Applications received in the week: 8th September 2025 till the 14th of September 2025

Source Country

AA Licence Product Name Active Ingredient/s Authorisation Source Applicant
Number Country
Number
AA1417/00801 DIFLEX Gel 50mg/g Diclofenac sodium 1233;{52_1095/9017_02- Romania Fiterman Pharma S.R.L
AA565/36914 Sodium chlorl.de proamp Solution for Sodium chloride 34009 366 938 2 1 France Central Pro.curem.ent &
Injection 0.9% Supplies Unit
AA565/70103 Artane Tablets 2mg Trihexyphenidyl AIC 003488057 Ttaly Central Procurement &
hydrochloride Supplies Unit
AA1513/04301 Atropine squhaFe S.A.L.F. Solution for Atropine sulphate ALC. 030653012 Italy Pharmg Reg.ulgtory
Injection 0.5mg/ml monohydrate Services Limited
AA521/10301 LONITEN Tablets 5mg Minoxidil PA822/130/1 Ireland Medicem Ltd
AA1411/12701 | Ar9atra® Multidose Concentrate for Soln | oo opon monohydrate 81323.00.00 Germany EJ BUSUTTIL LTD
for Inf 100mg/ml
AA1513/04401 Minurin Nasal Spray Solution 0.1mg/ml Desmopressin acetate 58566 Spain Pharma Regulatory

Services Limited




AA1343/05801

Hydrapres 20 mg powder for solution for

Hydralazine hydrochloride

56236 959478

Spain

Target Healthcare

injection Limited
. . . Central Procurement &
AA565/28906 Clopixol 10mg Film-coated Tablets Zuclopenthixol PA0776/002/003 Ireland Supplies Unit
AA908/32601 Arilin Rapid Vaginal Suppositories Metronidazole 2722.00.01 German Neofarma
P 9 PP U Y Pharmaceuticals Limited
AA770/14104 Duloxetine Pinewood 30 mg Duloxetine hydrochloride PA0281/270/001 Ireland JV Healthcare Limited
AA770/14105 Duloxetine Pinewood 60 mg Duloxetine hydrochloride PA0281/270/002 Ireland JV Healthcare Limited
AA770/10303 GLUCOPHAGE UNIDIE Tablet Prolonged Metformin hydrochloride AIC 040628063 Italy JV Healthcare limited
Release 1000mg
AA1454/14101 Esmolol H'kmalggq';;'nc;? for Injection Esmolol hydrochloride 94286.00.00 Germany Prohealth Limited
AA1454/01302 Calcium Chioride Galenica Senese Calcium chloride dihydrate AIC 029830027 Italy Prohealth Limited

Concentrate for Soln for Inf 1g/10ml




AA908/32701

COLCHICINE SEID Tablets 0.5mg

Colchicine

78947

Spain

Neofarma
Pharmaceuticals Limited
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