


        For seven decades, Antibiotice has been pursuing its destiny of a reliable 
API and finished generics manufacturer.

Through our business plan The Future Together, we have designed our
development perspective up until 2030. We start the way to our future
destination using our experience, current and future manufacturing
capacities, developing generic medicines from Molecule to Market. 

We invite you to join us in building The Future Together!

Antibiotice Team
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•	 US-FDA & EU GMP worldwide leading manufacturer of Nystatin  
            APIs, also Nystatin API produced by Antibiotice is the 
            reference standard certified by the United States 
            Pharmacopeia

•	 EU GMP & US-FDA top manufacturer for penicillins-
            powders for injection: penicillins and penicillins in combination    
            with beta-lactam inhibitors

•	 20+ years presence in the US market with Nystatin API and    
            penicillin powders for injection

•	 One of the most modern European manufacturing 
            facilities for topical products: ointments, creams, gels, 
            suppositories and pessaries

•	 Manufacturing facilities for various pharmaceutical 
            solid oral forms: penicillin capsules, cephalosporin 
            capsules, non-penicillin capsules, tablets, film-coated 
            tablets, MR/SR tablets

•	 Diversified and customer-focused portfolio of products     
            intended to improve the quality of life: food supplements, 
            dermocosmetics, medical devices 

•	 Fully integrated, certified contract research organization    
            (CRO), specialized in Phase I Clinical Trials and Bioequivalence       
            studies

•	 Presence in 70+ countries worldwide

Who we are:

















•	 4 dedicated manufacturing lines:

	 • 2 manufacturing lines for ointments, creams, gels and 
            cutaneous pastes
            Aluminum tubes, Ø 13 - 35 mm; fill volume: from 6 to 150 g of 
            product;
            Plastic/laminated tubes, Ø 25 - 35 mm; fill volume: from 
            100 to 150 g of product; with the possibility of expansion to 
            smaller weights.

	 • 2 manufacturing lines for suppositories and pessaries
            Suppositories, fill volume: from 1 to 2.3 g, using PVC/PE 
            and Alu/PE foil as primary packaging;
            Pessaries, fill volume: from 2.5 to 2.8 g, using PVC/PE foil as 
            primary packaging 

•	 550 Tons – Yearly production capacity

	 • energetic efficiency- System BMS/EMS
            (Building Management System/Environment Monitoring System)

	 • flexibility in operation

	 • optimization of energy consumption

	 • state-of-the-art technology

	 • real-time process control

	 • product quality safety

	 • multiple monitoring parameters

•	 Worldwide presence through our partnerships, conducting 
            successful audits and cooperations with International Authorities.

•	 Product development in our Research & Development Center with      
            the possibility to manufacture in our new state-of-the-art facility.











Fully Integrated Certified 
Contract Research Organization

20 years of experience
        in Developing and
             Conducting Clinical Trials



The Clinical Trials Center (CTC) is a full-service Contract Research Organization (CRO), 
authorized by The National Agency for Medicines and Medical Devices of Romania, 
which performs phase I clinical trials and bioequivalence (BE) studies. 

The CTC benefits a fully integrated organizational structure located on one site, 
consisting of:
• a GCP certified Clinical Unit for Phase I clinical trials and bioequivalence studies;
• a GLP certified Analytical Unit - state-of-the-art laboratory equipment and technologies;
• a GMP certified IMP secondary packaging line.

Complete clinical services from protocol development to dossier application, in compli-
ance with the latest international regulations.

Services offered by Antibiotice’s Clinical Trials Center:

• Medical writing & Study Management 
• Bioanalytical services 
• Data Management & Biostatistics 
• Research and Development 
	 − Reverse engineering of the reference drug product 
	 − Development and validation of in-house analytical methods 
	 − Design of generic medicines, in different pharmaceutical forms: 
		  o conventional, modified release or gastro-resistant tablets 
		  o hard gelatin capsules 
		  o gels, creams, ointments 
		  o suppositories and pessaries 
		  o powders for solutions/suspensions for injection 
		  o solutions for injection
	 − Monitoring drug product through stability studies 
	 − Design of the manufacturing process 
	 − Pilot technology for research and development

• Regulatory expertise for EU, US and other countries for API’s and drug products
• Pharmacovigilance Services 









•	 Nystatin ATB contains a single polymorphic form, polymorph A 
            respectively.

•	 This polymorphic form A (dihydrate) is maintained after micronisation,               
            which proves a reproducible process.

•	 Purity and polymorphic stability ensures a clear advantage
            in the formulation of finished products, regardless of their
            pharmaceutical form (tablets, topical products or suspensions).

NYSTATIN  MICRONIZED
Quality according to current edition of the EP/ USP Pharmacopeia

• 	 PARTICLE SIZE    90% of particles no more than 10 µm
                                            100% of particles no more than 15 µm

•	 PACKING             polyetylene bags inserted in triple layer PET/ Al/ PE bags                                                              
                                            and placed in cardboard boxes

•	 STORAGE            store below 25°C in original packaging, protected 
                                            from light 

•	 RETEST                 36 months

NYSTATIN  NON-MICRONIZED
Quality according to current edition of the EP/ USP Pharmacopoeia

•	 PARTICLE SIZE     90% of particles no more than 45 µm

•	 PACKING              polyetylene bags inserted in triple layer PET/ Al/ PE 
                                             bags and placed in cardboard boxes

•	 STORAGE             store below 25°C in original packaging, protected 
                                             from light

•	 RETEST                  36 months
  



Contact data

International Sales - Finished Dosage Forms

P  +40 232 209 557 for Europe, North America, South America
    +40 232 209 197 for Asia-Pacific, Australia
    +40 232 209 635 for Middle East, Africa
    +40 232 209 143 for Republic of Moldavia, Ukraine, CSI
E  export@antibiotice.ro

Purchasing Department

P  +40 232 209 122
E  achizitii@antibiotice.ro

Clinical Trials Center

P  +40232 209 171
F  +40232 209 633
E  contact.cem@antibiotice.ro

Business Development

P  +40 232 209 544
E  bd@antibiotice.ro

International Sales - Active Ingredients

P  +40 232 209 502
E  export@antibiotice.ro





Antibiotice SA 

1 Valea Lupului Street, 
lasi 707410, Romania 
Phone: +40 (232) 209 000 
Fax: +40 (232) 209 633 
office@antibiotice.ro

www.antibiotice.ro


