Conditions

AA Licence Product Name Active Ingredient/s Sou_rce _Country Source Country Applicant Ob]ec_t|ons Sta_tus .Of Reason for decision included in
Number Authorisation Number Received application .
the Licence
To ensure continuation of To undereo
AA1436/00202 Entonox Inhalation Gas 50% Nitrous oxide PA 0208/005/001 Ireland BOC Gases Ireland Ltd Nil Accepted supply for the National MRP &
Health System
Bixtonim Xylo Nasal Drops Soln Xylometazoline To ensure continuation of To undergo
AA1308/00102 ¥ P ¥ . 11717/2019/01 Romania BIOFARM S.A. Nil Accepted supply for the National g
1mg/ml hydrochloride MRP
Health System
There are fewer than
three authorised
Budesonide Pulmictan Inhalation roducts on the market To undergo
AA1347/00102 . Budesonide 59035 Spain Laboratorio Reig Jofre SA Nil Accepted P . . &
Vapour Liquid 200mcg with the same active MRP
ingredient, dose and
strength
Midazolam Solution for Injection To ensure continuation of
AA729/36201UK J Midazolam hydrochloride PL 01502/00601 United Kingdom Hameln Pharmaceuticals Ltd Nil Accepted supply for the National N/A

5mg/ml

Health System




