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 |ncI:iclcc.eecllul:l:e the
Letrozol Loxoprel There are fewer than three authorised
) V] Salomone Pharma . . .
AA288/05801 Tablet, film coated Letrozole 5802871 Portugal LTD Nil Accepted products on the market with the same active N/A
2.5mg ingredient, dose and strength
043203013, 043203025,
Miturox 043203037,043203049,
. . 043203052, 043203064, . . To ensure continuation of supply for the
AA1411/15601 Pdr+izl|v6§gl261n:traves Mitomycin 043203076, 043203088, Italy EJ Busuttil Ltd Nil Accepted National Health System N/A
9 043203090, 043203102,
043203114, 043203126,
Motilium Oral . . Central Procurement& . To ensure continuation of supply for the
AA565/129701 Suspension 1mg/ml Domperidone 55.411 Spain Supplies Unit Nil Accepted National Health System N/A
TIMOPHTAL Eye Drops . . Central Procurement& . To ensure continuation of supply for the
AA565/110202 Solution 0.5% Timolol maleate 122583 Austria Supplies Unit Nil Accepted National Health System N/A
Pancuronium Inresa Pancuronium There are fewer than three authorised products
AA729/42801 Solution for Injection bromide 34409.00.00 Germany Cherubino Ltd Nil Accepted | on the market with the same active ingredient, N/A
4mg/2ml dose and strength
. There are fewer than three authorised products
KOPAQ Solution for . . . - L .
AA1454/14301 - Lodine 20190137 Bulgaria Prohealth Nil Accepted | on the market with the same active ingredient, N/A
Injection 350mg/1ml
dose and strength
. There are no other authorised products for this
AA770/29901 ALGOC.IT Solution for Paracetamol 25476/14 GR Greece JV Healthcare Limited Nil Accepted active substance in the same strength or N/A
Infusion 10mg/ml )
pharmaceutical form
Neofarma The product is to be made available at least
AA908/33302 Loniten Tablets 5mg Minoxidil PA0822/130/001 Ireland Pharmaceuticals Nil Accepted 10% less than the price of the cheapest N/A
Limited authorised alternative.
Imodium Plus Tablets Loperamide No authorised products are available, marketed
AA274/02902 hydrochloride; PA23490/030/001 Ireland Alfred Gera & Sons Ltd Nil Accepted P ! N/A
2mg/125mg . . or offered on tender
Simeticone
) . . There are fewer than three authorised products
AA115/03006 Statezol Tablet, film R_osuvastapn. 23579 Cyprus Delorpls Nil Accepted | on the market with the same active ingredient, To undergo
coated 20mg/10mg calcium; Ezetimibe Pharmaceuticals Ltd. MRP
dose and strength
Naxat Tablet. film Delorbis The product is to be made available at least To underdo
AA1155/00401 ! Rivaroxaban 23499 Cyprus Pharmaceuticals Nil Accepted 10% less than the price of the cheapest 9
coated 10mg o 3 . MRP
Limited authorised alternative
Naxat Tablet. film Delorbis The product is to be made available at least To underdo
AA1155/00402 ! Rivaroxaban 23500 Cyprus Pharmaceuticals Nil Accepted 10% less than the price of the cheapest 9
coated 15mg o 3 . MRP
Limited authorised alternative
Naxat Tablet, film . Delorbis . The product is to be made available at least To undergo
AA1155/00403 coated 20mg Rivaroxaban 23501 Cyprus Pharmaceuticals Nil Accepted 10% less than the price of the cheapest MRP
Atorvastatin . . . . . .
AA1438/03704 TevaPharm Tablet, film Atrovastatin LT/1/24/5600/013 Lithuania NM Pharma Ltd Nil Accepted To ensure the continuation of supply N/A
Atorvastatin . . . . . .
AA1438/03705 TevaPharm Tablet, film Atrovastatin LT/1/24/5601/013 Lithuania NM Pharma Ltd Nil Accepted To ensure the continuation of supply N/A
AA1438/03706 Atorvastatin Atrovastatin LT/1/24/5602/013 Lithuania NM Pharma Ltd Nil Accepted To ensure the continuation of supply N/A

TevaPharm Tablet, film




