Applications received in the week: 11th August to 17th August 2025

Source Country

AA Licence Product Name Active Ingredient/s Authorisation Source Applicant
Number Country
Number
_ Ipca Produtos
AA1425/00801 AmIod|p5|rr1ne Tablets Amlodipine besilate 5877162 Portugal Farmacéuticos Unipessoal
g Lda
Ganciclovir Accord Central Procurement&
AA565/77705 Pdr/Conc/Soln for Ganciclovir 2200616.00.00 Germany . .
Supplies Unit
Infus 500mg
AA1277/04102 Cernavit powder for Retinol palmitate PA2299/019/001 Ireland Baxter Holding B.V

solution for infusion




AA1277/02303

Numeta G16%E
Emulsion for infusion

Alanine; Arginine;
Aspartic acid; Cysteine;
Glutamic acid;
Glycine; Histidine;
Isoleucine; Leucine;
Lysine monohydrate,
Methionine;
Ornithine hydrochloride;
Phenylalanine;
Proline; Serine;
Taurine; Threonine;
Tryptophan;
Tyrosine; Valine;
Sodium chloride;
Potassium acetate;
Calcium chloride dihydrate;
Magnesium acetate
tetrahydrate;
Sodium glycerophosphate
hydrated;
Glucose monohydrate;
Refined olive oil; Refined
soya bean oil

PA2299/030/001

Ireland

Baxter Holding B.V




Numeta G19%E

Alanine; Arginine;
Aspartic acid; Cysteine;
Glutamic acid;
Glycine; Histidine;
Isoleucine; Leucine;
Lysine monohydrate,
Methionine;
Ornithine hydrochloride;
Phenylalanine;
Proline; Serine;
Taurine; Threonine;

AA1277/02304 Emulsion for infusion Try.ptophar?; PA2299/030/002 Ireland Baxter Holding B.V
Tyrosine; Valine;
Sodium chloride;
Potassium acetate;
Calcium chloride dihydrate;
Magnesium acetate
tetrahydrate;
Sodium glycerophosphate
hydrated;
Glucose monohydrate;
Refined olive oil; Refined
soya bean oil
AA908/20102 | Phenergan 25 mg fllm- oo ethazine hydrochloride | PA23180/011/002 Treland | MNecfarma Pharmaceuticals
coated tablets Limited
AAS65/123801 | SoPrepina 30mg film- Nimodipine 2135291; 2135390 Portugal Central Procurement &
coated tablets Supplies Unit
5695358; 5695366; Pharma Bavaria
AA1253/00105 Tafixyl Tablet, film Tranexamic acid 5695374; 5695408; Portugal Internacional (PBI)

coated 500mg

5695416; 5695424,
5695432; 5695440

Portugal, Unipessoal Lda.




Budesonida Aldo-

Central Procurement &

AA565/49513 Union Inhalation Budesonide 66942 Spain . .
Supplies Unit
Powder 0.5mg/ml
Atomoxetina Generis Atomoxetine V.J.Salomone Pharma

AA288/05101 Capsules Hard 25mg hydrochloride 5738323 Portugal Limited
AA1411/12601 |[Cortineff Tablets 100ug Fludrocortisone acetate R/1703 Poland EJ BUSUTTIL LTD
AA1606/00101 Orun(_i?)lo(r:fgsule Itraconazole R/0043 Poland MyRX Limited

Famogast coated - -
AA1606/00201 Tablets 40mg Famotidine R/0148 Poland MyRX Limited
AA1606/00301 | Debretin Forte coated Trimebutine maleate R/27969 Poland MyRX Limited

Tablets 200mg
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