Conditions

AA Licence Product Name Active Ingredient/s Sou_rce _Country Source Applicant Ob]ec_t|ons Sta_tus .Of Reason for decision included in the
Number Authorisation Number Country Received | application Licence
Midazolam Solution for Inj/Inf Midazolam o . To ensure continuation of supply for

AA1411/14704 2mg/ml hydrochloride PA2315/063/005 Ireland EJ Busuttil Limited Nil Accepted the National Health System N/A

Lidocaine hydrochloride IV Health There are fewer than three authorised
AA770/01406 [Noridem Solution for Injection|Lidocaine hydrochloride PA1122/027/001 Ireland Li?:itegare Nil Accepted products on the market with the same N/A

10mg/ml (1% w/v) active ingredient, dose and strengt

Lidocaine hydrochloride IV Health There are fewer than three authorised

AA770/01407 [Noridem Solution for Injection|Lidocaine hydrochloride PA1122/027/002 Ireland Li?:itegare Nil Accepted products on the market with the same N/A
20mg/5ml (2% w/v) active ingredient, dose and strengt

There are fewer than three authorised

AA1411/16601 | 2YKlolat EDO Eye Drops Cyclopentolate 6253221.00.00 Germany |EJ Busuttil Limited Nil Accepted | products on the market with the same N/A
Solution 10mg/ml hydrochloride L .
active ingredient, dose and strength
Zoledronic Acid Hikma Zoledronic acid To ensure continuation of supply for
AA1454/02902 Concentrate for Soln for Inf 85419.00.00 Germany Prohealth Nil Accepted . PPlY N/A
monohydrate the National Health System
4mg/5ml
Zinc oxide;
Sud Antiseptic Heali Benzyl alcohol; The product is to be made available at least

AA521/00902 | 2udocrem Antiseptic Healing | g, vl benzoate; PA0436/054/001 Ireland | Medicem Limited Nil Accepted | 10 % less than the price of the authorised N/A

cream

Benzyl cinnamat;

Wool fat

alternative of the same brand




Paracetamol;

Panadol Cold & Flu & Cough Phenviephri Neofarma There are fewer than three authorised
AA908/27202 Capsules Hard hyjpg’c‘;f’orir('jle_ 16916/16-02-2023 Greece Pharmaceuticals Nil Accepted products on the market with the same N/A
500mg/6.1mg/100mg Guaifenesin Limited active ingredient, dose and strength
Intermed S.A
. Lidocaine (Ioulia & Irene There are fewer than three authorised
Opralix Cream 2.5% + 2.5% . i . .
AA1120/00303 w/w hydrochloride; 6666/16/11012017 Greece Tsetis Nil Accepted products on the market with the same To undergo MRP
Prilocaine hydrochloride Pharmaceutical active ingredient, dose and strength
Labs S.A
Nexium Tablets Gastro- Esomeprazole . NM Pharma . . .
AA1438/11703 Resistant 20mg magnesium trihydrate 8423/2015/01-02 Romania Limited Nil Accepted To ensure continuation of supply N/A
Nexium Tablets Gastro- Esomeprazole . NM Pharma . . .
AA1438/11704 Resistant 40mg magnesium trihydrate 8424/2015/01 Romania Limited Nil Accepted To ensure continuation of supply N/A
Pantoprazole Teva Pharma Pantoprazole (as Neofarma
AA908/27304 Tablets Gastro-Resistant . P . PA0749/144/001 Ireland Pharmaceuticals Nil Accepted To ensure continuation of supply N/A
sodium sesquihydrate) .
20mg Limited
Pantoprazole Teva Pharma Pantoprazole (as Neofarma
AA908/27305 Tablets Gastro-Resistant . P . PA0749/144/002 Ireland Pharmaceuticals Nil Accepted To ensure continuation of supply N/A
sodium sesquihydrate) .
40mg Limited
Caden Solution for Injection Central To ensure the continuation of supply for the
AA565/130701 Adenosine 5668223 Portugal Procurement & Nil Accepted N/A

6mg/2mil

Supplies Unit

National Health System




AA1250/00201

Neo-Candimyk Oral Solution
10mg/ml

Itraconazole

42910/12/19-03-2

Greece

VIOFAR LTD

Nil

Accepted

There are fewer than three authorised
products on the market with the same
active ingredient, dose and strength

To undergo MRP




