Applications received in the week 14 Nov 2022 - 20 Nov 2022

AA Licence . . Source Country Source .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant
Paracetamol;
Coldrex Maxgrip Lemon Powder for Phenylephrine ) Neofarma Pharmaceuticals
AA908/25002 03-0233 Latvia
/ Oral Solution 1000/10/40 mg hydrochloride; Ascorbic v Limited
acid
L id Neof Ph tical
AA908/06503 Imodium Instant Tablets 2mg operamide 9091 Poland eotarma Fharmaceuticals
Hydrochloride Limited
Neof Ph tical
AA908/25101 Tetralysal Capsule 300mg Lymecycline 3400936759800 France €0 armaLim?trerzaceu cals
AA1411/02102UK Labetalol Tablet, film coated 200mg Labetalol PL11311/03760002 United Kingdom EJ Busuttil Ltd
AA729/30701UK Audavate RD Ointment 0.025% Betamethasone valerate PL0142/1199 United Kingdom Cherubino Ltd
Cytidine-5’-disodium
monophosphate; Uridine-
Nucleo C.M.P Forte Capsule >"-trisodium
AA130/00303 o P triphosphate; Uridine-5’- 51533 Spain Ferrer Internacional, S.A
5mg/3mg - .
disodium diphosphate;
Uridine-5’-disodium
monophosphate
Potassi hlorid
Sando-K Tablets Effervescent otassitim ¢ O_rl © . . Central Procurement& Supplies
AA565/08702UK Ph.Eur; Potassium PL 44490/0003 United Kingdom .
521.5mg ) Unit
bicarbonate USP
AAS65/49506 Budesonide Aldo-Union Nebulise Budesonide 66.942 Spain Central Procurement& Supplies

Solution 0.5mg/mL

Unit




Sodium Phosphate Enema Rectal

Sodium phosphate
monobasic dihydrate;

Laboratorio Chimico

AA199/00802 29791011 Ital
/ Solution 16%/6% Sodium phosphate av Farmaceutico A. Sella S.R.L
dibasic dodecahydrate
Madopar Capsules Hard Levodopa Central Procurement& Supplies
AAS565/40305UK par-apsu vocop PL 00031/0125 United Kingdom urem uppt
50mg/12.5mg Benserazide Unit
AA115/03101 Dareq Tablet, film coated 5mg Desloratadine 21529 Cyprus Delorbis Pharmaceuticals Ltd
Central Procurement& Supplies
AA565/24802UK | Glentek Tablet, film coated 50mg Riluzole PL 25258/0105 United Kingdom uUnit uppt
. . b-(Aminomethyl)-p- .
Lioresal Intrathecal Solution for Central Procurement& Supplies
AA565/17403UK lore: _ u chlorohydrocinnamic PL 00101/0500 United Kingdom uren tppl
Inj/Inf 50micrograms/1ml . Unit
acid
AA115/03201 Clomentin Tablet, film coated 20mg | Escitalopram Oxalate 21243 Cyprus Delorbis Pharmaceuticals Ltd
AA115/03202 Clomentin Tablet, film coated 10mg | Escitalopram Oxalate 21241 Cyprus Delorbis Pharmaceuticals Ltd
Gab tin B & Burk C I
AA1343/03101UK abapentin Brown urktapsuies Gabapentin PL 25298/0076 United Kingdom Target Healthcare Limited
Hard 100mg
AA1343/03201UK Clobazam Accord Tablets 10mg Clobazam PL 20075/0671 United Kingdom Target Healthcare Limited
Madopar Tablets Dispersible
AA1343/01302UK par ISperst Levodopa; Benserazide PL 00031/0221 United Kingdom | Target Healthcare Limited
100mg/25mg
AA1343/03301UK |Rasagiline Brown & Burk Tablets 1mg Rasagiline PL 25298/0097 United Kingdom Target Healthcare Limited
Spi lact Tablet, fil ted . i
AA1330/03701 pironofac Onio(?mge im coate Spironolactone PA2315/119/003 Ireland Azure Pharmaceuticals Ltd
AA1330/03801 Valsartan Tablet, film coated 80mg Valsartan PA2315/188/002 Ireland Azure Pharmaceuticals Ltd
AA1330/03802 Valsartan Tablet, film coated 160mg Valsartan PA2315/188/003 Ireland Azure Pharmaceuticals Ltd
AA729/04603UK | Aciclovir Oral Suspension 200mg/5ml Aciclovir PL 00427/0119 United Kingdom Cherubino Ltd




Irinotecan Kelix bio Concentrate for

AA1511/00701 . Irinotecan 7002823.00.00 Germany Kelix bio (Malta) Limited
Soln for Inj 20mg/ml
Zoledronic acid Kelix bio Concentrate . . Lo L
AA1511/00801 Zoledronic acid 7005181.00.00 Germany Kelix bio (Malta) Limited
for Soln for Inf 4/5mg/ml
G itabine Kelix bio Pdr for Soln f
AA1511/00901 | cmeitapine REXBIOFATTONSoin for Gemcitabine 2203820.00.00 Germany Kelix bio (Malta) Limited

Infusion 38mg/ml







