Conditions

AA Licence Product Name Active Source Country Source Applicant Objections Status of Reason for decision included in
Number Ingredient/s Authorisation Number Country PP Received | application .
the Licence
Adrenalin Martindale Pharma To ensure continuation of supply for the
AA242/01003 0.1 mg/ml solution for adrenaline tartrate 48730 Sweden Pharmabart Ltd Nil Accepted ; PPy N/A
o National Health System
injection
AA1411/15501 Synact_hen 0..25. mg/mL tetracosactide 20780045 Italy EJ Busuttil Ltd Nil Accepted To ensure cgntlnuatlon of supply for the N/A
solution for injection haxaacetate National Health System
47496017 - "100
micrograms/ml
lloprost Teva, 100 fcc?rni%izzrigtﬁ TClor T;slgt\llci)gl To ensure continuation of supply for the
AA1411/16301 | micrograms/ml, Concentrate iloprost 9 Italy EJ Busuttil Ltd Nil Accepted i pply N/A
for solution for infusion of 0.5 ml National Health System
047496029 - "100
micrograms/ml
cancentrate faor enliition
AA770/30101 | Supofen 24 mg/mi oral paracetamol 5726377 Portugal | 3V Healthcare Limited Nil Accepted | 1O ensure continuation of supply for the N/A
solution National Health System
Tarchominskie
Rifamazid, 150 mg + 100 rifampicin / Zaklady . To ensure continuation of supply for the To undergo
AA1404/00703 mg, hard capsules isoniazid R/0861 Poland Farmaceutyczne Polfa Nil Accepted National Health System MRP
S.A.
sodium
dihydrogen
ENEMA FLEX PHOSPHATES, Z?r?pjfarlztf No authorised products are available
AA242/02202 (16+6) g/ 100 mL, rectal .y ) 107284/12112021 Greece Pharmabart Ltd Nil Accepted P ! N/A
. disodium marketed or offered on tender
solution
hydrogen
phosphate

dadecahvdrate




Atorvastatin Teva Pharma 20

Azure Pharmaceuticals

AA1330/0110 mg film-coated tablets atorvastatin PA1986/125/002 Ireland Ltd Nil Accepted To ensure continuation of supply N/A
Oxaliplatin 5 mg/mL There are fewer than three authorised
AA770/03903 concentrate for solution for oxaliplatin 7000049.00.00 Germany JV Healthcare Limited Nil Accepted |products on the market with the same active N/A
infusion ingredient, dose and strength
dexamthasone . .
AA565/130201 Flokort 1 mg/mL + 3-mg/mL phosphate sodium 5775572 Portugal Central Proc.ureme.nt Nil Accepted To ensure cgntlnuatlon of supply for the N/A
eye drops, solution . and Supplies Unit National Health System
/ ofloxacin
Zymelin Preservative-Free wlometazoline There are fewer than three authorised
AA770/29503 Nasal Spray, Solution 1 Y : 30564 Denmark JV Healthcare Limited Nil Accepted |products on the market with the same active N/A
hydrochloride . .
mg/ml ingredient, dose and strength
Acetazolamide 250 mg . i . To ensure continuation of supply for the To undergo
AA084/07602 tablets acetazolamide 9033 Cyprus Remedica Ltd Nil Accepted National Health System MRP
Neofarma The product is to be made available at least
AA908/35501 Clomid 50 mg tablets clomiphene citrate 20773026 Italy . Nil Accepted 10% less than the price of the authorised N/A
Pharmaceuticals Ltd .
alternative of the same brand
AA565/128201 Duphalac Fruit 667 mg/Ml lactulose LT/1/09/1746/004 Lithuania Central Procurement Nil Rejected The product has a Marketing authorisation in N/A

oral solution

and Supplies Unit

Malta




