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
Omnipaque Solution for . Central Procurement& . The product has a
AA565/91101 L. lohexol 11404/2019/01-09 Romania . . Nil Refused . L N/A
Injection 300mg/mL Supplies Unit marketing authorisation
There are fewer than
- . three authorised
Pentoxifylline Generis Generis Phar, Unipessoal roducts on the market
AA1420/00201 Tablet Prolonged Release Pentoxifylline 5065081 Portugal ’ P ’ Nil Accepted P . . N/A
Lda with the same active
400mg . .
ingredient, dose and
strength
Bosentan Aurobindo Tablet, Central Procurement& . The product has a
AA565/86002 i urov! Bosentan monohydrate 5661947 Portugal i " . Nil Refused p : . N/A
film coated 125mg Supplies Unit marketing authorisation
Bi th Subnitrat d
Isn:;)ldofc;]rn:”P:astZan Bismuth Subnitrate BPC HHP Malta (P&D Pharma) No authorised products
AA1488/04001UK 1973; lodoform BPC 1954; PL 12064/0002 United Kingdom . Nil Accepted are available, marketed N/A
Impregnated Gauze o Limited
. Paraffin Liquid BP or offered on tender
Medicated Plaster
There are fewer than
three authorised
Angi t Retard Tablet duct th ket
AA1503/00101 nglopent netard favle Pentoxifylline 12925/2020/01-02 Romania AC HELCOR Pharma S.R.L. Nil Accepted | Procducts onthemarke N/A
Prolonged Release 400mg with the same active
ingredient, dose and
strength
No authorised products
- . ) . . HHP Malta (P&D Pharma) . )
AA1488/01302UK | Procyclidine Tablets 5mg Procyclidine hydrochloride PL 00289/1645 United Kingdom Limited Nil Accepted are available, marketed N/A
or offered on tender
There are fewer than
three authorised
TamisPras Tablet Prol d duct th ket
AA1228/01701 amiskras fablet Frofonge Tamsulosin hydrochloride 20192 Poland Focused Pharma Ltd Nil Accepted pro. ucts on the ma'r © N/A
Release 0.4mg with the same active
ingredient, dose and
strength
No authorised products
AA1228/01601 Sibelium Tablets 5mg Flunarizine dihydrochloride AEMPS 55.352 Spain Focused Pharma Ltd Nil Accepted are available, marketed N/A
or offered on tender
Glucose Solution for No authorised products
AA1277/01604 Glucose 53.141 Spain Baxter Holding B.V Nil Accepted are available, marketed N/A

Infusion 20%w/v

or offered on tender




Glucose Solution for

No authorised products

AA1277/01605 . Glucose 56.094 Spain Baxter Holding B.V Nil Accepted are available, marketed N/A
Infusion 50%w/v
or offered on tender
No authorised products
AA1343/00202UK | Prednisolone Tablets 20mg Prednisolone PL 00142/0844 United Kingdom Target Healthcare Limited Nil Accepted are available, marketed N/A
or offered on tender
Gaviscon Infant Powder for No authorised products
Sodium Alginat Mint Health Ltd
AA1173/07801UK Oral Suspension ° Iur.n glnz‘:\ € PL 00063/0099 United Kingdom n . ca o (prev Nil Accepted are available, marketed N/A
Magnesium Alginate Medical Logistics Ltd
225/87.5mg or offered on tender
368 127-1 or
34009 368 12710,
368 128-8 or
Potassium Chloride P No authorised duct
otassitm thioride Froamp , , 34009 368 128 8 8, Central Procurementg. _ © authorised progucts
AA565/71602 |[Concentrate for Susp for Inf Potassium chloride France i . Nil Accepted are available, marketed N/A
0.15g/ml >66 539-4 or Supplies Unit or offered on tender
o8 34009 566 539 4 2,
566 540-2 or
34009 566 540 2 4,
Zyvoxid Solution for . . Central Procurement& . The product has a
AA565/91401 Linezolid RVG 26567 Netherlands Nil Refused N/A

Infusion 2mg/ml

Supplies Unit

marketing authorisation




