Conditions

AA Licence . . Source Country Source 8 Objections Status of . . . .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant Received | application Reason for decision mcl:idceecllul:l; the
AA729/29802 |Cortopin Cream 1 % w/w Hydrocortisone PA0281/071/002 Ireland Cherubino Ltd Nil Accepted | To ensure continuation of supply N/A
Emtricitabine +
AA288/05301 Tenofov.|r Generis Tablet, Emt.r|C|tab|.ne;TenofOV| 5791454 Portugal V.]J. Salomone Pharma Ltd Nil Accepted | To ensure continuation of supply N/A
film coated r disoproxil fumarate
220mg/245mg
AAS565/93403 Octaga.m Solution for .Normal humar\ 5761606 Portugal Central Procurement & Supplies Nil Refused The produ.ct h.as g marketing N/A
Infusion 50mg/ml immunoglobulin Unit authorisation in Malta
Perfan Concentrate for o i To ensure continuation of supply
AA1411/11401 Soln for Inj 100mg/20m! Enoximine 16829.01.00 Germany EJ BUSUTTIL LTD Nil Accepted for the National Health System N/A
Perindopril tert- . . . To ensure continuation of supply | To undergo
AA1161/01402 Ernyom Tablets 4mg butylamine 12631/2019/01 Romania Farmarosib SRL Nil Accepted for the National Health System MRP
. ) There are no other authorised
Jext in pre-filled pen roducts for this active substance
AA770/08707 Solution for Injection Adrenaline tartrate PA1255/006/001 Ireland JV Healthcare Limited Nil Accepted P . N/A
in the same strength or
150mcg .
pharmaceutical form
. ) There are no other authorised
Jext in pre-filled pen roducts for this active substance
AA770/08708 Solution for Injection Adrenaline tartrate PA1255/006/002 Ireland JV Healthcare Limited Nil Accepted P . N/A
in the same strength or
300mcg .
pharmaceutical form
Dapsone Tiofarma . To ensure continuation of supply
AA1411/14101 Tablets 100mg Dapsone RVG 52476 Netherlands EJ BUSUTTIL LTD Nil Accepted for the National Health System N/A
Sitagliptin Ascend . - . . .
AA565/94002 | Tablet, film coated 100 Sitagliptin 7006249.00.00 Germany | Central Procurement & Supplies Nil Accepted | 'O €nsure continuation of supply N/A
mg hydrochloride Unit for the National Health System
. . . . To ensure continuation of supply | To undergo
AA084/05504 Remedium Tablets 5mg Diazepam 7750 Cyprus Remedica Ltd. Nil Accepted for the National Health System MRP
AA1513/04501 Rythmodan Capsules Disopyramide 34009 309 354 5 France Pharma Regulatory Services Nil Accepted To ensure continuation of supply N/A

Hard 100mg

Limited

for the National Health System




AA115/03203 Clomentin Tablet, film Escitalopram oxalate 21241 Cyprus Delorbis Pharmaceuticals Ltd. Nil Accepted | To ensure continuation of supply To undergo
coated 10mg MRP

Clomentin Tablet, film . . . . . . To undergo
AA115/03204 coated 20mq Escitalopram oxalate 21243 Cyprus Delorbis Pharmaceuticals Ltd. Nil Accepted To ensure continuation of supply MRP




