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Company with a long tradition in manufacturing finished dosage forms: sterile 
powders for injections, capsules, tablets, ointments, gels, creams, suppositories, 
pessaries.

Complex portfolio for Hospital & Partners consisting of more than 30 products 
for Hospital use: penicillin, penicillin in combination with beta-lactams inhibitors, 
cephalosporins and carbapenems; updated dossiers for beta-lactam products.

Worldwide Leading Manufacturer of Nystatin API, vertically integrating 
several finished dosage forms using Nystatin.

Developed a various portfolio of products intended to improve the 
Quality of Life such as food supplements, dermato-cosmetics, 
women’s health products and medicines designed for the health 
of cardiovascular, osteo-articular and digestive systems. 

Upcoming launches of creams, ointments and pessaries supported 
by clinical studies, focused on Dermatology and Women’s Health. 

Internationally acknowledged certifications and approvals:

US-FDA approval for Nystatin and sterile powders for injection;

Certificate of Suitability to the European Pharmacopoeia (CoS) for Nystatin;

Good Manufacturing Practice (GMP) certificate for all manufacturing sites;

Good Laboratory Practice (GLP) for Bioanalytical Laboratories from Clinical 
Trials Center;

Integrated Management System (ISO 9001, ISO 14001, ISO 45001)

In-house Clinical Trials Center – a full-service Contract Research Organisation (CRO) 
authorised by the National Agency for Medicines and Medical Devices of Romania, 
specialized in Phase I Clinical Trials and Bioequivalence (BE) studies.

4 Representative O�ces in Vietnam (Hanoi), Ukraine (Kiev), Serbia (Novi Sad) 
and Moldova (Chisinau).

+60 Products registered in di�erent international markets.
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VANCOMYCIN Atb® 500 mg

VANCOMYCIN Atb® 1000 mg

vancomycin

vancomycin

** Dossier available for certain territories
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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 e�ciency- System BMS/EMS 
(Building Management System/Environment Monitoring System)

flexibility in operation

optimization of energy consumption

state-of-the-art-technology

real-time proces 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.



8

D – Dermatologicals
Rx/OTC

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

OTC

M – Musculo-skeletal system
Rx/OTC

Rx

Rx

OTC

OTC

OTC

** Dossier available for certain territories



international reliable partner

9



Rx/OTC

Rx/OTC

Rx/OTC

A – Alimentary tract and metabolism

B – Blood and blood forming organs

C – Cardiovascular System

OTC

Rx

OTC

OTC

OTC

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

10

NOVOGAST® 20 mg

** Dossier available for certain territories



11

Rx/OTC

Rx/OTC

C – Cardiovascular System

G – Genito-urinary system and sex hormones

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

** Dossier available for certain territories



12

Rx/OTC

Rx/OTC

Rx/OTC

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

Rx

OTC

OTC

Rx

Rx

Rx

Rx

J – Antiinfectives for systemic use

N – Nervous system

V03AB – Antidotes

** Dossier available for certain territories



13

Food suppliments

Cosmetic products
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Pipeline

Rx/OTC

J – Antiinfectives for systemic use

D – Dermatologicals
Rx/OTC
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A – Alimentary tract and metabolism
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10 mg/800 mg/165 mg

famotidine, 
calcium carbonate,
magnesium hydroxide

FAMOTIDINE/CALCIUM CARBONATE/
MAGNESIUM HYDROXIDE

Q2 2025

Q1 2025



15

Rx/OTC

Rx/OTC

G – Genito-urinary system and sex hormones

M – Musculo-skeletal system
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Nystatin ATB contains a single polymorphic form, polymorph A.

Polymorphic form A (dihydrate) is maintained after the Micronisation, 
which proves to be a repeatable, stable and reproducible process 
(stable crystal, which comes after Micronisation).

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 current edition of the EP/USP Pharmacopoeia

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 

SHELF LIFE 36 months

NYSTATIN NON-MICRONIZED
Quality according 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 

SHELF LIFE 36 months



Fully Integrated
Certified Contract
Research 
Organization

20 years of experience 
in Developing and 
Conducting Clinical Trials

Phase I / Bioequivalence Studies

The CTC features a fully 
integrated organization in 
one site and includes:
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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. 

For more than 20 years, many generic pharmaceutical companies have registered 
their products all over the world using our expertise in conducting clinical studies 
on Antibiotice’s site.

The CTC features a fully integrated organizational structure located on one site, 
consisting of:

a GCP inspected Clinical Unit; 

a GLP certified Analytical Unit – state-of-the-art laboratory equipment and 
technologies;

a GMP certified IMP secondary packaging line (for the packaging and labeling 
of investigational medicinal products).

Complete clinical services from protocol development to dossier 
application, in compliance with the latest international regulations

Client-oriented CRO

We o�er facilities and services for conducting Phase I clinical trials and bioequivalence studies 
for many medicinal products covering a broad range of therapeutic areas 

We o�er expert advice (scientific, regulatory) taking into account the current regulations for 
the biopharmaceutical industry and the requirements of regulatory agencies

We provide innovative and high – quality services, with integrity and reliability

We provide Quality Guarantee; our Internal Quality Assurance and Quality Control Units develop 
well-designed sets of Standard Operating Procedures (SOPs) and ensure that clinical trials are 
conducted according to the Harmonized European Legislation (ICH), Integrated Management 
System (ISO 9001, ISO 14001 ISO 45001), Good Clinical and Laboratory Practice guidelines and 
Helsinki Declaration
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Medical writing and Study Management

Clinical Project management 

Protocol development 

Informed consent forms, including local language ICFs (prepared and reviewed 
by the relevant country)  

Clinical trial reports according to the ICH E3 and eCTD format 

Regulatory applications and submissions to the EC & regulatory authorities

Archiving of essential trial documents and all the related data

Safety reporting and other pharmacovigilance activities related to the clinical studies

GCP monitoring and auditing  

Bioanalytical services: 

Development and validation of LC-MS/MS, LC-UV and LC fluorescence bioanalysis 

Quantification of multianalytes. metabolites, prodrugs, light and temperature – sensitive 
compounds in various biological matrixes

Transfer and revalidation of Sponsor method 

GLP auditing and quality control

Data Management & Biostatistics 

CRF design

Database Design and Validation

Medical Coding 

Data Entry 

Biostatistics 

PK; PK/PD analysis

Services o�ered by Antibiotice’s Clinical Trials Center
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Antibiotice SA

1 Valea Lupului Street, 
707410 Iași, Romania 
Phone: +40 232 209 000
Fax: +40 372 065 633
o�ce@antibiotice.ro

www.antibiotice.ro

Read more about 
our sustainability 
performance 
in our integrated 
report 2021


