Conditions

AA Licence Product Name Active Ingredient/s S°“.r°e _Country Source Country Applicant Ob]eci_:mns Stat_us 9f Reason for decision | included in
Number Authorisation Number Received application .
the Licence
Klacid Granules for Oral . . . . L The product has a
AA1513/00201 . Clarithromycin 94-0308-02 Latvia Pharma Regulatory Services Limited No Refused . . N/A
Suspension 125mg/5ml marketing authorisation
Clopixol Solution for The product has a
AA1488/04904UK .plx. uH Zuclopenthixol decanoate PL 00458/0017 United Kingdom HHP Malta (P&D Pharma) Limited No Refused p ! o N/A
Injection 200mg/ml marketing authorisation
Fomepizole Serb No authorised products
AA1512/00101 | Concentrate for Soln for Inf Fomepizole PA20595/001/001 Ireland SERB SA No Accepted are available, marketed N/A
5mg/mL or offered on tender
. . . No authorised products
Fibrovein Solution for . I .
AA770/16401 o Sodium tetradecyl sulfate 34009 268 836 07 France JV Healthcare Limited No Accepted are available, marketed N/A
Injection 3%
or offered on tender
There are fewer than
th thorised
Docetaxel Kelix bio rodt:cetes 2: thc()erlr;earket
AA1511/00301 [Concentrate for Soln for Inf Docetaxel anhydrous 22013300.00.00 Germany Kelix bio (Malta) Limited No Accepted P ) . N/A
20mg/ml with the same active
& ingredient, dose and
strength
To ensure continuity of
Uni-Pharma Kleon Tsetis Pharmaceutical supply given that there is
AA1096/00305 | Apotel Tablets 500mg Paracetmol 41559/07/08 Greece ! 1S Fharmaceutic No Accepted | PPV BV neret N/A
Laboratories S.A a shortage for this active
ingredient
To ensure continuity of
Apotel Tablets Eff t Uni-Ph KI Tsetis Ph tical ly given that there i
AA1096/00306 |~ PO TaRets ETervescen Paracetamol 41544/07/2252008 Greece ni-Fharma fieon 15etis Fharmaceutica No Accepted | SUPPYY BIVEN That there s N/A
500mg Laboratories S.A a shortage for this active
ingredient
To ensure continuity of
Uni-Ph KI Tsetis Ph tical ly given that there i
AA1096/00307 | Apotel Suppositories 250mg Paracetamol 77793/04-11-2009 Greece ni-Fharma fieon 15etis Fharmaceutica No Accepted | SUPPYY BIVEN That there s N/A
Laboratories S.A a shortage for this active
ingredient
Xaggitin XL Tablet Methylphenidate No authorised products
AA1343/02901UK g8 yiphenie PLO1883/0359 United Kingdom Target Healthcare Limited No Accepted | are available, marketed N/A
Prolonged Release 18mg hydrochloride
or offered on tender
Xaggitin XL Tablet Methylphenidate No authorised products
AA1343/02902UK g8 viP PL 01883/0361 United Kingdom Target Healthcare Limited No Accepted | are available, marketed N/A

Prolonged Release 36mg

hydrochloride

or offered on tender




Zoledronic acid Kelix bio

There are fewer than
three authorised
products on the market

AA1511/00801 [Concentrate for Soln for Inf Zoledronic acid 7005181.00.00 Germany Kelix bio (Malta) Limited No Accepted . . N/A
4/5mg/ml with the same active
g ingredient, dose and
strength
FSH (human follicle
. . ( u. ! 043275041 No authorised products
Meriofert Pdr+Solv for Soln stimulating hormone . )
AA770/08502 . . 043275054 Italy JV Healthcare Limited No Accepted are available, marketed N/A
for Inj 1501U activity); LH (human
L. . 043275066 or offered on tender
luteinising hormone activity)
Propranolol Rosemont Oral No authorised products
AA288/02801UK P . Propranolol hydrochloride PL00427/0122 United Kingdom VJ Salomone Pharma LTD. No Accepted are available, marketed N/A
Solution 5mg/5ml
or offered on tender
Paclitaxel Concentrate for No authorised products
AA770/06903UK Paclitaxel PL41013/0016 United Kingdom JV Healthcare Limited No Accepted are available, marketed N/A
Soln for Inf 6mg/ml
or offered on tender
Venlasov XL Capsules Hard No authorised products
AA1343/03001UK 75mp Venlafaxine hydrochloride PL 06464/2656 United Kingdom Target Healthcare Limited No Accepted are available, marketed N/A
& or offered on tender
Rosuvastatin Aristo Tablet No authorised products
AA1343/01701UK ) ! Rosuvastatin calcium PL 40546/0016 United Kingdom Target Healthcare Limited No Accepted are available, marketed N/A
film coated 20mg
or offered on tender
. . No authorised products
Metformin Tablet, film . . . . . .
AA1343/01202UK Metformin hydrochloride PL 43870/0004 United Kingdom Target Healthcare Limited No Accepted are available, marketed N/A
coated 500mg
or offered on tender
No authorised products
BI dac Pdr for Soln f dac Gesellschaft fir klinisch
AA123/00601 eome' ac. rTor Soin for Bleomycin 18924 Poland medac e'se S? artTuriiinische No Accepted are available, marketed N/A
Injection 15001U Spezialpraparate mbH
or offered on tender
Bendafolin Solution for No authorised products
AA1411/01701 L Calcium 44048.05.00 Germany EJ Busuttil Ltd No Accepted are available, marketed N/A
Injection 10mg/ml
or offered on tender
Losec MUPS Tablets Gastro No authorised products
AA1411/02301 . Omeprazole PA2239/009/001 Ireland EJ Busuttil Ltd No Accepted are available, marketed N/A
Resistant 10mg
or offered on tender
Minims Oxyb i
Inims X.Y uprocaine Oxybuprocaine . . The product has a
AA1513/00501 Hydrochloride Eye Drops ) PA23259/015/001 Ireland Pharma Regulatory Services Limited No Refused ) o N/A
) Hydrochloride marketing authorisation
Solution 0.4%w/v
Bismuth Subnitrate and .
lodoform Paste lodoform BPC 1954 No authorised products
AA565/94301UK PL 12064/0002 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A

Impregnated Gauze
Impregnated Dressing

Paraffin Liquid

or offered on tender




Normotus Oral Solution

Dextromethorphan

There are fewer than
three authorised
products on the market

AA1349/00901 67155652460 Spain Laboratorios Normon S.A No Accepted N/A
/ 2mg/mL hydrobromide pat ! P with the same active /
ingredient, dose and
strength
No authorised products
Del t Tablet Methylphenidat
AA1343/02201UK eimosart fable etnyip em_ ate PL00142/1222 United Kingdom Target Healthcare Limited No Accepted are available, marketed N/A
Prolonged Release 36mg hydrochloride
or offered on tender
Sodium phosphate dibasic
Enema Cooper Enema h;uta: draF;e' SodilumI No authorised products
AA1001/00202 P pranydrate; , 888961519122016 Greece COOPER S.A. Pharmaceuticals No Accepted | are available, marketed N/A
7.5+420g/FL phosphate monobasic
or offered on tender
monohydrate
Milk of Magnesia
. I. .g ! No authorised products
traditional mint flavour . . .
AA274/02001 . . Magnesium hydroxide PA1186/010/001 Ireland Alfred Gera & Sons Ltd No Accepted are available, marketed N/A
liquid Oral Suspension
or offered on tender
415mg/5ml
There are fewer than
three authorised
roducts on the market
AA908/25501 Diflex Gel 50mg/g Diclofenac sodium 12313/2019/01-07 Romania Neofarma Pharmaceuticals Limited Yes Accepted P : ue ) N/A
with the same active
ingredient, dose and
strength
Fludrocortisone acetate; To ensure continuity of
AAQ72/00902 Paroticin EA. SOL. Ear Drops Polymyxin B sulfate 660781412052015 Greece ADELCO-CHROMATOURGIA ATHINONE. No Accepted <ubblv given that theyre i N/A
Solution 141.3+50 mg/ml | equivalent to Polymyxin B; COLOCOTRONIS BROS S.A. P PP 8 here
) . i a shortage of antibiotics
Lidocaine hydrochloride
. . No authorised products
Warfarin Sodium Oral . ) , . . . .
AA565/00210UK . Warfarin sodium PL 00427/0156 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Suspension 1mg/iml
or offered on tender
Derbac M Liquid/ Prioderm No authorised products
AA565/06802UK Liquid Emulsion for Malathion PL01074/0241 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Injection 0.5%w/w or offered on tender
Diamorphine Hydrochloride No authorised products
AA565/93801UK . P y i Diamorphine hydrochloride PL 29831/0062 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Solution for Injection 5mg
or offered on tender
Madonar Capsules Hard No authorised products
AA565/40305UK 5F:)m /1pz em Levodopa; Benserazide PL 00031/0125 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
g/12.omg or offered on tender
No authorised products
Chloral Hydrate Oral ) . . . .
AA565/33402UK Chloral hydrate PL 23138/0021 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A

Solution 500mg/5ml

or offered on tender




Laboratorios Azevedos -Industria

There are fewer than
three authorised
products on the market

AA865/00702 Vomidrine Tablets 50mg Dimenhydrinate 9914721, 9914713 Portugal ) No Accepted . . N/A
Farmaceutica SA with the same active
ingredient, dose and
strength
There are fewer than
. . three authorised
Paclitaxel Kelix bio roducts on the market
AA1511/00601 [ Concentrate for Soln for Inf Paclitaxel 7005181.00.00 Germany Kelix bio (Malta) Limited No Accepted P ) ) N/A
6me/ml with the same active
& ingredient, dose and
strength
No authorised products
AA729/30801 Isozid Tablets 100mg Isoniazid 6192548.01.00 Germany Cherubino Ltd No Accepted are available, marketed N/A
or offered on tender
. . No authorised products
Ventolin TM Solution for . . . . .
AA565/26307UK . Salbutamol sulfate PL 10949/0087 United Kingdom Central Procurement & Supplies Unit No Accepted are available, marketed N/A
Infusion 5mg/5ml
or offered on tender
The product has a new
Minims Proxymetacaine . active ingredient for
. Proxymetacaine . - .
AA1513/00701 Hydrochloride Eye Drops hvdrochloride PA23259/020/001 Ireland Pharma Regulatory Services Limited No Refused Malta. The applicant was N/A
Solution 0.5%w/v y requested to undergo an
MRP.
Fluorouracil Kelix bio No authorised products
AA1511/00201 Solution for Injection Fluorouracil 98149.00.00 Germany Kelix bio (Malta) Limited No Accepted are available, marketed N/A
50mg/ml or offered on tender
No authorised products
AA565/58106UK | Prednisolone Tablets 1mg Prednisolone PL0142/0494 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
or offered on tender
There are fewer than
three authorised
Codeine Phosphate Tablet duct th ket
AA1438/10101UK odeine Fhosphate fabliets Codeine phosphate PL 00289/5061R United Kingdom NM Pharma Ltd No Accepted pro. ucts on the ma.r © N/A
30mg with the same active
ingredient, dose and
strength
There are fewer than
three authorised
Montelukast teva Tablet, o duct th ket
AA770/15701 on.e ukastteva fable Montelukast PA0749/048/003 Ireland JV Healthcare Limited No Accepted pro. uctson the ma.r © N/A
film coated 10mg with the same active
ingredient, dose and
strength
Ventolin Solution for . . The product has a
AA565/26308 Salbutamol sulphate 14/219/72-C Ireland Central Procurement& Supplies Unit No Refused N/A

Injection 5mg/ml

marketing authorisation




Carvedilol Normon Tablets

No authorised products

AA565/17010 6.25m Carvedilol 68876 Spain Central Procurement& Supplies Unit No Accepted are available, marketed N/A
' & or offered on tender
No authorised products
AA565/10804UK | Modafinil Tablets 200mg Modafinil PL 16363/0302 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
or offered on tender
Lorazepam Norman Tablets No authorised products
AA565/61004 P im Lorazepam 64972 Spain Central Procurement& Supplies Unit No Accepted are available, marketed N/A
8 or offered on tender
. No authorised products
Glentek/Riluzole Tablet, . ) . ) . )
AA565/24802UK . Riluzole PL 25258/0105 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
film coated 50mg
or offered on tender
L . No authorised products
Azathioprine Tablet, film . ) . o )
AA1488/00201UK coated 50m Azathioprine PL11311/0476 United Kingdom HHP Malta (P&D Pharma) Limited No Accepted are available, marketed N/A
& or offered on tender
Bactrimel Concentrate for Trimethoprim; No authorised products
AA565/84501 prim; RVG 07231 Germany Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Soln for Inf 96mg/mL Sulfamethoxazole
or offered on tender
Septrin Tablets Trimethoprim; i . The product has a
AA565/79202 48670 Ital Central P t&S lies Unit N Refused N/A
/ 80mg/400mg Sulfamethoxazole a entral Frocuremen upplies Lni © etuse marketing authorisation /
Timabak Eye Drops Solution No authorised products
AA565/87101 2y5m /:ﬂ Timolol maleate 65.150 Spain Central Procurement& Supplies Unit No Accepted are available, marketed N/A
M8 or offered on tender
Budesonide Aldo-Union No authorised products
AA565/49506 . . Budesonide 66.942 Spain Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Nebulise Solution 0.5mg/mL
or offered on tender
Cinet Oral Suspension No authorised products
AA565/92901 im /mr: Domperidone 9621714 Portugal Central Procurement& Supplies Unit No Accepted are available, marketed N/A
& or offered on tender
IS 5 mono-ratiopharm No authorised products
AA565/91701 P Isosorbide mononitrate 6063.00.00 Germany Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Tablets 20mg
or offered on tender
Uroflox Tablet, film coated No authorised products
AA565/91301 ’ Norfloxacin 4549291 Portugal Central Procurement& Supplies Unit No Accepted are available, marketed N/A

400mg

or offered on tender




No authorised products

AA565/05303 |Bumetanide CF Tablets 5mg Bumetanide RVG 23141 Netherlands Central Procurement& Supplies Unit No Accepted are available, marketed N/A
or offered on tender
e s No authorised products
Flucloxacillin Ibisqus . ) . )
AA565/00907 . ) Flucloxacillin 94729.00.00 Italy Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Solution for Inj/Inf 250mg
or offered on tender
Timolol Eye Drops Solution No authorised products
AA565/30005UK (;IZS‘VV\E)/V Timolol 15872/0001 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
o2 or offered on tender
. No authorised products
Phenergan Solution for . . . . . . .
AA565/17105UK L Promethazine hydrochloride PL 53886/0056 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Injection 25mg/mll
or offered on tender
Dried Factor VIII Fraction Human coagulation factor No authorised products
AA049/00202UK Type 8Y Pdr for Soln for VIIl; Human von Willebrand PLO8801/00201 United Kingdom Bio Product Laboratory No Accepted are available, marketed N/A
Injection 251U/ ml factor (VWF) or offered on tender
Piperacillin + Tazobactam To ensure continuity of
AA1420/00102 | Aurobindo Pdr for Soln for Piperacillin; Tazobactam 5247069 Portugal Generis Phar, Unipessoal, Lda Yes Accepted supply given that there is N/A
Injection 2g + 0.25g a shortage of antibiotics
Glucose; Sodium chloride;
Dioralyte Powder for Oral ’ ’ The product has a
AA565/94701 oraly W_ rror Potassium chloride; 8761916, 8761924 Portugal Central Procurement& Supplies Unit No Refused p ue . N/A
Solution L . marketing authorisation
Disodium citrate
There are fewer than
th thorised
Actifed Syrup 30mg/1.25m Triprolidine hydrochloride; rodt:cetes 2: thc()erlr;earket
AA521/09201 yrup &/ & Pseudoephedrine PA330/49/1 Ireland Medicem Limited No Accepted P } ) N/A
PER 5ml i with the same active
hydrochloride . .
ingredient, dose and
strength
Tobramycin Via Pharma No authorised products
AA729/24503 Nebulise Solution Tobramycin 23633 Poland Cherubino Ltd No Accepted are available, marketed N/A
300mg/5mL or offered on tender
Deca-Durabolin Solution for No authorised products
AA565/35702 . Nandrolone decanoate 8027821 Portugal Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Injection 50mg/ml
or offered on tender
. No authorised products
Phenergan Elixir Oral . . . . . . .
AA565/17104UK . Promethazine hydrochloride PL 53886/0057 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Solution 5mg/5ml
or offered on tender
Dapson Tiofarma Tablets No authorised products
AA565/17305 P Dapsone RVG 52476 Netherlands Central Procurement& Supplies Unit No Accepted are available, marketed N/A

100mg

or offered on tender




Levofloxacin Kabi Solution

The product has a

AA565/24103 ) Levofloxacin hemihydrate AIC n.040359085 Italy Central Procurement& Supplies Unit No Refused . . N/A
for Infusion 5mg/ml marketing authorisation
Ciproxin Granules for Oral . . . . . . The product has a
AA565/09903UK . Ciprofloxacin PL 00010/0211 United Kingdom Central Procurement& Supplies Unit No Accepted ) L N/A
Suspension 250mg/5ml marketing authorisation
Methylphenidate The product has a
AA565/85601 Rubifen Tablets 10mg vip I, 4863684 Spain Central Procurement& Supplies Unit No Accepted p ! . N/A
hydrochloride marketing authorisation
AASE5/55510 | CYtarabine Solution for Cytarabine AIC042356042 Spain Central Procurement& Supplies Unit No Accepted The product has a N/A
Inj/Inf 100mg/ml Y P PP P marketing authorisation
Solu-Medrol Pdr+Solv for | methylprednisolone sodium The product has a
AA565/52202 3 . Y Vi ! ) ' RVG 05302 Belgium Central Procurement& Supplies Unit No Accepted p ! . N/A
Soln for Inj 40mg/ml succinate marketing authorisation
Calcium Folinate Teva
. L . . . . . The product has a
AA565/64102 Solution for Injection Calcium Folinate Teva 652367 Spain Central Procurement& Supplies Unit No Accepted ) . N/A
marketing authorisation
10mg/ml
Human fibrinogen;
AA565/89001 Tisseellyo, combination Aprotinin; Human thrombin; 5043526, 5043534, Portugal Central Procurement& Supplies Unit No Accepted The product has a N/A
product Solution for Sealant| Calcium chloride; Human 5043542 & PP P marketing authorisation
factor Xl
Eurofolic Solution for L . . . The product has a
AA565/90001 . Folinic acid 59237.00.00 Bulgaria Central Procurement& Supplies Unit No Accepted ) . N/A
Injection 10mg/ml marketing authorisation
Magnesium Sulfuricum BBP
Magnesium sulfate The product has a
AA565/12605 Solution for Inj/Inf gnesiim su 39/806/92-S/C Czech Republic Central Procurement& Supplies Unit No Accepted p ue . N/A
heptahydrate marketing authorisation
200mg/ml
Entocort rectal Tablets . . . The product has a
AA565/13003 Budesonide 28247.00.00 Germany Central Procurement& Supplies Unit No Accepted . L N/A
2.3mg marketing authorisation
Timolol Micro Labs E Th duct h
AA565/30003 'moto |.cro abstye Timolol 99190.00.00 Germany Central Procurement& Supplies Unit No Accepted € F)ro ue a‘sa‘ N/A
Drops Solution 2.5 mg/mL marketing authorisation
Sodium Bicarbonate
. . . . . The product has a
AA565/07508 Monico Concentrate for Sodium bicarbonate 030819 546 Italy Central Procurement& Supplies Unit No Accepted ) . N/A
marketing authorisation
Soln for Inf 10mEg/10mL
. i . . . The product has a
AA565/92201 Ritalmex Capsule 200mg Mexiletine hydrochloride OGYI-T-3696/02 Ireland Central Procurement& Supplies Unit No Accepted ) . N/A
marketing authorisation
Azactam Solution for . . . The product has a
AA565/62206 o Azactam BE132352 Belgium Central Procurement& Supplies Unit No Accepted ) . N/A
Injection 1g marketing authorisation
- . . . The product has a
AA565/93001 Meladinine Solution 0.1% Methoxsalen 34009 306 567 85 France Central Procurement& Supplies Unit No Accepted ) . N/A
marketing authorisation
Paclitaxel Kabi Concentrate . . . The product has a
AA565/72103 Paclitaxel 39405030 Italy Central Procurement& Supplies Unit No Accepted N/A

for Soln for Inf 6mg/mL

marketing authorisation




Norfloxacin Tablet, film

The product has a

AA565/93901 coated 400mg Norfloxacin 34401024 Italy Central Procurement& Supplies Unit No Accepted marketing authorisation N/A
AASGS/eag01 | Cranocyte Pdrsolvfor soln Lenograstim 34009349 756-77 France Central Procurement& Supplies Unit No Accepted The product has a N/A
for inf/inj 13 Million IU/mL & PP P marketing authorisation
Citanest 3% - Octapressin
Dental Solution f Th duct h
AA565/30603 .en ‘a olutionfor Prilocaine hydrochloride RVG 07824 Germany Central Procurement& Supplies Unit No Accepted © F)ro ue a‘s a‘ N/A
Injection 30 mg/mL + marketing authorisation
0.54mc/ml
Olyntha Nasal Drops Soln Xylometazoline The product has a
AA565/95201 y P Y g ,I 6040471.00.00 Germany Central Procurement& Supplies Unit No Accepted p ! . N/A
0.05% hydrochloride marketing authorisation
Gentamicin Labesfal
. L . . . The product has a
AA565/10706 Solution for Injection Gentamicin 5386792 Portugal Central Procurement& Supplies Unit No Accepted ) L N/A
marketing authorisation
80mg/2mL
Minims Chloramphenicol The product has a
AA1513/00402 n! . phen! Chloramphenicol PA23259/010/001 Ireland Pharma Regulatory Services Limited No Accepted p . o N/A
Eye Drops Solution 0.5%w/v marketing authorisation
Risperidone Oral Solution . . . . The product has a
AA288/01002UK Risperidone PLO0427/0239 United Kingdom VJ Salomone Pharma LTD. No Accepted . . N/A
1mg/ml marketing authorisation
Methylphenidate Mylan
yiphent y Methylphenidate . . The product has a
AA565/75402 Tablet Prolonged Release ) 5694971 Portugal Central Procurement& Supplies Unit No Accepted . . N/A
hydrochloride marketing authorisation
27mg
To ensure continuity of
Mucibron Forte Oral ly given that there i
AA1349/01001 uctbron Forte Lra Ambroxol hydrochloride 83276722321 Spain Laboratorios Normon S.A No Accepted | >UPP'Y BlVen that there s N/A
Solution 6mg/mL a shortage for this active
ingredient
Purified diphtheria toxoid;
Purified tetanus toxoid;
Revaxis Suspension for Inactivated poliomyelitis The product has a
AA1438/05502 o P virus type 1; Inactivated PA2131/007/001 Ireland NM Pharma Ltd No Accepted p T N/A
Injection 0.5 ml ) L. marketing authorisation
poliomyelitis virus type 2;
Inactivated poliomyelitis
virus type 3
To ensure continuity of
AA1404/00501 Amotak§ Granules for Oral Amoxicillin 17011 Poland Tarchominskie Zaklady Farmaceutyczne No Accepted supply given that‘there'z is N/A
Solutions 500mg/5ml Polfa S.A. a shortage for this active
ingredient
Sitagliptin Grindeks Tablets L . . . . The product has a
AA565/94001 Sitagliptin hydrochloride RVG 127626 Latvia Central Procurement& Supplies Unit No Accepted ) . N/A
100mg marketing authorisation
Aciclovir Olikla Pdr for Sol Th duct h
AA565/03011 cictovir . ! ‘a rrorsoin Aciclovir 42/774/16-c Czech Republic Central Procurement& Supplies Unit No Accepted € !oro ue a‘s a‘ N/A
for Injection 250mg marketing authorisation
Levomepromazine-
. . . . The product has a
AA565/55202 neuraxpharm Solution for Levomepromazine 6139608.00.00 Germany Central Procurement& Supplies Unit No Accepted N/A

Injection 25mg/ml

marketing authorisation




Alvofer Concentrate for

Iron hydroxide sucrose

The product has a

AA1001/01501 22866/13/30-05-2 G COOPER S.A. Ph tical N A ted N/A
/ Soln for Inf 100mg/5ml complex /13/ reece armaceuticals © ccepte marketing authorisation /
Lidocaine Hydrochloride
) ) . . ) . The product has a
AA770/01405 Noridem Solution for Lidocaine hydrochloride 26813 Poland JV Healthcare Limited No Accepted ) L N/A
L marketing authorisation
Injection 20mg/mL
Heparin Sodium/Multiparin
. . . . . . The product has a
AA154/04302UK Solution for Inj/Inf Heparin sodium PL 29831/0110 United Kingdom Wockhardt UK Ltd No Accepted : o N/A
marketing authorisation
50001U/ml
To ensure continuity of
Brupro Max Tablet, film supply given that there is
AA041/00701 Ibuprofen PA0074/067/002 Ireland ROWA PHARMACEUTICALS LTD No Accepted i ) N/A
coated 400mg a shortage for this active
ingredient
To ensure continuity of
B for Children Oral ly gi that there i
AA041/00703 ruprofor thridren ra Ibuprofen PA0074/067/004 Ireland ROWA PHARMACEUTICALS LTD No Accepted | SUPPYY BlVEN that there s N/A
Suspension 100mg/5ml a shortage for this active
ingredient
To ensure continuity of
B for Children Six Pl ly gi that there i
AA041/00702 | orWProforihiiaren SixHIus Ibuprofen PA0074/067/005 Ireland ROWA PHARMACEUTICALS LTD No Accepted | SUPPYY BlVEN that there s N/A
Oral Suspension 200mg/5ml a shortage for this active
ingredient
_ No authorised products
. Methylphenidate . . . .
AA853/00401 Rubifen Tablets 10mg . 55369 Spain Laboratorios Rubio S.A No Accepted are available, marketed N/A
hydrochloride
or offered on tender
Methotrexate-GRY No authorised products
AA565/78404 | Concentrate for Soln for Inf Methotrexate 3190.00.01 Germany Central Procurement& Supplies Unit No Accepted are available, marketed N/A
1000mg/10ml or offered on tender
Etomidate-Lipuro Emulsion No authorised products
AA565/92801 ) .p Etomidate 5185/2012/01 Germany Central Procurement& Supplies Unit No Accepted are available, marketed N/A
for Injection 2mg/mll
or offered on tender
Baclofen Sintetica No authorised products
AA565/06408 Intrathecal Solution for Baclofen 78469.00.00 Germany Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Infusion 0.2mg/ml or offered on tender
There are fewer than
th thorised
Actifed Syrup 30mg/1.25m Triprolidine hydrochloride; rodL::tes (j: th(:znr;i\rket
AA908/26001 yrup &/~ & Pseudoephedrine PA0330/049/001 Ireland Neofarma Pharmaceuticals Limited No Accepted P ) ) N/A
per 5ml i with the same active
hydrochloride . .
ingredient, dose and
strength
Fibrovein Solution for No authorised products
AA770/16402 Fibrovein 34009 268 832 56 France JV Healthcare Limited No Accepted are available, marketed N/A

Injection 1%

or offered on tender




Docetaxel Kelix bio

There are fewer than
three authorised
products on the market

AA1511/00301 [Concentrate for Soln for Inf Docetaxel anhydrous 22013300.00.00 Germany Kelix bio (Malta) Limited No Accepted . . N/A
20mg/ml with the same active
g ingredient, dose and
strength
Tafixyl Tablet, film coated No authorised products
AA1253/00104 ¥ 500'm Tranexaminc acid 5695358 Portugal Pharma Bavaria Internacional PBI No Accepted are available, marketed N/A
& or offered on tender
. . Diphtheria toxoid; Tetanus No authorised products
Repevax Solution for Inj/Inf . . . o .
AA770/09602 0.5ml toxoid; Pertussis antigens; 3400936873971 France JV Healthcare Limited No Accepted are available, marketed N/A
' Poliovirus (inactivated) or offered on tender
Amoxicillin and Clavulanic Amoxicillin sodium; The product has a
AA565/26712 Acid Ibigen Pdr for Soln . ’ 36766044 Italy Central Procurement& Supplies Unit No Refused p . N/A
. Potassium clavulanate marketing authorisation
Inj/Inf 1000mg+200mg
Risperidone Oral Solution No authorised products
AA1488/06701UK P 1mg/ml Risperidone PL 00289/0816 United Kingdom HHP Malta (P&D Pharma) Limited No Accepted are available, marketed N/A
& or offered on tender
) _ No authorised products
Clotrimazole Vaginal . i . )
AA565/37803 Clotrimazole 13679.00.00 Germany Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Tablets 100mg
or offered on tender
Risperidone-Remedica No authorised products
AA084/09403 P . Risperidone 20638 Cyprus Remedica Ltd No Accepted are available, marketed N/A
Tablet, film coated 1mg
or offered on tender
Voriconazole Aurobindo No authorised products
AA565/95101 . Voriconazole 43930027 Italy Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Tablet, film coated 200mg
or offered on tender
Hydrochloride S.A.L.F. i . i No authorised products
. o Lidocaine hydrochloride i . )
AA565/95301 Solution for Injection 31973100 Italy Central Procurement& Supplies Unit No Accepted are available, marketed N/A
monohydrate
20mg/ml or offered on tender
. . No authorised products
Clindamycin Labesfal . . . . . .
AA565/12503 Clindamycin hydrochloride 4609798 Portugal Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Capsule 150mg
or offered on tender
Gabapentin Teva Capsules No authorised products
AA565/05812 P P Gabapentin 66379 Spain Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Hard 100mg
or offered on tender
Sufentanil Torrex Solution No authorised products
AA565/35304 Sufentanil citrate 65/043/03-C Czech Republic Central Procurement& Supplies Unit No Accepted are available, marketed N/A

for Injection 5mcg/ml

or offered on tender




AA565/92101

Degan Solution for Injection

Metoclopramide
hydrochloride

20/162/87-C

Slovenia

Central Procurement& Supplies Unit

No

Accepted

No authorised products
are available, marketed

N/A

5mg/mL
4 monohydrate or offered on tender
_ No authorised products
Prednisolone Rectal . . . . . .
AA565/58107UK . Prednisolone PL 36301/0029 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Solution 20mg/100m|
or offered on tender
_ ) No authorised products
Dihydrocodeine Tablets . ) . . . . .
AA565/10403UK 30m Dihydrocodeine tartrate PL0142/0223 United Kingdom Central Procurement& Supplies Unit No Accepted are available, marketed N/A
8 or offered on tender
_ No authorised products
Betamethasone Basi , . ,
AA565/69102 . Betamethasone 5940192 Portugal Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Ointment 1mg/g
or offered on tender
_ _ No authorised products
Etapiam Solution for . . . .
AA565/95601 . Ethambutol hydrochloride 21257062 Italy Central Procurement& Supplies Unit No Accepted are available, marketed N/A
Injection 500mg/3mL
or offered on tender
Water for injections ) . No authorised products
) o Sterile and non-pyrogenic i ) )
AA565/51104 |Fresenius Kabi Italia Solvent 31917697 Italy Central Procurement& Supplies Unit No Accepted are available, marketed N/A

for Parenteral Use

water for injections

or offered on tender




