
Molecule Dosage form
Procedure
Number/Country Strengths Expected Approval Comments Sunset Clause

Amoxicillin Capsules, hard (CAP) National Procedure: FR 500mg Approved 2 MA's available 26-Sep-22

Amoxicillin Dispersible tablets (DTA) National Procedure: FR 1,000mg Approved 1 MA available 24-Feb-2023

Amoxicillin Powder for oral suspension (POS) DCP - NL, ES 250 mg / 5 ml Approved
Available Not applied in NL, ES: Aug-

21

Amoxicillin Powder for oral suspension (POS) National Procedure: FR 125mg/5ml, 250mg/5ml, 500mg/5ml Approved 1 set of 3 MA's available Oct-22

Amoxicillin + Clavulanic acid Film-coated Tablet (FCT) DCP *  -  UK 500 mg + 125 mg (4:1), 875 mg + 125 mg (7:1) Approved * UK MA 500/125 available after Brexit UK: Aug-22

Amoxicillin + Clavulanic acid Powder for oral suspension (POS) DCP - PT, RO

125 mg + 31.25 mg (4:1) / 5 ml, 250 mg + 62.5 mg
(4:1) / 5 ml,  400 mg + 57 mg (7:1) / 5 ml, 600 mg +
42.9 mg (14:1) / 5 ml RO:Approved, PT: pending Available RO:23June2021

Amoxicillin + Clavulanic acid
Powder for oral suspension in sachet
(SAC) DCP - NL, ES 500 mg + 125 mg (4:1), 875 mg + 125 mg (7:1) Approved Available

ES: exemption request
ongoing

Atorvastatin Film-coated tablet (FCT) DCP - NL, UK, IE 10mg, 20mg, 30mg, 40mg, 60mg, 80mg Approved Available
UK: Jul-23, IE: undefinitely,
NL: not applied

Atorvastatin Film-coated tablet (FCT) DCP - NL, IT 10mg, 20mg, 30mg, 40mg, 60mg, 80mg Approved Available NL: not applied, IT: Dec 21

Atorvastatin Film-coated tablet (FCT) DCP  - NL 10mg, 20mg, 30mg, 40mg, 60mg, 80mg Approved Available NL: not applied

Rosuvastatin Film-coated tablet (FCT) DCP  - DK, FR 5mg, 10mg, 20mg Approved Available DK: not applied, FR: Oct 21

Rosuvastatin Film-coated tablet (FCT) DCP  - DK, HU, PL, RO 5mg, 10mg, 20mg, 40mg Approved Available

HU: Apr-2021 and RO:
(exemption requested), PL:
Feb 21

Rosuvastatin Film-coated tablet (FCT) DCP - DK, UK, IE 5mg, 10mg, 20mg, 40mg Approved Available
DK: not applied, UK: May-
2023, IE:  not applied

Caspofungin
Powder for concentrate for solution
for infusion (PFI) DCP - MT, IT 50mg, 70mg Approved Available

MT: Jan-2023,
IT: Dec 21

Caspofungin
Powder for concentrate for solution
for infusion (PFI) National Procedure: FR 50mg, 70mg Approved Available 12-March-2021


