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PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

LYOPHILIZED PRODUCTS 

Azithromycin 
Antibacterial, 
Macrolide 

Pd.Sol.Inf 500mg/Vial 
EU CTD 

Available 

Caspofungin  Antimycotic Pd.C.So.In 50mg/Vial, 70mg/Vial 
EU CTD 

Available 

Clarithromycin 
Antibacterial, 
Macrolide 

Pd.Sol.Inf 500mg/Vial 
EU CTD 

Available 

Daptomycin 
Lipopeptide 
Antibacterial 

Pd.I.S.Inf 
350mg/Vial, 
500mg/Vial 

EU CTD 
Available 

Esomeprazole Antiulcerant Pd.I.S.Inf 40mg/Vial 
EU CTD 

Available 

Omeprazole Antiulcerant 
Ps.Inj.Sol 40mg/Vial 

EU CTD 
Available 

Pd.Sol.Inf 40mg/Vial 
EU CTD 

Available 

Pantoprazole Antiulcerant Pd.Inj.Sol 40mg/Vial 
EU CTD 

Available 

Somatostatin 
Hypothalamic 
Hormones 

Ps.Sol.Inf 3mg/Vial 
EU CTD 

Available 

Tenoxicam 
Anti-
inflammatory, 
Antireumatic 

Ps.Inj.Sol 20mg/Vial 
EU CTD 

Available 

Tigecycline 
Antibacterial, 
Tetracycline 

Pd.Sol.Inf 50mg/Vial 
EU CTD 

Available 

Vancomycin 
Glycopeptide 
Antibacterial 

Pd.Sol.Inf 500mg/Vial 
EU CTD 

Available 

Voriconazole  Antimycotic Pd.Sol.Inf 200mg/Vial 
EU CTD 

Available 

 

PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

CARBAPENEMS 

Imipenem + 
Cilastatin 

β-lactam 
Antibacterial 

Pd.Sol.Inf (500+500) mg/Vial 
EU CTD 
Available 

Meropenem 
β-lactam 

Antibacterial 
Pd.I.S.Inf 500mg, 1g/Vial 

EU CTD 
Available 
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PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

 

NON-STERILE PRODUCTS 

Butamirate Citrate Respiratory Syrup 
7.5mg/5ml (200ml 

Bottle) 
EU CTD 

Available 

L-Carnitine 
Carnitine 
deficiency 

Oral.Sol. 1g/10ml vial 
EU CTD 

Available 

Omeprazole Antiulcerant GR. Cap 20mg & 40mg 
EU CTD 

Available 

 

PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

CEPHALOSPORINS 

Ceftriaxone 
β-lactam 

Antibacterial 
Ps.Inj.Sol 1g/Vial (IM, IV) 

EU CTD 
Available 

Cefuroxime 
β-lactam 

Antibacterial 
Pd.Inj.Sol 750mg, 1500mg/Vial 

EU CTD 
Available 

 

PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

STERILE PRODUCTS 

Amikacin 
Aminoglycoside 
Antibacterial 

Inj.Sol 500mg/2ml 
EU CTD 

Available 

Lacosamide Antiepileptic Sol.Inf 10mg/ml 
EU CTD 

Available 

Levofloxacin 
Fluoroquinolone 
Antibacterial 

Sol.Inf 5mg/ml (100ml Bottle) 
EU CTD 

Available 

Linezolid Antibacterial Inj.Sol 
2mg/ml (300ml Plastic 

Bag) 
EU CTD 

Available 

Moxifloxacin 
Fluoroquinolone 
Antibacterial 

Sol.Inf 
400mg/250ml (250ml 

Bottle) 
EU CTD 

Available 

Palonosetron 
Antiemetic, 
Antinausea 

Inj.Sol 250mcg/5ml 
EU CTD 

Available 

Sugammadex Antidote Inj.Sol 100mg/ml 
EU CTD 

Available 
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PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

PRODUCTS UNDER REGISTRATION 

Amikacin 
Aminoglycoside 
Antibacterial 

Inj.Sol 1g/4mL 
EU CTD 

Available 

Clindamycin  
Antibacterial 
Lincosamide  

Inj.Sol 150 mg/mL 
EU CTD 

Available 

Ertapenem  
β-lactam 
Antibacterial 

Pd.C.So.In 1g/Vial 
EU CTD 

Available 

Lacosamide Antiepileptic oral solution 10 mg/mL 
EU CTD 

Available 

Meropenem 
β-lactam 
Antibacterial 

Pd.I.S.Inf 2g/Vial 
EU CTD 

Available  

Vancomycin 
Glycopeptide 
Antibacterial 

Pd.Sol.Inf 1g/Vial 
EU CTD 

Available 
Vildagliptin/ 
Metformin 

Anti-diabetic Tabs  
(50 + 850) mg/tab & 
(50 + 1000) mg/tab 

EU CTD 
Available 
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PRODUCT FORM STRENGTH 
DOSSIER 
STATUS 

PRODUCTS UNDER DEVELOPMENT 

Brivaracetam Antiepileptic 

Sol.Inf. 10mg/ml 
Q1 2023 

Submission: 
01/2024 

Oral solution 10 mg/mL  
Q2 2023 

Submission: 
01/2024 

Teicoplanin 
Glycopeptide 
Antibacterial 

Pd.Sol.Inf 200 mg & 400 mg/vial Q1 2023 

Apixaban Antithrombotic F.C. Tabs 2.5mg/tab & 5mg/tab Q4 2023 

Dalbavancin  
Glycopeptide 
Antibacterial 

Pd.C.So.In 500mg/Vial Q4 2023 

Ceftaroline Fosamil  
β-lactam 
Antibacterial 

Pd.C.So.In 600mg/Vial Q3 2024 

Isavuconazole Antifungal Pd.C.So.In 200mg Q1 / Q3 2024 

Remifentanil Analgesic  Pd.C.So.In 1, 2 and 5 mg/vial Q3 2024 

Zoledronic acid Bisphosphonate  C.So.In 4 mg/5 mL Ongoing 

Ceftazidime/ 
Avibactam 

β-lactam 
Antibacterial 

Pd.C.So.In 2 g/0.5 g Ongoing 

Tedizolid phosphate 
Oxazolidinone 
Antibacterial 

F.C. Tabs 200mg/tab Ongoing 

Pd.C.So.In 200 mg  Ongoing 

Posaconazole Antifungal 

Oral 
Suspension 

40 mg/mL  Ongoing 

G.R. tabs 100mg/tab Ongoing 

C.So.In 18 mg/mL  Ongoing 

Letermovir Antiviral  
F.C. tabs 240mg & 480 mg/tabs  Ongoing 

C.So.In 240mg & 480 mg Ongoing 

 


