
Applications received in the week: 16th February to 22nd February

AA Licence 
Number Product Name Active Ingredient/s

Source Country 
Authorisation 

Number

Source 
Country Applicant

AA1438/15401 Phenylephrine Hydrochloride Altan 10 mg/ml 
Injectable Solution

Phenylephrine 
(hydrochloride)

70.638 (N.C. 
662509) Spain NM Pharma Ltd

AA908/02403 LAMISIL 1% Cream Terbinafine 88114/25-11-2016 Greece Neofarma 
Pharmaceuticals Limited 

AA1411/14701 Midazolam Xiromed 5 mg solution for 
oromucosal use

Midazolam (as 
hydrochloride) RVG 125605 Netherlands EJ BUSUTTIL LTD

AA1411/14702 Midazolam Xiromed 7.5 mg solution for 
oromucosal use

Midazolam (as 
hydrochloride) RVG 125606 Netherlands EJ BUSUTTIL LTD

AA1411/14703 Midazolam Xiromed 10 mg solution for 
oromucosal use

Midazolam (as 
hydrochloride) RVG 125607 Netherlands EJ BUSUTTIL LTD

AA565/126102 Jext® 150 micrograms Solution for injection in 
a pre-filled pen     Epinephrine (as tartrate) 80540.00.00 Germany Central Procurement & 

Supplies Unit

AA565/126103 Jext® 300 micrograms Solution for injection in 
a pre-filled pen     Epinephrine (as tartrate) 80541.00.00 Germany Central Procurement & 

Supplies Unit



AA1123/00203 Propofol Kabi Emulsion for Inj/Inf 10mg/ml Propofol 36349065 Italy Fresenius Kabi Italia 
S.r.l. 

AA908/05105 Crestor Tablet, film coated 5mg Rosuvastatin 5608/2013/01-02-03 Romania Neofarma 
Pharmaceuticals LTD

AA1411/14801 Fungizone Sterile Solution 50mg Amphotericin B PA2239/004/001 Ireland EJ BUSUTTIL LTD

AA565/126501 EPIPEN Solution for Injection 0.15mg/0.3ml Adrenaline 34009 275 647 5 8 France Central Procurement & 
Supplies Unit

AA565/54103 TETANUS GAMMA Solution for Injection 250 
IU/1ml

Human tetanus 
immunoglobulin 22488062 Italy Central Procurement & 

Supplies Unit

AA770/29101 Orgaran Solution for Injection 50ax units Danaparoid sodium 43761.00.00 Germany JV Healthcare Limited 

AA565/84003 Betadine Ointment 100mg/g Povidone-iodine 9454728 Portugal Central Procurement & 
Supplies Unit

AA908/26602 Rhodogil Tablet, film coated 750,000 
IU/125mg

Spiramycin;
Metronidazole 50.057 Spain Neofarma 

Pharmaceuticals LTD
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