
Applications received in the week: 12th January to 18th January

AA Licence 
Number Product Name Active Ingredient/s

Source Country 
Authorisation 

Number

Source 
Country Applicant

AA1001/00203 ENEMA COOPER Rectal Enema 7.5+20g/FL

Sodium phosphate dibasic 
heptahydrate;

Sodium phosphate 
monobasic monohydrate

41496/24-05-2023 Greece COOPER S.A. 
Pharmaceuticals

AA1411/14501 Vendal® retard Tablet, film coated 30mg Morphine hydrochloride 
trihydrate 1-19837 Austria EJ BUSUTTIL LTD

AA1411/14601 Tacrolimus Ointment 0.1% Tacrolimus PA2315/120/001 Ireland EJ BUSUTTIL LTD

AA807/12401 Irinotecan Concentrate for Soln for Inf 
20mg/ml

Irinotecan hydrochloride 
trihydrate 5065438, 5065446 Portugal Aurobindo Pharma 

(Malta) Limited

AA565/40602 Clonactil Tablet, film coated 100mg Chlorpromazine PA0126/026/002 Ireland Central Procurement & 
Supplies Unit

AA908/33301 Loniten Tablets 5mg Minoxidil 24756025 Italy Neofarma 
Pharmaceuticals Limited

AA115/01905 Montol Tablet, film coated 10mg Montelukast sodium 21120 Cyprus Delorbis 
Pharmaceuticals Ltd.



AA770/28401 TIOTEPA SEACROSS Pdr/Conc/Soln for Infus 
15mg Thiotepa 51337018 Italy JV Healthcare Limited

AA908/21202 Rhinathiol Syrup 100mg/5ml Carbocisteine 9827/2017/01 Romania Neofarma 
Pharmaceuticals Limited

AA565/04108 Rifadin Syrup 20mg/ml Rifampicin 21110059 Italy Central Procurement & 
Supplies Unit

AA565/01312 Ropinirole Generis Phar Tablet Prolonged 
Release 0.25mg Ropinirole 5244652 Portugal Central Procurement & 

Supplies Unit

AA1438/14901 Monurol Granules for Oral Solutions 3g Fosfomycin 76799 Spain NM Pharma Limited

AA1161/01204 Propranolol Arena Tablets 40mg Propranolol hydrochloride 11966/2019/01-02 Romania Farmarosib SRL

AA1349/01403 Deratin Complex lozenges honey and lemon 
flavour Lozenges 5mg/4mg/3mg

Chlorhexidine 
dihydrochloride;

Benzocaine;
Enoxolone

79996 Spain LABORATORIOS 
NORMON, S.A

AA1349/01404 Deratin Complex lozenges mint flavour 
Lozenges 5mg/4mg/3mg

Chlorhexidine 
dihydrochloride;

Benzocaine;
Enoxolone

79995 Spain LABORATORIOS 
NORMON, S.A
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