED RELEASE TABLETS MESALAZINE 1600 MILLIGRAMMES POM
PL 20075/0666 |05/12/2018 |ACCORD HEALTHCARE LIMITED BETAHISTINE DIHYDROCHLORIDE 24 MG TABLETS BETAHISTINE DIHYDROCHLORIDE 24.000 MILLIGRAMMES POM
PL 44570/0019 [05/12/2018 |QILU PHARMA SPAIN SL IMATINIB 100MG FILM-COATED TABLETS IMATINIB MESILATE 1195 MILLIGRAMMES POM
PL 44570/0020 [05/12/2018 |QILU PHARMA SPAIN SL IMATINIB 400 MG FILM-COATED TABLETS IMATINIB MESILATE 478 MILLIGRAMMES POM
PL 29831/0671 [07/12/2018 |WOCKHARDT UK LIMITED CLOBAZAM WOCKHARDT 1MG/ML ORAL SUSPENSION CLOBAZAM 1 MILLIGRAMMES PER MILLILITRE |POM
PL 29831/0672 [07/12/2018 |WOCKHARDT UK LIMITED CLOBAZAM WOCKHARDT 2MG/ML ORAL SUSPENSION CLOBAZAM 2 MILLIGRAMMES PER MILLILITRE |POM
PL 48577/0001 |07/12/2018 HEALTHCARE PHARMA LIMITED 'ONDANSETRON 4 MG ORODISPERSIBLE TABLETS ONDANSETRON 4.00 MILLIGRAMMES POM
PL 48577/0002 |07/12/2018 HEALTHCARE PHARMA LIMITED 'ONDANSETRON 8 MG ORODISPERSIBLE TABLETS ONDANSETRON 8.00 MILLIGRAMMES POM
PL 13689/0026 |10/12/2018 FRESENIUS MEDICAL CARE DEUTSCHLAND GMBH CALRECIA 100 MMOL/L SOLUTION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 14.7 GRAMMES POM
PL 24598/0053 (10/12/2018 NORIDEM ENTERPRISES LIMITED CEFAZOLIN 1G POWDER FOR SOLUTION FOR INJECTION/INFUSION CEFAZOLIN SODIUM 1.048 GRAMMES POM
PL 24598/0054 |10/12/2018 NORIDEM ENTERPRISES LIMITED CEFAZOLIN 2G POWDER FOR SOLUTION FOR INJECTION/INFUSION CEFAZOLIN SODIUM 2.096 GRAMMES POM
PL 04569/1941 (11/12/2018 |GENERICS (UK) LIMITED BORTEZOMIB 3.5 MG POWDER FOR SOLUTION FOR INJECTION BORTEZOMIB 35 MILLIGRAMMES POM
PL 32652/0013 |11/12/2018 DIAMED BERATUNGSGESELLSCHAFT FUER PHARMAZEUTISCHE UNT ANIDULAFUNGIN DIAMED 100 MG POWDER FOR CONCENTRATE FOR SOLUTION FOR INFUSION ANIDULAFUNGIN 100 MILLIGRAMMES POM
PL 06831/0291 (13/12/2018 |GENUS PHARMACEUTICALS LIMITED ZOLMITRIPTAN 5 MG ORODISPERSIBLE TABLETS ZOLMITRIPTAN 5.0 MILLIGRAMMES POM
PL 34328/0016 |13/12/2018 PANMEDICA COLISTIMETHATE SODIUM 3 MIU, POWDER FOR SOLUTION FOR INJECTION COLISTIMETHATE SODIUM 3 MEGA INTERNATIONAL UNITS POM
PL 39280/0010 [13/12/2018 |[SYNCHRONY PHARMA LIMITED CHLORPHENAMINE 10 MG/ML SOLUTION FOR INJECTION CHLORPHENAMINE MALEATE 10 MILLIGRAMMES PER MILLILITRE |POM
PL 00427/0245 |14/12/2018 ROSEMONT PHARMACEUTICALS LIMITED TOPIRAMATE ROSEMONT 10MG/ML ORAL SUSPENSION TOPIRAMATE 10.00 MILLIGRAMMES POM
PL 00427/0246 |14/12/2018 ROSEMONT PHARMACEUTICALS LIMITED TOPIRAMATE ROSEMONT 20MG/ML ORAL SUSPENSION TOPIRAMATE 20 MILLIGRAMMES POM
PL 20072/0244 (14/12/2018 |AMDIPHARM UK LIMITED CARBIMAZOLE 10 MG TABLETS CARBIMAZOLE 10 MILLIGRAMMES POM
PL 20072/0245 (14/12/2018 |AMDIPHARM UK LIMITED CARBIMAZOLE 15 MG TABLETS CARBIMAZOLE 15 MILLIGRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 0.30 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION GLUCOSE MONOHYDRATE 825 GRAMMES POM
PL 24598/0055 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION GLYCINE 176 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-ALANINE 3.66 GRAMMES POM

* POM = Prescription only medicine
P = Pharmacy only medicine
GSL = General Sale List
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PL 24598/0055 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-ARGININE 248 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-ASPARTIC ACID 0.73 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-GLUTAMIC ACID 1.26 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-HISTIDINE 151 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-ISOLEUCINE 1.26 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-LEUCINE 1.76 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-LYSINE ACETATE 281 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-METHIONINE 1.26 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-PHENYLALANINE 1.76 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-PROLINE 151 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-SERINE 1.00 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-THREONINE 1.26 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-TRYPTOPHAN 0.42 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-TYROSINE 0.06 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION L-VALINE 1.62 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION MAGNESIUM CHLORIDE HEXAHYDRATE 0.45 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION OLIVE OIL REFINED 24.00 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION POTASSIUM CHLORIDE 119 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION REFINED SOYABEAN OIL 6.00 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR PERI-N4E, EMULSION FOR INFUSION SODIUM ACETATE TRIHYDRATE 116 GRAMMES POM
PL 24598/0055 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR PERI-N4E, EMULSION FOR INFUSION SODIUM GLYCEROPHOSPHATE HYDRATE 191 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR NSE, EMULSION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 0.52 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION GLUCOSE MONOHYDRATE 126.50 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR NSE, EMULSION FOR INFUSION GLYCINE 228 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-ALANINE 4.76 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR NSE, EMULSION FOR INFUSION L-ARGININE 322 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-ASPARTIC ACID 0.95 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR NSE, EMULSION FOR INFUSION L-GLUTAMIC ACID 1.64 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-HISTIDINE 1.96 GRAMMES POM
PL 24598/0056 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR NSE, EMULSION FOR INFUSION L-ISOLEUCINE 1.64 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-LEUCINE 2.28 GRAMMES POM
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PL 24598/0056 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR NSE, EMULSION FOR INFUSION L-LYSINE ACETATE 3.65 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-METHIONINE 1.64 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-PHENYLALANINE 228 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NS5E, EMULSION FOR INFUSION L-PROLINE 1.96 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-SERINE 1.30 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NS5E, EMULSION FOR INFUSION L-THREONINE 1.64 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-TRYPTOPHAN 0.55 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NS5E, EMULSION FOR INFUSION L-TYROSINE 0.08 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION L-VALINE 210 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NS5E, EMULSION FOR INFUSION MAGNESIUM CHLORIDE HEXAHYDRATE 0.81 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION OLIVE OIL REFINED 32.00 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR NSE, EMULSION FOR INFUSION POTASSIUM CHLORIDE 224 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION REFINED SOYABEAN OIL 8.00 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR NSE, EMULSION FOR INFUSION SODIUM ACETATE TRIHYDRATE 1.50 GRAMMES POM
PL 24598/0056 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NSE, EMULSION FOR INFUSION SODIUM GLYCEROPHOSPHATE HYDRATE 3.67 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N7E, EMULSION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 0.52 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION GLUCOSE MONOHYDRATE 154.0 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N7E, EMULSION FOR INFUSION GLYCINE 3.07 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-ALANINE 6.41 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N7E, EMULSION FOR INFUSION L-ARGININE 4.34 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-ASPARTIC ACID 128 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N7E, EMULSION FOR INFUSION L-GLUTAMIC ACID 221 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-HISTIDINE 2.64 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED OLEUNOR N7E, EMULSION FOR INFUSION L-ISOLEUCINE 221 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-LEUCINE 3.07 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-LYSINE ACETATE 4.88 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-METHIONINE 221 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N7E, EMULSION FOR INFUSION L-PHENYLALANINE 3.07 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-PROLINE 2.64 GRAMMES POM
PL 24598/0057 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR N7E, EMULSION FOR INFUSION L-SERINE 175 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-THREONINE 221 GRAMMES POM
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PL 24598/0057 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR N7E, EMULSION FOR INFUSION L-TRYPTOPHAN 0.74 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-TYROSINE 0.11 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION L-VALINE 283 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION MAGNESIUM CHLORIDE HEXAHYDRATE 0.81 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION OLIVE OIL REFINED 32.00 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION POTASSIUM CHLORIDE 2.24 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION REFINED SOYABEAN OIL 8.00 GRAMMES POM
PL 24598/0057 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION SODIUM ACETATE TRIHYDRATE 1.50 GRAMMES POM
PL 24598/0057 (14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N7E, EMULSION FOR INFUSION SODIUM GLYCEROPHOSPHATE HYDRATE 3.67 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 0.52 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION GLUCOSE MONOHYDRATE 121.0 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N9E, EMULSION FOR INFUSION GLYCINE 3.95 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR NOE, EMULSION FOR INFUSION L-ALANINE 8.24 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N9E, EMULSION FOR INFUSION L-ARGININE 5.58 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-ASPARTIC ACID 1.65 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-GLUTAMIC ACID 2.84 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-HISTIDINE 3.40 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N9E, EMULSION FOR INFUSION L-ISOLEUCINE 2.84 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-LEUCINE 3.95 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N9E, EMULSION FOR INFUSION L-LYSINE ACETATE 6.32 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-METHIONINE 2.84 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-PHENYLALANINE 3.95 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-PROLINE 3.40 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-SERINE 225 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-THREONINE 2.84 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-TRYPTOPHAN 0.95 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-TYROSINE 0.15 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION L-VALINE 3.64 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION MAGNESIUM CHLORIDE HEXAHYDRATE 0.81 GRAMMES POM
PL 24598/0058 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR N9E, EMULSION FOR INFUSION OLIVE OIL REFINED 32.00 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION POTASSIUM CHLORIDE 2.24 GRAMMES POM

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




Marketing authorisations granted in December 2018

PL Number Grant Date MA Holder Licensed Name(s) Active Ingredient Quantity Units Legal Status
PL 24598/0058 |14/12/2018 |NORIDEM ENTERPRISES LIMITED OLEUNOR N9E, EMULSION FOR INFUSION REFINED SOYABEAN OIL 8 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED ‘OLEUNOR N9E, EMULSION FOR INFUSION SODIUM ACETATE TRIHYDRATE 1.50 GRAMMES POM
PL 24598/0058 |14/12/2018 NORIDEM ENTERPRISES LIMITED 'OLEUNOR N9E, EMULSION FOR INFUSION SODIUM GLYCEROPHOSPHATE HYDRATE 3.67 GRAMMES POM
PL 47015/0007 (17/12/2018 |AS KALCEKS OXYCODONE HYDROCHLORIDE 10 MG/ML SOLUTION FOR INJECTION OR INFUSION OXYCODONE HYDROCHLORIDE 10 MILLIGRAMMES POM
PL 47015/0008 (17/12/2018 |AS KALCEKS ‘OXYCODONE HYDROCHLORIDE 50 MG/ML SOLUTION FOR INJECTION OR INFUSION OXYCODONE HYDROCHLORIDE 50 MILLIGRAMMES POM
PL 04416/1561 |18/12/2018 SANDOZ LIMITED LEVETIRACETAM SANDOZ 100 MG/ML, CONCENTRATE FOR SOLUTION FOR INJECTION/ INFUSION LEVETIRACETAM 500 MILLIGRAMMES PER 5 MILLILITRE|POM
PL 08637/0028 |18/12/2018 DR FALK PHARMA GMBH RIFAFALK 200MG MODIFIED-RELEASE TABLETS RIFAMYCIN SODIUM 200 MILLIGRAMMES POM
PL 25298/0134 |18/12/2018 BROWN & BURK UK LIMITED BROWN & BURK HEARTBURN & INDIGESTION 75 MG FILM-COATED TABLETS RANITIDINE HYDROCHLORIDE 83.70 MILLIGRAMMES GSL
PL 25298/0135 |18/12/2018 BROWN & BURK UK LIMITED RANITIDINE 150 MG FILM-COATED TABLETS RANITIDINE HYDROCHLORIDE 167.40 MILLIGRAMMES POM
PL 25298/0136 |18/12/2018 BROWN & BURK UK LIMITED RANITIDINE 300 MG FILM-COATED TABLETS RANITIDINE HYDROCHLORIDE 334.80 MILLIGRAMMES POM
PL 25298/0149 (18/12/2018 BROWN & BURK UK LIMITED RANITIDINE 75 MG FILM-COATED TABLETS RANITIDINE HYDROCHLORIDE 83.70 MILLIGRAMMES P
PL 48468/0016 (18/12/2018 |VIVALABS EUROPE LIMITED TRAMADOL HYDROCHLORIDE 50 MG CAPSULES, HARD TRAMADOL HYDROCHLORIDE 50.00 MILLIGRAMMES POM
PL 08553/0529 (19/12/2018 DR REDDY'S LABORATORIES (UK) LIMITED LETROZOLE 2.5 MG FILM-COATED TABLETS LETROZOLE 25 MILLIGRAMMES POM
PL 25258/0278 (20/12/2018 |GLENMARK PHARMACEUTICALS EUROPE LIMITED SOPROBEC 50 MICROGRAMS PER ACTUATION PRESSURISED INHALATION SOLUTION BECLOMETASONE DIPROPIONATE 50 MICROGRAMMES POM
PL 25258/0279 (20/12/2018 |GLENMARK PHARMACEUTICALS EUROPE LIMITED SOPROBEC 100 MICROGRAMS PER ACTUATION PRESSURISED INHALATION SOLUTION BECLOMETASONE DIPROPIONATE 100 MICROGRAMMES POM
PL 25258/0280 (20/12/2018 |GLENMARK PHARMACEUTICALS EUROPE LIMITED SOPROBEC 200 MICROGRAMS PER ACTUATION PRESSURISED INHALATION SOLUTION BECLOMETASONE DIPROPIONATE 200 MICROGRAMMES POM
PL 25258/0281 (20/12/2018 |GLENMARK PHARMACEUTICALS EUROPE LIMITED SOPROBEC 250 MICROGRAMS PER ACTUATION PRESSURISED INHALATION SOLUTION BECLOMETASONE DIPROPIONATE 250 MICROGRAMMES POM
PL 28176/0185 |20/12/2018 STRIDES ARCOLAB INTERNATIONAL LIMITED TRAZODONE HYDROCHLORIDE 150MG TABLETS TRAZODONE HYDROCHLORIDE 150 MILLIGRAMMES POM
PL 20046/0097 (21/12/2018 FOCUS PHARMACEUTICALS LIMITED MEDITOB 300MG/5ML NEBULISER SOLUTION TOBRAMYCIN 300.00 MILLIGRAMMES POM
PL 30322/0039 (21/12/2018 |ALISSA HEALTHCARE RESEARCH LIMITED ANASTROZOLE 1 MG FILM-COATED TABLETS ANASTROZOLE 1 MILLIGRAMMES POM
PL 30684/0286 |21/12/2018 DAWA LIMITED QUETIAPINE DAWA 25 MG FILM-COATED TABLETS QUETIAPINE FUMARATE 28.78 MILLIGRAMMES POM
PL 30684/0287 |21/12/2018 DAWA LIMITED QUETIAPINE DAWA 100 MG FILM-COATED TABLETS QUETIAPINE FUMARATE 115.12 MILLIGRAMMES POM
PL 30684/0288 |21/12/2018 DAWA LIMITED QUETIAPINE DAWA 150 MG FILM-COATED TABLETS QUETIAPINE FUMARATE 172.68 MILLIGRAMMES POM
PL 30684/0289 (21/12/2018 DAWA LIMITED QUETIAPINE DAWA 200 MG FILM-COATED TABLETS QUETIAPINE FUMARATE 230.24 NONE POM
PL 30684/0290 (21/12/2018 DAWA LIMITED QUETIAPINE DAWA 300 MG FILM-COATED TABLETS QUETIAPINE FUMARATE 345.36 MILLIGRAMMES POM
PL 11311/0594 (24/12/2018 |TILLOMED LABORATORIES LIMITED SOLIFENACIN SUCCINATE 5 MG FILM-COATED TABLETS SOLIFENACIN SUCCINATE 5 MILLIGRAMMES POM
PL 11311/0595 (24/12/2018 |TILLOMED LABORATORIES LIMITED SOLIFENACIN SUCCINATE 10 MG FILM-COATED TABLETS SOLIFENACIN SUCCINATE 10 MILLIGRAMMES POM
PL 20240/0008 |24/12/2018 INTERDOS PHARMA BV ROSUVASTATIN INTERDOS 5MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 5.200 MILLIGRAMMES POM
PL 20240/0009 |24/12/2018 INTERDOS PHARMA BV ROSUVASTATIN INTERDOS 10 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 10.40 MILLIGRAMMES POM
PL 20240/0010 |24/12/2018 |INTERDOS PHARMA BV ROSUVASTATIN INTERDOS 20 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 20.80 MILLIGRAMMES POM
PL 20240/0011 |24/12/2018 INTERDOS PHARMA BV ROSUVASTATIN INTERDOS 40 MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 41.60 MILLIGRAMMES POM

* POM = Prescription only medicine
P = Pharmacy only medicine
GSL = General Sale List
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PL 20685/0039 |24/12/2018 |FERNDALE PHARMACEUTICALS LIMITED AETHOXYSKLEROL 5 MG/ML, SOLUTION FOR INJECTION LAUROMACROGOL 400 10.000 MILLIGRAMMES POM
PL 20685/0040 |24/12/2018 FERNDALE PHARMACEUTICALS LIMITED AETHOXYSKLEROL 10 MG/ML, SOLUTION FOR INJECTION LAUROMACROGOL 400 20.00 MILLIGRAMMES POM
PL 20685/0041 |24/12/2018 FERNDALE PHARMACEUTICALS LIMITED AETHOXYSKLEROL 30 MG/ML, SOLUTION FOR INJECTION LAUROMACROGOL 400 60.000 MILLIGRAMMES POM
PL 20685/0042 |24/12/2018 FERNDALE PHARMACEUTICALS LIMITED AETHOXYSKLEROL 2.5 MG/ML, SOLUTION FOR INJECTION LAUROMACROGOL 400 5.00 MILLIGRAMMES POM
PL 20685/0043 |24/12/2018 FERNDALE PHARMACEUTICALS LIMITED AETHOXYSKLEROL 20 MG/ML, SOLUTION FOR INJECTION LAUROMACROGOL 400 40.00 MILLIGRAMMES POM
PL 01656/0252 |27/12/2018 KRKA DD NOVO MESTO BORTEZOMIB KRKA 1 MG POWDER FOR SOLUTION FOR INJECTION BORTEZOMIB 1.0 MILLIGRAMMES POM
PL 01656/0253 |27/12/2018 KRKA DD NOVO MESTO BORTEZOMIB KRKA 3.5 MG POWDER FOR SOLUTION FOR INJECTION BORTEZOMIB 35 MILLIGRAMMES POM
PL 48717/0001 |27/12/2018 SUMAR PHARMA EHF GEFITINIB 250 MG FILM-COATED TABLETS GEFITINIB 250.00 MILLIGRAMMES POM
PL 00037/0683 (28/12/2018 |ABBOTT LABORATORIES LIMITED ESTRADIOL 1MG FILM-COATED TABLET ESTRADIOL HEMIHYDRATE 1.03 MILLIGRAMMES POM
PL 00037/0684 (28/12/2018 |ABBOTT LABORATORIES LIMITED ESTRADIOL 2 MG FILM-COATED TABLETS ESTRADIOL HEMIHYDRATE 2.06 MILLIGRAMMES POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION ALANINE 20.70 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION ARGININE 11.50 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 0.74 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION GLUCOSE MONOHYDRATE 143 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION GLYCINE 10.30 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION HISTIDINE 4.80 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION ISOLEUCINE 6 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION LEUCINE 7.30 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION LYSINE HYDROCHLORIDE 7.25 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION MAGNESIUM SULFATE HEPTAHYDRATE 247 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION MEDIUM CHAIN TRIGLYCERIDES SATURATED 50 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION METHIONINE 4 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION OLIVE OIL REFINED 50 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION OMEGA-3 FISH OIL 40 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION PHENYLALANINE 5.60 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION POTASSIUM CHLORIDE 4.48 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION PROLINE 6.80 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION SERINE 5 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION SODIUM ACETATE TRIHYDRATE 5.62 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 |BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION SODIUM GLYCEROPHOSPHATE HYDRATE 5.92 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION SOYA-BEAN OIL REFINED 60 GRAMMES PER LITRE POM

* POM = Prescription only medicine
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PL 00116/0660 |28/12/2018 |BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION THREONINE 4.20 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION TRYPTOPHAN 1.80 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION TYROSINE 0.40 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION VALINE 5.80 GRAMMES PER LITRE POM
PL 00116/0660 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL PERI EMULSION FOR INFUSION ZINC SULFATE HEPTAHYDRATE 0.023 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION ALANINE 20.70 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION ARGININE 11.50 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION CALCIUM CHLORIDE DIHYDRATE 0.74 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION GLUCOSE MONOHYDRATE 462 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION GLYCINE 10.30 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION HISTIDINE 4.80 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION ISOLEUCINE 6 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION LEUCINE 7.30 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION LYSINE HYDROCHLORIDE 7.25 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION MAGNESIUM SULFATE HEPTAHYDRATE 247 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION MEDIUM CHAIN TRIGLYCERIDES SATURATED 50 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION METHIONINE 4 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION OLIVE OIL REFINED 50 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION OMEGA-3 FISH OIL 40 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION PHENYLALANINE 5.60 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION POTASSIUM CHLORIDE 4.48 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION PROLINE 6.80 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION SERINE 5 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION SODIUM ACETATE TRIHYDRATE 5.62 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION SODIUM GLYCEROPHOSPHATE HYDRATE 5.92 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION SOYA-BEAN OIL REFINED 60 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION THREONINE 4.20 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION TRYPTOPHAN 1.80 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION TYROSINE 0.40 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 |BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION VALINE 5.80 GRAMMES PER LITRE POM
PL 00116/0661 |28/12/2018 BAXTER HEALTHCARE LIMITED FINOMEL EMULSION FOR INFUSION ZINC SULFATE HEPTAHYDRATE 0.023 GRAMMES PER LITRE POM

* POM = Prescription only medicine
P = Pharmacy only medicine
GSL = General Sale List
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PL 15011/0024 |28/12/2018 |INFECTOPHARM ARZNEIMITTEL UND CONSILIUM GMBH MUPIROCIN 20MG/G OINTMENT MUPIROCIN 2.00 GRAMMES POM

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




