
 

 

Sterile Portfolio 2021 

Product EUDMF Registration Countries USDMF 
Stock 
(kg) 

          

Benzylpenicillin Benzathine 
lecithinated with polysorbate 

sterile (New PKI) 
Yes 

Belgium, Czech Republic, 
Denmark, Estonia, Finland, 
France, Latvia, Lithuania, 

Netherlands, Norway, 
Romania, Slovakia, Sweden, 

UK  

Updating 0 

          

Benzylpenicillin G Procaine sterile 
(New PKI) 

Pending 
Validation 

Batches 
Not available 

Pending 
Validation 

Batches 
0 

          

Benzylpenicillin G Procaine sterile 
(ADL PKI) 

Yes Not available Updating 812,7 

          

Benzylpenicillin Procaine 
lecithinated with polysorbate 

sterile (New PKI) 
Yes Not available Updating 655,4 

          

Benzylpenicillin Procaine 
lecithinated with polysorbate 

sterile (ADL PKI) 
Yes Not available Updating 0 

          

Benzylpenicillin Procaine 
lecithinated without polysorbate 

sterile (New PKI) 
Yes 

Austria,Belgium, Estonia, 
Germany, Ireland, Latvia, 
Lithuania, Netherlands, 

Serbia, Slovenia, UK 

Updating 0 

          

Benzylpenicillin Potassium sterile 
(New PKI) 

Pending 
Validation 

Batches 
Not available 

Pending 
Validation 

Batches 
0 

          

Benzylpenicillin Potassium sterile 
(ADL PKI) 

Yes Not available Updating 719,9 

          

 



 

 

Product EUDMF 
Registration 

Countries 
USDMF 

Stock 
(kg) 

Ampicillin Sodium sterile Yes Japan Not available 3.609,5 

          

Ampicillin Trihydrate sterile Updating Not available Yes 673,3 

          

Amoxicillin Sodium sterile Yes Not available 
No USP 

monograph 
0 

          
 

Oral Portfolio 2021 

Product CEP/DMF USDMF 
Stock 
(kg) 

        

Amoxicillin Trihydrate powder Yes Yes 862,6 

        

Amoxicillin Trihydrate compacted Yes Yes 0 

        

Ampicillin Trihydrate powder 
(Regulated Markets) 

Yes Yes 1.910 

        

Ampicillin Trihydrate powder 
(Non-Regulated Markets) 

No No 830 

        

Ampicillin Trihydrate compacted Yes Yes 0 

        

Ampicillin Acid Anhydrous 
powder (Non-Regulated Markets) 

No No 7.481 

       

 


