Marketing authorisations granted in May 2021

PL Number Grant Date MA Holder Licensed Namefs) Active Inaredient OQuantity Units Leaal Status Territorv
PLGB 20075/1449 [05/05/2021 [ACCORD HEALTHCARE LIMITED SUNITINIB ACCORD 12.5 MG HARD CAPSULES SUNITINIB 125 MILLIGRAMS POM B
PLGB 20075/1450 [05/05/2021 [ACCORD HEALTHCARE LIMITED SUNITINIB ACCORD 25 MG HARD CAPSULES SUNITINIB 25 MILLIGRAMS POM GB
PLGB 20075/1451 [05/05/2021 [ACCORD HEALTHCARE LIMITED SUNITINIB ACCORD 37.5 MG HARD CAPSULES SUNITINIB 37.5 MILLIGRAMS POM B
PLGB 20075/1452 [05/05/2021 [ACCORD HEALTHCARE LIMITED SUNITINIB ACCORD 50 MG HARD CAPSULES SUNITINIB 50 MILLIGRAMS POM GB
PLGB 53905/0004 [05/05/2021  [SILVER PHARMA SL MERCAPTOPURINE SILVER PHARMA 50 MG TABLETS MERCAPTOPURINE 50 MILLIGRAMS POM B
PLNI53905/0005 [05/05/2021  [SILVER PHARMA SL MERCAPTOPURINE SILVER PHARMA 50 MG TABLETS MERCAPTOPURINE 50 MILLIGRAMS POM NI
PL20117/0314  [06/05/2021 [MORNINGSIDE HEALTHCARE LIMITED CYCLIZINE LACTATE 50 MG/ML INJECTION CYCLIZINE LACTATE 50 MILLIGRAMS POM UK
PL35533/0162  [06/05/2021  [ASPIRE PHARMA LIMITED  ATROPINE 1% W/V EYE DROPS, SOLUTION  ATROPINE SULFATE 10 MILLIGRAMS PER MILLILITRE ~ [POM UK
PL43507/0001  [06/05/2021  [RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS SA FESOTERODINE FUMARATE RONTIS 4 MG PROLONGED-RELEASE TABLETS FESOTERODINE FUMARATE 4 MILLIGRAMS POM UK
PL43507/0002  [06/05/2021  [RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS SA FESOTERODINE FUMARATE RONTIS 8 MG PROLONGED-RELEASE TABLETS FESOTERODINE FUMARATE 8 MILLIGRAMS POM UK
PL49255/0007  [06/05/2021  [CYGNUS PHARMA LIMITED SENNOSIDES 7.5 MG TABLETS ADULTS CALCIUM SENNOSIDES 3750 [MILLIGRAMS GsL UK
PL40496/0035  [07/05/2021  [BRILLPHARMA LIMITED | AMLODIPINE 1MG/ML ORAL SOLUTION AMLODIPINE BESILATE 1 MILLIGRAMS PER MILLILITRE  [POM UK
PL30684/0331  [08/05/2021 [DAWA LIMITED ROSUVASTATIN DAWA 5MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 5.20 MILLIGRAMS POM UK
PL30684/0332  [08/05/2021 [DAWA LIMITED ROSUVASTATIN DAWA 10MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 1040  |MILLIGRAMS POM UK
PL30684/0333  [08/05/2021 [DAWA LIMITED ROSUVASTATIN DAWA 20MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 2080  |MILLIGRAMS POM UK
PL30684/0334  [08/05/2021 [DAWA LIMITED ROSUVASTATIN DAWA 40MG FILM-COATED TABLETS ROSUVASTATIN CALCIUM 4160 [MILLIGRAMS POM UK
PL25258/0331  [11/05/2021 [GLENMARK PHARMACEUTICALS EUROPE LIMITED RYALTRIS 25 MICROGRAMS/ACTUATION + 600 MICROGRAMS/ACTUATION NASAL SPRAY, SUSPENSION MOMETASONE FUROATE MONOHYDRATE 0.2586  [MILLIGRAMS PER GRAM POM UK
PL25258/0331  [11/05/2021 [GLENMARK PHARMACEUTICALS EUROPE LIMITED RYALTRIS 25 MICROGRAMS/ACTUATION + 600 MICROGRAMS/ACTUATION NASAL SPRAY, SUSPENSION OLOPATADINE HYDROCHLORIDE 6.65 MILLIGRAMS PER GRAM POM UK
PL51830/0001  [11/05/2021 [UMEDICA NETHERLANDS B.V. CARBAMAZEPINE UMEDICA 100 MG TABLETS CARBAMAZEPINE 100 MILLIGRAMS POM UK
PL51830/0003  [11/05/2021 [UMEDICA NETHERLANDS B.V. CARBAMAZEPINE UMEDICA 200 MG TABLETS CARBAMAZEPINE 200 MILLIGRAMS POM UK
PL51830/0004  [11/05/2021 [UMEDICA NETHERLANDS B.V. CARBAMAZEPINE UMEDICA 400 MG TABLETS CARBAMAZEPINE 400 MILLIGRAMS POM UK
PL3175000176  [12/05/2021 [SUN PHARMACEUTICAL INDUSTRIES EUROPE BV NORADRENALINE (NOREPINEPHRINE) 0.5 MG/ML SOLUTION FOR INFUSION IN PRE-FILLED SYRINGE NORADRENALINE TARTRATE 0.5 MILLIGRAMS PER MILLILITRE  [POM UK
PLGB 50680/0001 [12/05/2021  [BIOCRYST IRELAND LIMITED ORLADEYO 150 MG HARD CAPSULES BEROTRALSTAT DIHYDROCHLORIDE 17241 |MILLIGRAMS POM GB
PL24598/0079  [13/05/2021 [NORIDEM ENTERPRISES LIMITED LIDOCAINE HYDROCHLORIDE NORIDEM 10 MG / ML (1 % W/V) SOLUTION FOR INJECTION LIDOCAINE HYDROCHLORIDE MONOHYDRATE 1066 |MILLIGRAMS POM UK
PL24598/0080  [13/05/2021 [NORIDEM ENTERPRISES LIMITED LIDOCAINE HYDROCHLORIDE NORIDEM 20 MG / ML (2 % W/V) SOLUTION FOR INJECTION LIDOCAINE HYDROCHLORIDE MONOHYDRATE 2132 |MILLIGRAMS POM UK
PL03194/0138  [14/05/2021  [FERRING PHARMACEUTICALS LIMITED MENOPUR 600 IU, SOLUTION FOR INJECTION IN PRE-FILLED PEN MENOTROPHIN 600 INTERNATIONAL UNITS POM UK
PL03194/0139  [14/05/2021 [FERRING PHARMACEUTICALS LIMITED MENOPUR 1200 IU, SOLUTION FOR INJECTION IN PRE-FILLED PEN MENOTROPHIN 1200 INTERNATIONAL UNITS POM UK
PL10085/0058  [17/05/2021 [ALK ABELLO A-S ACARIZAX 12 SQ-HDM ORAL LYOPHILISATE DERMATOPHAGOIDES FARINAE 6 STANDARDISED QUALITY UNITS |POM UK
PL10085/0058  [17/05/2021 [ALK ABELLO A-S ACARIZAX 12 SQ-HDM ORAL LYOPHILISATE DERMATOPHAGOIDES PTERONYSSINUS 6 STANDARDISED QUALITY UNITS |POM UK
PL20646/0085  [18/05/2021  [REGULIS CONSULTING LIMITED SILDENAFIL 50 MG ORODISPERSIBLE FILM SILDENAFIL CITRATE 70.2 MILLIGRAMS POM UK
PLNI 16647/0020 [18/05/2021  |GRINDEKS AS IMATINIB GRINDEKS 100 MG HARD CAPSULES IMATINIB MESILATE 11950  |MILLIGRAMS POM NI
PL40546/0193  [19/05/2021  [ARISTO PHARMA GMBH CALCIPOTRIOL/BETAMETHASONE 50 MICROGRAMS / G + 0.5 MG / G, GEL BETAMETHASONE DIPROPIONATE 0643 [MILLIGRAMS POM UK
PL40546/0193  [10/05/2021  [ARISTO PHARMA GMBH CALCIPOTRIOL/BETAMETHASONE 50 MICROGRAMS / G + 0.5 MG / G, GEL. CALCIPOTRIOL MONOHYDRATE 0052 [MILLIGRAMS POM UK
PL25298/0252  [20/05/2021 [BROWN & BURK UK LIMITED DDORZOLAMIDE/TIMOLOL 20MG/ML+ SMG/ML, PRESERVATIVE-FREE,SINGLE DOSE EYE DROPS,SOLUTION IN SINGLE-DOSE DORZOLAMIDE HYDROCHLORIDE 2226 |MILLIGRAMS PER MILLILITRE  |POM UK
PL25298/0252  [20/05/2021 [BROWN & BURK UK LIMITED DORZOLAMIDE/TIMOLOL 20MG/ML+ SMG/ML, PRESERVATIVE-FREE,SINGLE DOSE EYE DROPS,SOLUTION IN SINGLE-DOSE| TIMOLOL MALEATE 6.83 MILLIGRAMS PER MILLILITRE  [POM UK
PL52682/0001  [20/05/2021  [ALFRAPHARMA SR.L. VISUTRAX 40 MICROGRAMS/ML EYE DROPS, SOLUTION IN SINGLE DOSE TRAVOPROST 0.04 MILLIGRAMS POM UK
PL52682/0002  [20/05/2021 |ALFRAPHARMA SR.L. VISUTRAX 40 MICROGRAMS/ML EYE DROPS, SOLUTION TRAVOPROST 0.04 MILLIGRAMS POM UK
PLGB 00031/0920 [20/05/2021  [ROCHE PRODUCTS LIMITED EVRYSDI 0.75 MG/ML POWDER FOR ORAL SOLUTION RISDIPLAM 60.00  [MILLIGRAMS POM B
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PL04416/1610  |21/05/2021  [SANDOZ LIMITED ABIRATERONE SANDOZ 500 MG FILM-COATED TABLETS ABIRATERONE ACETATE 500 MILLIGRAMS POM Uk
PLO04854/0179  |21/05/2021 |GEDEON RICHTER PLC BENILEXA ONE HANDED 20 MICROGRAMS/24 HOURS INTRAUTERINE DELIVERY SYSTEM LEVONORGESTREL 52 MILLIGRAMS POM Uk
PL16363/0563  |21/05/2021 | MILPHARM LIMITED EMTRICITABINE/TENOFOVIR DISOPROXIL MILPHARM 200 MG/245 MG FILM-COATED TABLETS EMTRICITABINE 20000 |MILLIGRAMS POM Uk
PL16363/0563  |21/05/2021 | MILPHARM LIMITED EMTRICITABINE/TENOFOVIR DISOPROXIL MILPHARM 200 MG/245 MG FILM-COATED TABLETS TENOFOVIR DISOPROXIL FUMARATE 30000 |MILLIGRAMS POM Uk
PL15764/0127  |24/05/2021 |STRANDHAVEN LIMITED PARACETAMOL 500MG CAPSULES, HARD PARACETAMOL 500 MILLIGRAMS P Uk
PL15764/0128  |24/05/2021 |STRANDHAVEN LIMITED PARACETAMOL 500MG CAPSULES, HARD PARACETAMOL 500 MILLIGRAMS POM Uk
PL41013/0022  |24/05/2021  [SEACROSS PHARMACEUTICALS LIMITED PALONOSETRON 250 MICROGRAMS SOLUTION FOR INJECTION PALONOSETRON HYDROCHLORIDE 028 [MILLIGRAMS POM Uk
PLGE 4000810004 |25/05/2021 | ADIENNE SRL TEPADINA 400 MG POWDER AND SOLVENT FOR SOLUTION FOR INFUSION NO ACTIVES PRESENT o NONE POM o8
PLGB 4000810004 |25/05/2021 | ADIENNE SRL TEPADINA 400 MG POWDER AND SOLVENT FOR SOLUTION FOR INFUSION THIOTEPA 400 MILLIGRAMS POM =
PLGB 4423810001 |26/05/2021 | KARYOPHARM EUROPE GMBH NEXPOVIO 20 MG FILM-COATED TABLET SELINEXOR 20 MILLIGRAMS POM o8
PLGB 5085710003 |26/05/2021  |CO.DON AG SPHEROX 10 70 SPHEROIDS/CM2 IMPLANTATION SUSPENSION SPHEROIDS OF HUMAN AUTOLOGOUS MATRIX-ASSOCIATED CHONDROCYTES 70 SPHEROIDS PER SQUARE CENTI|POM =
PLGB 5395810005 |26/05/2021  |SECURA BIO LIMITED COPIKTRA 15MG HARD CAPSULES DUVELISIB 15 MILLIGRAMS POM cB
PLGB 5395810006 |26/05/2021 | SECURA BIO LIMITED COPIKTRA 25MG HARD CAPSULES DUVELISIB 25 MILLIGRAMS POM =
PL51923/0001  |27/05/2021  [ZMC-UK CO,, LTD. VORICONAZOLE 50 MG FILM-COATED TABLETS VORICONAZOLE 500 |MILLIGRAMS POM Uk
PL51023/0002  |27/05/2021  [ZMC-UK CO., LTD. VORICONAZOLE 200 MG FILM-COATED TABLETS VORICONAZOLE 200 MILLIGRAMS POM Uk
PLGB 0485410187 |27/05/2021 | GEDEON RICHTER PLC DROVELIS 3 MG/14.2 MG FILM-COATED TABLETS DROSPIRENONE 300 |MILLGRAMS POM cB
PLGB 04854/0187 |27/05/2021 | GEDEON RICHTER PLC DROVELIS 3 MG/14.2 MG FILM-COATED TABLETS ESTETROL MONOHYDRATE 15 MILLIGRAMS POM =
PLGB 0485410187 |27/05/2021 | GEDEON RICHTER PLC DROVELIS 3 MG/14.2 MG FILM-COATED TABLETS PLACEBO 0.0 NONE POM cB
PLO0142/1252  |28/05/2021 |ACCORD-UK LIMITED ASPIRIN 75MG DISPERSIBLE TABLETS ASPIRIN 5 MILLIGRAMS P Uk
PL12762/0637  |28/05/2021 [MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 2.5 MG CAPSULES, HARD LENALIDOMIDE 25 MILLIGRAMS POM Uk
PL12762/0638  |28/05/2021 | MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 5 MG CAPSULES, HARD LENALIDOMIDE 5 MILLIGRAMS POM Uk
PL12762/0630  |28/05/2021 | MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 7.5 MG CAPSULES, HARD LENALIDOMIDE 75 MILLIGRAMS POM Uk
PL12762/0640  |28/05/2021 | MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 10 MG CAPSULES, HARD LENALIDOMIDE 10 MILLIGRAMS POM Uk
PL12762/0641  |28/05/2021 | MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 15 MG CAPSULES, HARD LENALIDOMIDE 15 MILLIGRAMS POM Uk
PL12762/0642  |28/05/2021 | MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 20 MG CAPSULES, HARD LENALIDOMIDE 20 MILLIGRAMS POM Uk
PL12762/0643  |28/05/2021 | MERCURY PHARMACEUTICALS LIMITED LENALIDOMIDE 25 MG CAPSULES, HARD LENALIDOMIDE 25 MILLIGRAMS POM Uk
PL31750/0179  |28/05/2021 | SUN PHARMACEUTICAL INDUSTRIES EUROPE BY ROSUVASTATIN § MG HARD CAPSULES ROSUVASTATIN CALCIUM 5198 |MILLIGRAMS POM Uk
PL31750/0180  |28/05/2021 | SUN PHARMACEUTICAL INDUSTRIES EUROPE BV ROSUVASTATIN 10 MG HARD CAPSULES ROSUVASTATIN CALCIUM 10395 |MILLIGRAMS POM Uk
PL31750/0181  |28/05/2021  |SUN PHARMACEUTICAL INDUSTRIES EUROPE BY ROSUVASTATIN 20 MG HARD CAPSULES ROSUVASTATIN CALCIUM 2079 |MILLIGRAMS POM Uk
PL317500182  [28/05/2021 |SUN PHARMACEUTICAL INDUSTRIES EUROPE BV ROSUVASTATIN 40 MG HARD CAPSULES ROSUVASTATIN CALCIUM 41580 [MILLIGRAMS POM UK
PL36687/0415  |28/05/2021 [ TORRENT PHARMA (UK) LIMITED SOLIFENACIN SUCCINATE 5 MG FILV-COATED TABLETS SOLIFENACIN SUCCINATE 5 MILLIGRAMS POM Uk
PL366687/0416  [28/05/2021 |TORRENT PHARMA (UK) LIMITED SOLIFENACIN SUCCINATE 10 MG FILM-COATED TABLETS SOLIFENACIN SUCCINATE 10 MILLIGRAMS POM UK
PLGB 002420742 [28/05/2021 | JANSSEN-CILAG LIMITED COVID-19 VACCINE JANSSEN SUSPENSION FOR INJECTION R O T ADENOVIRUS SEROTYPE 26 VECTOR ENCODING THE SARS- 5.6 INTERNATIONAL UNITS POM c8
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