List of products authorised in Malta with active substances or active substance combinations not in included in the EURD list and for which PSUR
submission is required.

Updated August 2026
Products with Active Authorisation Authorisation Authorization Next DLP Submission PSUR Cycle
established Ingredients Number Date Holder Date
national
periodicity
Medicine Name
Carbosan Gel CARBENOXOLO MA041/00201 31/05/2005 Rowa 01/06/2026 30/08/2026 5 Years
NE SODIUM 100 Pharmaceuticals
milligram(s)' Limited
Fybogel Orange ISPAGHULA MA1447/00701 24/04/2006 Reckitt Benckiser 28/02/2030 29/05/2030 5Years
HUSKS 3.5 Ireland Ltd
gram(s)’'
lodine alcoholic POTASSIUM MA199/00201 27/11/2006 Lab. Chimico 27/11/2030 25/02/2031 5years
cutaneous IODIDE 5 Farmaceutico A
solution gram(s)/100 SellaS.r.L
millilitres |
IODINE 7
gram(s)/100

millilitres




Products without established national periodicity

Medicine Name

Active Ingredients

Authorisation Number

Authorisation Date

Authorization Holder

Contractubex Gel HEPARIN SODIUM 5000 MA025/00201 07/11/2006 Merz Pharmaceuticals GmbH
international unit(s) |
EXTRACTUM CEPAE 10
gram(s) | ALLANTOIN 1
gram(s)

Eucarbon Tablets CHARCOAL 180 milligram(s) | | MA193/00101 24/11/2005 F. TRENKA Chem.-
SENNA LEAF 105 milligram(s) pharmazeutische Fabrik
| SULFUR 50 milligram(s) | Ges.m.b.H.

RHUBARB EXTRACT 25
milligram(s)

Vicks Inhaler Nasal Stick CAMPHOR 50 milligram(s) | MA1393/00103 02/03/2007 WICK Pharma -

PINE OIL 10 milligram(s) | Zweigniederlassung der
MENTHOL 125 milligram(s) Procter & Gamble GmbH
Vicks Vaporub Inhalation CAMPHOR 5 percent MA1393/00101 02/03/2007 WICK Pharma -

Vapour, Ointment

weight/weight | EUCALYPTUS
OIL 1.5 percent weight/weight
| TURPENTINE OIL 5 percent
weight/weight |
LEVOMENTHOL 2.75 percent
weight/weight

Zweigniederlassung der
Procter & Gamble GmbH

*[3-year submission frequency as default until established otherwise in national PSUR procedure]




