Applications received in the week 23 Jan 2023 - 29 Jan 2023

AA Licence . . Source Country Source .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant
i Benzydamine )
Septolete omni lemon and . . Neofarma Pharmaceuticals
AA908/26201 hydrochloride; 10389/2017/01-05 Romania L
elderberry Lozenges 3mg/1mg o Limited
Cetylpiridinium
Central Procurement&
AA565/10403UK Dihydrocodeine Tablets 30mg Dihydrocodeine tartrate PL0142/0223 United Kingdom Suppliez Unit
Rifinah Tablet, fil ted . - o Central P t&
AAS65/68302 tHinah Tablet, Tim coate Rifampicin; Isoniazid 25377033 Italy entralrrocuremen
300mg/150mg Supplies Unit
Norfloxacin ABC Capsules Hard Central Procurement&
AAS565/93902 xadt psu Norfloxacin AIC 025000023 Italy eurem
400mg Supplies Unit
Betamethasone Basi Ointment Central Procurement&
AAS565/69102 e Betamethasone 5940192 Portugal eurem
1mg/g Supplies Unit
Amoxicillin and Clavulanic acid
Amoxicillin trihydrate; Pharma Regulatory Services
AA1513/01001 Sandoz Granules for Oral Suspension X1t _I y .r 36980148 Italy g.u. y Semie
Clavulanic acid Limited
400mg/57mg/5 ml
Cefaclor / Distaclor Granules for Oral Ph Regulatory Servi
AA1513/01101uK |Cefaclor/ Distaclor Granules for Oral | 0\ b drate PL 13621/0009 United Kingdom | | o' e neBUIATOTy Services
Suspension 125mg/5ml Limited
Cefaclor / Distaclor Granules for Oral Ph Regulatory Servi
AA1513/01102uK |Cefaclor/ Distaclor Granules for Oral | 0\ 0 drate PL 13621/0010 United Kingdom | | o' e neBUIATOTy Services
Suspension 250mg/5ml Limited
D Solution for Injecti
AA1411/02501 opram OZ‘S;Ogn/r:Ir ECHON 1 poxapram hydrochloride 6743066.00.00 Germany EJ BUSUTTIL LTD
Dobutamine G is Solution f Dobutami
AA1500/00301 obu amlne' eneris solution for obu amlr'1e 4779880 Portugal Eugia Pharma (Malta) Limited
Infusion 12.5mg/ml hydrochloride
AA737/00904UK Bendroflumethiazide Tablets 2.5mg Bendroflumethiazide PL 17907/0082 United Kingdom Bristol Laboratories Limited
AA1122/01805 Rispone Tablet, film coated 0.5mg Risperidone PA0711/106/002 Ireland Rowex Ltd




AA1122/01806 Rispone Tablet, film coated 1mg Risperidone PA0711/106/006 Ireland Rowex Ltd
AA1122/01807 Rispone Tablet, film coated 2mg Risperidone PA0711/106/007 Ireland Rowex Ltd
AA084/04802 Amoxapen Tablet, film coated 250mg| Amoxicillin trihydrate 14284 Cyprus Remedica Ltd
AA737/02902UK Digoxin Tablets 62.5mcg Digoxin PL 17907/0186 United Kingdom Bristol Laboratories Ltd
Abioclav Powder for Oral S i Ph Regulatory Servi
AA1513/01201 loclav Fowaer Torral SUSPEnsIon -\ moxicillin trihydrate 37350028 Italy arma reglfiatory >ervices
400mg/57mg/5ml Limited
Bacti G les for Oral Ph R lat Servi
AA1513/01301 actigram farantiles for Lra Cefaclor monohydrate 34619015 Italy arma regliatory >ervices
Suspension 250mg/5ml Limited
N d Tablet, fil ted Doxylamine hyd i i
AA1349/01101 ormodorm Tablet, Tim coate Oxylamine hydrogen 77517 Spain Laboratorios Normon S.A
25mg succinate
AA115/03301 Statol Tablet, film coated 5mg Rosuvastatin calcium 22934 Cyprus Delorbis Pharmaceuticals Ltd
AA115/03302 Statol Tablet, film coated 10mg Rosuvastatin calcium 22935 Cyprus Delorbis Pharmaceuticals Ltd
Dextrose Injectable Solution for Central Procurement&
AAS565/95402 X Ject o Dextrose 40876/5-11-2009 Greece curer
Infusion 10% Supplies Unit
Central Procurement&
AA565/16302UK Mycobutin Capsule 150mg Rifabutin PL 00057/1017 United Kingdom ralrrocurem
Supplies Unit
Ciprofl in Aurobindo Tablet, fil ) i Central P t&
AA565/06005 Iprotioxacin Aurobindo Tablet, Tim Ciprofloxacin 43573031 Italy entralFrocuremen
coated 250mg Supplies Unit
Mebendazole Oral S i Central P t&
AA565/95701 ebendazole Bral suspension Mebendazole 23821022 Italy entral Frocuremen
20mg/mL Supplies Unit
Ph Elixir Oral Soluti P thazi Central P t&
AAS65/17106UK energan Elixir Oral Solution rome a2|.ne PL 53886/0057 United Kingdom entra ro.curen?en
5mg/5ml hydrochloride Supplies Unit
Ph Regulat Servi
AA1513/01401UK Nurofen Tablets 200mg Ibuprofen PL 00063/0388 United Kingdom | ' o @ eﬁ;?t:(;y ervices
Macrogol 3350; Sodium
sulfate; Sodium
Klean Prep Sachets Powder for Oral . . . L
AA521/06303 bicarbonate; Sodium PA 294/17/1 Ireland Medicem Limited

Solution

chloride; Potassium
chloride







