AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant ) . . . Reason for decision included in the
Number Country Received | application .
Number Licence
Brainox Tablet, film coated . . Central Procurement . To ensure continuation of supply for the
AA565/128701 30mg Nimodipine 2363588 Portugal & Supplies Unit Nil Accepted National Health System N/A
Zvmelin Care Nasal Sora Xylometazoline The product is to be made available at least
AA770/29501 Y . pray hydrochloride/ 60062 Denmark [JV Healthcare Limited Nil Accepted 10% less than the price of the authorised N/A
Solution 1mg/ml 50mg/ml X
dexpanthenol alternative of the same brand
i . Neofarma The product is to be made available at least
AA908/21502 PAXETIN Tablet, film Paroxetine 1.29402E+14 Romania Pharmaceuticals Nil Accepted 10% less than the price of the authorised N/A
coated 20mg hydrochloride . .
Limited alternative of the same brand
. There are no other authorised products for this
AA565/110402 Kybernin P Pdr+Solv for Antithrombin III 25766039 Italy Central Prqcurement Nil Accepted active substance in the same strength or N/A
soln for Inf 500IU & Supplies Unit )
pharmaceutical form
Foscarnet sodium Kabi Foscarnet sodium Central Procurement To ensure continuation of supply for the
AA565/127501 Solution for Infusion 5796511 Portugal . . Nil Accepted ) PPTY N/A
hexahydrate & Supplies Unit National Health System
24mg/ml
) Neofarma There are fewer than three authorised
AA908/03510 NEXIUM Grapules for Oral Esomepra_zole 034972556, Italy Pharmaceuticals Nil Accepted products on the market with the same active N/A
Suspension 10mg magnesium trihydrate 034972568 . . .
Limited ingredient, dose and strength
Acoin Lidocaine Lidocaine Central Procurement To ensure continuation of supply for the
AA565/84103 | Hydrochloride Solution ; 78856.00.00 Germany . . Nil Accepted ; pply N/A
hydrochloride & Supplies Unit National Health System
40mg/ml
Ketamine Inresa Solution Katemine . . To ensure continuation of supply for the
AA729/42301 for Injection 50mg/ml Hydrochloride 26671.00.00 Denmark Cherubino Ltd Nil Accepted National Health System N/A
There are fewer than three authorised
AA1096/00311 APOTEL Granules Paracetamol 3245218/19-07- Greece UNI-PHARMA S.A. Nil Accepted | products on the market with the same active To undergo
Effervescent 1000mg 2019 ) . MRP
ingredient, dose and strength
AA770/29801 | ERPIZON Pdrfor Soln for Aciclovir 40080/12 Greece |IV Healthcare Limited Nil Accepted To ensure continuation of supply for the N/A
Infusion 250mg National Health System
Selegiline Generis Tablets Selegeline . Central Procurement . To ensure continuation of supply for the
AA565/103002 5mg hydrochloride 3540689; 3540788 Portugal & Supplies Unit Nil Accepted National Health System N/A
ASACOL Tablets Gastro- . 26416329; - . To ensure continuation of supply for the
AA770/29601 Resistant 400mq Mesalazine 26416014 Italy JV Healthcare Limited Nil Accepted National Health System N/A
AA565/116603 Glycophos, concentrate for Sodium RVG 16431 Netherlands Central Procurement Nil Accepted To ensure continuation of supply for the N/A

solution for intravenous

glycerophosphate

& Supplies Unit

National Health System




AA807/12901 Tgiizzfﬁﬂ“n‘q’cc'gaﬁg:’g%dnﬁq Azithromycin dihydrate| RVG 117669 | Netherlands A”mb'”gf)vpharma Nil Accepted To ensurﬁa‘;‘i’g‘:guﬁégﬁhoéyss‘i‘;ﬂy for the o ”er‘ssrgo
Dekadin-duo Strawberry dikl"]?/lctl)rrgfli(llg;ir;lee- There are fewer than three authorised products
AA770/29401 flavour Lozenges Lidocaine ! 19-12686 Norway JV Healthcare Limited Nil Accepted on the market with the same active N/A
5mg/1mg b el aride ingredient, dose and strength
Chlorhexidine
Dekadin-duo Lozenges dihydrochloride; There are fewer than three authorised products
AA770/29402 Lidocaine 19-12684 Norway JV Healthcare Limited Nil Accepted on the market with the same active N/A
5mg/1mg . . .
hydrochloride; ingredient, dose and strength
Dexpanthenol
Dekadin-duo 5 mg/1 mg Chlorhexidine There are fewer than three authorised products
AA770/29403 | compressed lozenges with dihydrochloride; 19-12683 Norway JV Healthcare Limited Nil Accepted on the market with the same active N/A
lemon flavour Lidocaine ingredient, dose and strength
Loseina Capsules Gastro- Neofarma . The product is to be made available at least
AAS08/34801 Resistant 20mg Omeprazole PA0281//272/002 Ireland Pharmaceuticals Nil Accepted 10% less than the price of the cheapest N/A
Scanlux Solution for . Sanochemia . No authorised products are available, To undergo
AA1626/00202 Injection 300mg Iodine/ml fopamidol OGYI-T-8887/01 Hungary Pharmazeutika GmbH Nil Accepted marketed or offered on tender MRP
Rosuva Tablet. film coated Neofarma The product is to be made available at least
AA908/19803 5m’g Rosuvastatin PA0711/176/001 Ireland Pharmaceuticals Nil Accepted 10% less than the price of the authorised N/A
Limited alternative of the same brand
Rosuva Tablet. film coated Neofarma The product is to be made available at least
AA908/19804 10”"9 Rosuvastatin PA0711/176/002 Ireland Pharmaceuticals Nil Accepted 10% less than the price of the authorised N/A
Limited alternative of the same brand
ASPIMAX CARDIO Tablets Nil Accepted To ensure continuation of supply for the
AA1161/00102 Gastro-Resistant 75mg Acetylsalicylic acid 12787/2019/01-02 Romania Farmarosib SRL National Health System To undergo MRP




