AA Licence Source Country Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Source Country Applicant ] . .. Reason for decision | included in
Number Received application .
Number the Licence
Thiamine Hydrochloride;
Pabrinex Intravenous High Phosphate Sodium; No authorised products
AA1411/01301UK | Potency Concentrate for Pyridoxine Hydrochloride; PL 16508/0049 United Kingdom EJ Busuttil Ltd Nil Accepted are available, marketed N/A
Soln for Inf 5ml Acorbic Acid; Nicotinamide; or offered on tender
Glucose Monohydrate
The product is to
be made
P t I A Tablet ilable at least
AA1161/02301 | oracetamolArena Tablets Paracetamol 12528/2019/01023 Romania Farmarosib SRL Nil Accepted avatlable at feas N/A
500mg 10% less than the price of
the cheapest authorised
alternative
Chlorphenamine Solution No authorised products
AA1411/01101UK P L Chlorphenamine PL16508/00501 United Kingdom EJ Busuttil Ltd Nil Accepted are available, marketed N/A
for Injection 10mg/ml
or offered on tender
Crystapen Pdr for Soln No authorised products To undergo an
AA1045/04601 4 p Benzylpenicillin Sodium PA0126/313/001 Ireland Clonmel Healthcare Ltd Nil Accepted are available, marketed 8
Inj/Inf 600mg MRP
or offered on tender
There are fewer than
three authorised
Spirolon Tablet, fil ted duct th ket |T d
AA084/05602 pirolon fablet, fiim coate Spironolactone 7873 Cyprus Remedica Ltd Nil Accepted pro. ucts on the ma'r © © Undergo an
25mg with the same active MRP
ingredient, dose and
strength
Rifampicvna TZF Capsules Tarchominskie No authorised products To undereo an
AA1404/00401 picy P Rifampicin R/0849 Poland ZakladyFarmacetyczne Nil Accepted are available, marketed §
Hard 300mg MRP
Polfa S.A. or offered on tender
Levetiracetam EVER No authorised products
AA1411/00801 Pharma Concentrate for Levetiracetam 95311.00.00 Germany EJ Busuttil Ltd Nil Accepted are available, marketed N/A
Soln for Inf 100mg or offered on tender
Calcium Chloride Galenica 029830027, Central Procurement& No authorised products To undereo an
AA1454/01301 Senese Concentrate for Calcium Chloride Dihydrate 029830041, Italy supplies Unit Nil Accepted are available, marketed MRPg
Soln for Inf 1g/10m| 029830078 PP or offered on tender
No authorised products
Rifadin C les Hard HHP Malta (P&D Ph
AA1488/03901UK | o0 ~apsUies Har Rifampicin PL04425/5916R | United Kingdom alta { arma) Nil Accepted | are available, marketed N/A

300mg

Limited

or offered on tender




HHP Malta (P&D Pharma)

No authorised products

AA1488/01802UK | Dapsone Tablets 100mg Dapsone PL00142/6610R United Kingdom Limited Nil Accepted are available, marketed N/A
or offered on tender
Ledermycin Capsules Demeclocycline No authorised products
AA274/01701UK yeintap Y PL12762/0154 | United Kingdom | Alfred Gera & Sons Ltd Nil Accepted | are available, marketed N/A

Capsules Hard 150mg

Hydrochloride

or offered on tender




