Marketing authorisations granted in November 2016

PL Number | Grant Date MA Holder Licensed Name(s) Active Ingredient Quantit Units Legal Status
PL 00289/2019 [02/11/2016 | TEVA UK LIMITED BRIMONIDINE TARTRATE/TIMOLOL 2 MG/ML + 5 MG/ML EYE DROPS, SOLUTION BRIMONIDINE TARTRATE 10.000  |MILLIGRAMMES POM
PL 00289/2019 |02/11/2016 |TEVA UK LIMITED BRIMONIDINE TARTRATE/TIMOLOL 2 MG/ML + 5 MG/ML EYE DROPS, SOLUTION TIMOLOL MALEATE 25000 |MILLIGRAMMES POM
PL 04569/1602 |02/11/2016 ~ |GENERICS (UK) LIMITED ABACAVIR/LAMIVUDINE PHAROS 600 MG/300 MG FILM-COATED TABLETS ABACAVIR 600.00 |MILLIGRAMMES POM
PL 04569/1602 |02/11/2016 ~ |GENERICS (UK) LIMITED ABACAVIR/LAMIVUDINE PHAROS 600 MG/300 MG FILM-COATED TABLETS LAMIVUDINE 300.00 |MILLIGRAMMES POM
PL 06831/0288 |02/11/2016 |GENUS PHARMACEUTICALS LIMITED MEMANTINE HYDROCHLORIDE 10MG/ML ORAL SOLUTION MEMANTINE HYDROCHLORIDE 10.00  |MILLIGRAMMES PER MILLILITRE [POM
PL 16363/0467 [02/11/2016 ~ [MILPHARM LIMITED TRAMADOL HYDROCHLORIDE 50 MG/ML SOLUTION FOR INJECTION OR INFUSION TRAMADOL HYDROCHLORIDE 50.00  |MILLIGRAMMES PER MILLILITRE |POM
PL 20075/0451 |02/11/2016 |ACCORD HEALTHCARE LIMITED TRANEXAMIC ACID 100MG/ML SOLUTION FOR INJECTION TRANEXAMIC ACID 100.0  |MILLIGRAMMES PER MILLILITRE [POM
PL 20075/0450 |03/11/2016 |ACCORD HEALTHCARE LIMITED VINORELBINE 10 MG/ML CONCENTRATE FOR SOLUTION FOR INFUSION VINORELBINE TARTRATE 1385  |MILLIGRAMMES PER MILLILITRE [POM
PL 42495/0001 [04/11/2016  |INRESA ARZNEIMITTEL GMBH TERLIPRESSIN ACETATE 1 MG SOLUTION FOR INJECTION TERLIPRESSIN ACETATE 1 MILLIGRAMMES POM
PL 30306/0797 [07/11/2016 ~|ACTAVIS GROUP PTC EHF EZETIMIBE/SIMVASTATIN 10MG/20MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 30306/0797 [07/11/2016 ~|ACTAVIS GROUP PTC EHF EZETIMIBE/SIMVASTATIN 10MG/20MG TABLETS SIMVASTATIN 20 MILLIGRAMMES POM
PL 30306/0798 [07/11/2016 ~|ACTAVIS GROUP PTC EHF EZETIMIBE/SIMVASTATIN 10MG/40MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 30306/0798 [07/11/2016 ~|ACTAVIS GROUP PTC EHF EZETIMIBE/SIMVASTATIN 10MG/40MG TABLETS SIMVASTATIN 40 MILLIGRAMMES POM
PL 30306/0799 [07/11/2016 ~|ACTAVIS GROUP PTC EHF EZETIMIBE/SIMVASTATIN 10MG/80MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 30306/0799 [07/11/2016 ~|ACTAVIS GROUP PTC EHF EZETIMIBE/SIMVASTATIN 10MG/80MG TABLETS SIMVASTATIN 80 MILLIGRAMMES POM
PL 00289/2005 |08/11/2016 |TEVA UK LIMITED TERIPARATIDE 20 MICROGRAMS/80 MICROLITRES SOLUTION FOR INJECTION IN PRE-FILLED PEN TERIPARATIDE 0.6 MILLIGRAMMES POM
PL 35533/0074 |08/11/2016 |ASPIRE PHARMA LIMITED VENCARM XL 37.5MG PROLONGED-RELEASE CAPSULES, HARD VENLAFAXINE HYDROCHLORIDE POLYMORPHIC FORM B 4245  |MILLIGRAMMES POM
PL 35533/0075 |08/11/2016 ~ |ASPIRE PHARMA LIMITED VENCARM XL 75MG PROLONGED-RELEASE CAPSULES, HARD VENLAFAXINE HYDROCHLORIDE POLYMORPHIC FORM B 8490  |MILLIGRAMMES POM
PL 35533/0076 |08/11/2016 ~|ASPIRE PHARMA LIMITED VENCARM XL 150MG PROLONGED-RELEASE CAPSULES, HARD VENLAFAXINE HYDROCHLORIDE POLYMORPHIC FORM B 169.80  |MILLIGRAMMES POM
PL 35533/0077 |08/11/2016 |ASPIRE PHARMA LIMITED VENCARM XL 225MG PROLONGED-RELEASE CAPSULES, HARD VENLAFAXINE HYDROCHLORIDE POLYMORPHIC FORM B 254.70  |MILLIGRAMMES POM
PL 36390/0188 |08/11/2016  |CIPLA (EU) LIMITED LINEZOLID 600 MG FILM-COATED TABLETS LINEZOLID FORM II 600 MILLIGRAMMES POM
PL 13931/0111 |10/11/2016 ~ |CHANELLE MEDICAL PARACETAMOL/DIPHENHYDRAMINE HYDROCHLORIDE 500 MG/25 MG FILM-COATED TABLETS DIPHENHYDRAMINE HYDROCHLORIDE 2500  |MILLIGRAMMES POM
PL 13931/0111 |10/11/2016  |CHANELLE MEDICAL PARACETAMOL/DIPHENHYDRAMINE HYDROCHLORIDE 500 MG/25 MG FILM-COATED TABLETS PARACETAMOL 500.00 |MILLIGRAMMES POM
PL 13931/0112 |10/11/2016 ~ |CHANELLE MEDICAL PARACETAMOL/DIPHENHYDRAMINE HYDROCHLORIDE 500 MG/25 MG FILM-COATED TABLETS DIPHENHYDRAMINE HYDROCHLORIDE 2500  |MILLIGRAMMES POM
PL 13931/0112 |10/11/2016 ~ |CHANELLE MEDICAL PARACETAMOL/DIPHENHYDRAMINE HYDROCHLORIDE 500 MG/25 MG FILM-COATED TABLETS PARACETAMOL 500.00 |MILLIGRAMMES POM
PL 33155/0060 [10/11/2016 ~ |RIVOPHARM (UK) LIMITED STRONTIUM RANELATE 2 G GRANULES FOR ORAL SUSPENSION STRONTIUM RANELATE 2000 MILLIGRAMMES POM
PL 36282/0001 |10/11/2016  |RIA GENERICS LIMITED SERTRALINE 50 MG FILM-COATED TABLETS SERTRALINE HYDROCHLORIDE 55.95  |MILLIGRAMMES POM
PL 36282/0002 |10/11/2016  |RIA GENERICS LIMITED SERTRALINE 100 MG FILM-COATED TABLETS SERTRALINE HYDROCHLORIDE 111.90 |MILLIGRAMMES POM
PL 42357/0201 |10/11/2016 ~ |AMNEAL PHARMA EUROPE LIMITED DULOXETINE 30 MG HARD GASTRO-RESISTANT CAPSULES DULOXETINE HYDROCHLORIDE 33.660 |MILLIGRAMMES POM
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PL 42357/0202 |10/11/2016  |AMNEAL PHARMA EUROPE LIMITED DULOXETINE 60 MG HARD GASTRO-RESISTANT CAPSULES DULOXETINE HYDROCHLORIDE 67.320 |MILLIGRAMMES POM
PL 44400/0001 |10/11/2016  |L M MANUFACTURING LIMITED LEVETIRACETAM MEDSOLUTIONS 100MG/ML ORAL SOLUTION LEVETIRACETAM 100.00  |MILLIGRAMMES POM
PL 04854/0146 |14/11/2016 |GEDEON RICHTER PLC ROXINA 0.02 MG/3 MG FILM-COATED TABLETS DROSPIRENONE 3.00 MILLIGRAMMES POM
PL 04854/0146 |14/11/2016 |GEDEON RICHTER PLC ROXINA 0.02 MG/3 MG FILM-COATED TABLETS ETHINYLESTRADIOL 0.02 MILLIGRAMMES POM
PL 20075/0522 |14/11/2016 |ACCORD HEALTHCARE LIMITED CINACALCET ACCORD 30 MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 3306  |MILLIGRAMMES POM
PL 20075/0523 |14/11/2016 |ACCORD HEALTHCARE LIMITED CINACALCET ACCORD 60 MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 66.12  |MILLIGRAMMES POM
PL 20075/0524 |14/11/2016 |ACCORD HEALTHCARE LIMITED CINACALCET ACCORD 90MG FILM-COATED TABLETS CINACALCET HYDROCHLORIDE 99.18  |MILLIGRAMMES POM
PL 31862/0009 |14/11/2016 |CREO PHARMA LIMITED EFAVIRENZ 600 MG FILM-COATED TABLETS EFAVIRENZ 600.00 |MILLIGRAMMES POM
PL 35730/0006 |14/11/2016 ~[NTC SRL COLECACIFEROL 800 IU FILM-COATED TABLETS COLECALCIFEROL 800 INTERNATIONAL UNITS POM
PL 35730/0007 |14/11/2016 ~[NTC SRL COLECACIFEROL 1000 IU FILM-COATED TABLETS COLECALCIFEROL 1000 INTERNATIONAL UNITS POM
PL 00063/0723 |15/11/2016 ~ |RECKITT BENCKISER HEALTHCARE (UK) LIMITED NUROFEN FOR CHILDREN ORANGE FLAVOURED 100MG CHEWABLE CAPSULE, SOFT IBUPROFEN 100 MILLIGRAMMES P

PL 00063/0725 |15/11/2016 ~ |RECKITT BENCKISER HEALTHCARE (UK) LIMITED NUROFEN FOR CHILDREN ORANGE FLAVOURED CHEWCAPS 100 MG CHEWABLE CAPSULE, SOFT IBUPROFEN 100 MILLIGRAMMES P

PL 00063/0727 |15/11/2016 ~ |RECKITT BENCKISER HEALTHCARE (UK) LIMITED NUROFEN FOR CHILDREN ORANGE FLAVOURED SOFT CHEWS 7 YEARS AND OLDER 100 MG CHEWABLE CAPSU|IBUPROFEN 100 MILLIGRAMMES P

PL 01656/0221 |15/11/2016 |KRKA DD NOVO MESTO EZETIMIBE 10 MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 01656/0221 |15/11/2016  |KRKA DD NOVO MESTO EZETIMIBE 10MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 01656/0226 |15/11/2016 ~|KRKA DD NOVO MESTO CLARITHROMYCIN 250 MG FILM-COATED TABLETS CLARITHROMYCIN 250 MILLIGRAMMES POM
PL 01656/0227 |15/11/2016 |KRKA DD NOVO MESTO CLARITHROMYCIN 500 MG FILM-COATED TABLETS CLARITHROMYCIN 500 MILLIGRAMMES POM
PL 27583/0232 |15/11/2016 |APOTEX EUROPE BV TADALAFIL 5 MG FILM-COATED TABLETS TADALAFIL 5.0 MILLIGRAMMES POM
PL 27583/0233 |15/11/2016 |APOTEX EUROPE BV TADALAFIL 10 MG FILM-COATED TABLETS TADALAFIL 100 MILLIGRAMMES POM
PL 27583/0234 |15/11/2016 |APOTEX EUROPE BV TADALAFIL 20 MG FILM-COATED TABLETS TADALAFIL 20.0 MILLIGRAMMES POM
PL 30306/0305 |16/11/2016 ~|ACTAVIS GROUP PTC EHF FLUCLOXACILLIN 125MG/5ML SUGAR FREE POWDER FOR ORAL SOLUTION FLUCLOXACILLIN SODIUM 14313  |MILLIGRAMMES POM
PL 30306/0306 |16/11/2016 ~|ACTAVIS GROUP PTC EHF FLUCLOXACILLIN 250MG/5ML SUGAR FREE POWDER FOR ORAL SOLUTION FLUCLOXACILLIN SODIUM 286.26 |MILLIGRAMMES POM
PL 36687/0170 |16/11/2016 ~|[TORRENT PHARMA (UK) LIMITED EZETIMIBE 10 MG TABLETS EZETIMIBE 10.000  |MILLIGRAMMES POM
PL 16363/0474 |17/11/2016  [MILPHARM LIMITED BUPIVACAINE HYDROCHLORIDE 2.5 MG/ML SOLUTION FOR INJECTION BUPIVACAINE HYDROCHLORIDE 2,50 MILLIGRAMMES PER MILLILITRE |POM
PL 16363/0475 |17/11/2016 ~ [MILPHARM LIMITED BUPIVACAINE HYDROCHLORIDE 5 MG/ML SOLUTION FOR INJECTION BUPIVACAINE HYDROCHLORIDE 5.00 MILLIGRAMMES PER MILLILITRE |POM
PL 00289/2038 |18/11/2016 |TEVA UK LIMITED IVABRADINE 5 MG FILM-COATED TABLETS IVABRADINE ADIPATE 6.56 MILLIGRAMMES POM
PL 00289/2039 |18/11/2016 |TEVA UK LIMITED IVABRADINE 7.5 MG FILM-COATED TABLETS IVABRADINE ADIPATE 9.84 MILLIGRAMMES POM
PL 27583/0235 |18/11/2016 |APOTEX EUROPE BV EZETIMIBE 10 MG TABLETS EZETIMIBE 10 MILLIGRAMMES POM
PL 31745/0030 |22/11/2016  [IBIGEN SRL BENZYLPENICILLIN POTASSIUM 625 MG POWDER FOR SOLUTION FOR INJECTION OR INFUSION BENZYLPENICILLIN POTASSIUM 625 MILLIGRAMMES POM
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PL 31745/0031 |22/11/2016  [IBIGEN SRL BENZYLPENICILLIN POTASSIUM 1250 MG POWDER FOR SOLUTION FOR INJECTION OR INFUSION BENZYLPENICILLIN POTASSIUM 1250 MILLIGRAMMES POM
PL 43252/0010 |22/11/2016  |ATNAHS PHARMA UK LIMITED CLOBAZAM ATNAHS 5MG/SML ORAL SUSPENSION CLOBAZAM 5 MILLIGRAMMES POM
PL 43252/0011 |22/11/2016  |ATNAHS PHARMA UK LIMITED CLOBAZAM ATNAHS 10MG/SML ORAL SUSPENSION CLOBAZAM 10 MILLIGRAMMES POM
PL 01656/0213 |23/11/2016 |KRKA DD NOVO MESTO LINEZOLID KRKA 2MG/ML SOLUTION FOR INFUSION LINEZOLID 2,00 MILLIGRAMMES POM
PL 04416/1458 |23/11/2016 ~|SANDOZ LIMITED TADALAFIL SANDOZ 2.5 MG FILM-COATED TABLETS TADALAFIL 2.50 MILLIGRAMMES POM
PL 04416/1459 |23/11/2016 ~|SANDOZ LIMITED TADALAFIL SANDOZ 5 MG FILM-COATED TABLETS TADALAFIL 5.00 MILLIGRAMMES POM
PL 04416/1460 |23/11/2016 ~|SANDOZ LIMITED TADALAFIL SANDOZ 10 MG FILM-COATED TABLETS TADALAFIL 10 MILLIGRAMMES POM
PL 04416/1461 |23/11/2016 |SANDOZ LIMITED TADALAFIL SANDOZ 20 MG FILM-COATED TABLETS TADALAFIL 2000  |MILLIGRAMMES POM
PL 13931/0113 (23/11/2016  |CHANELLE MEDICAL CARBOCISTEINE CHANELLE MEDICAL 375MG HARD CAPSULES CARBOCISTEINE 375 MILLIGRAMMES POM
PL 16363/0473 |23/11/2016 ~ [MILPHARM LIMITED SILDENAFIL 25 MG FILM-COATED TABLETS SILDENAFIL CITRATE 35120 |MILLIGRAMMES POM
PL 25258/0174 |23/11/2016 ~ |GLENMARK PHARMACEUTICALS EUROPE LIMITED DEXAMETHASONE 2MG/SML ORAL SOLUTION DEXAMETHASONE SODIUM PHOSPHATE 0528  |MILLIGRAMMES POM
PL 15764/0112 |24/11/2016  |STRANDHAVEN LIMITED PARACETAMOL/TRAMADOL HYDROCHLORIDE 325MG/37.5MG FILM-COATED TABLETS PARACETAMOL 325.00 |MILLIGRAMMES POM
PL 15764/0112 |24/11/2016 ~ |STRANDHAVEN LIMITED PARACETAMOL/TRAMADOL HYDROCHLORIDE 325MG/37.5MG FILM-COATED TABLETS TRAMADOL HYDROCHLORIDE 3750  |MILLIGRAMMES POM
PL 42357/0223 |24/11/2016 ~ |AMNEAL PHARMA EUROPE LIMITED PAROXETINE 10 MG FILM-COATED TABLETS PAROXETINE HYDROCHLORIDE HEMIHYDRATE 11379 |MILLIGRAMMES POM
PL 11204/0316 |25/11/2016 |STADA ARZNEIMITTEL AG CLINDAMYCIN STADA 600 MG HARD CAPSULES CLINDAMYCIN HYDROCHLORIDE 65156 |MILLIGRAMMES POM
PL 20416/0413 |25/11/2016 |CRESCENT PHARMA LIMITED ANASTROZOLE 1 MG FILM COATED TABLETS ANASTROZOLE 1 MILLIGRAMMES POM
PL 42701/0002 |25/11/2016 |TROTWOOD PHARMA LIMITED DEXAMETHASONE 2 MG TABLETS DEXAMETHASONE 2 MILLIGRAMMES POM
PL 36390/0189 (28/11/2016  |CIPLA (EU) LIMITED BOOTS HEARTBURN AND ACID REFLUX CONTROL 20MG GASTRO-RESISTANT TABLETS ESOMEPRAZOLE MAGNESIUM DIHYDRATE 2175  |MILLIGRAMMES GSsL
PL 36390/0189 (28/11/2016  |CIPLA (EU) LIMITED ESOMEPRAZOLE 20 MG GASTRO-RESISTANT TABLETS ESOMEPRAZOLE MAGNESIUM DIHYDRATE 2175  |MILLIGRAMMES GSsL
PL 00289/2035 |29/11/2016 | TEVA UK LIMITED HYDROCORTISONE 10 MG TABLETS HYDROCORTISONE 10.000  |MILLIGRAMMES POM
PL 00289/2036 |29/11/2016 | TEVA UK LIMITED HYDROCORTISONE 20 MG TABLETS HYDROCORTISONE 20.000  |MILLIGRAMMES POM
PL 08553/0589 [29/11/2016 |DR REDDY'S LABORATORIES (EU) LIMITED ABACAVIR/LAMIVUDINE DR. REDDY'S 600 MG/300 MG FILM-COATED TABLETS ABACAVIR 600.00 |MILLIGRAMMES POM
PL 08553/0589 [29/11/2016 |DR REDDY'S LABORATORIES (EU) LIMITED ABACAVIR/LAMIVUDINE DR. REDDY'S 600 MG/300 MG FILM-COATED TABLETS LAMIVUDINE 300.00 |MILLIGRAMMES POM
PL 39307/0054 |29/11/2016  |SYRI LIMITED LORAZEPAM 1MG/ML ORAL SOLUTION LORAZEPAM 1.00 MILLIGRAMMES POM
PL 02855/0243 [30/11/2016 |OMEGA PHARMA LIMITED PARACETAMOL AND CAFFEINE OMEGA 500MG/65MG SOLUBLE TABLETS CAFFEINE 65 MILLIGRAMMES GsL
PL 02855/0243 [30/11/2016 |OMEGA PHARMA LIMITED PARACETAMOL AND CAFFEINE OMEGA 500MG/65MG SOLUBLE TABLETS PARACETAMOL 500 MILLIGRAMMES GsL
PL 04416/1462 |30/11/2016 ~|SANDOZ LIMITED CALCIUM FOLINATE 10MG/ML SOLUTION FOR INJECTION OR INFUSION CALCIUM FOLINATE 10.8 MILLIGRAMMES PER MILLILITRE |POM
PL 04569/1669 [30/11/2016  |GENERICS (UK) LIMITED ROPINIROLE MYLAN XL 2 MG PROLONGED-RELEASE TABLETS ROPINIROLE HYDROCHLORIDE 2.28 MILLIGRAMMES POM
PL 04569/1670 [30/11/2016 ~ |GENERICS (UK) LIMITED ROPINIROLE MYLAN XL 4 MG PROLONGED-RELEASE TABLETS ROPINIROLE HYDROCHLORIDE 4.56 MILLIGRAMMES POM
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PL 04569/1671 [30/11/2016  |GENERICS (UK) LIMITED ROPINIROLE MYLAN XL 8 MG PROLONGED-RELEASE TABLETS ROPINIROLE HYDROCHLORIDE 9.12 MILLIGRAMMES POM
PL 42357/0224 (30/11/2016  |AMNEAL PHARMA EUROPE LIMITED AZITHROMYCIN 250 MG CAPSULES AZITHROMYCIN DIHYDRATE 262.020 |MILLIGRAMMES POM

* POM = Prescription only medicine

P = Pharmacy only medicine
GSL = General Sale List
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