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About the Report

5ANTIBIOTICE NON-&INANCIAL REPORT 2019
INTROD5CTION

RDThis 3  Non-financial Report of Antibiotice SA presents relevant information about 
the operations performed by the company during 2019, in both the Romanian market 
(where the production site is located) and the international ones. Such data contribute to 
the understanding of the impact of the companygs actions on the economy, society and 
natural environment. Thus, Antibiotice SA takes responsibility to improve the comparative 
indicators, which show how the company impacts on the natural, economic and social 
environments.

This Report approaches material (relevant) subjects, which were identified and resulted 
from the materiality analysis and the stakeholder consultation, to the purpose of ensuring 
transparency to the interested parties and partners.

Antibiotice SA hereby reports non-financial and diversity, in conformity with the 
requirements of the European Directive 2014�95�5E, transposed into the Romanian 
legislation by the Minister of Public &inance Orders no. 1938�2016 and 2844�2016. 
At the same time, the purpose of this document is to transcend the compulsory legal 
requirements and meet the best existing current international practices.

Thus, the non-financial report for 2019 was created based on the Sustainability Reporting 
Standards formulated by the Global Reporting Initiative (GRI). The employed standards 
are listed under the Index found at the end of the report.

The Non-financial Report 2019 is an integral part of the Annual &inancial Report 2019 
of the companygs governing board. The Report covers a period of one full calendar year 
(identical to the financial year, i.e. *anuary 1 – December 31, 2019), and the data are 
reported each year.

The most recent non-financial report was published in October 2019, and comprised 
Antibiotice SAgs results and performance in terms of sustainability in the reporting period 
*anuary 1 – December 31, 2018. No piece of information that was made available in the 
previous reports has been revised. The contents of this Report have not been audited by 
any third party. 

Antibiotice SAgs management team would like to express their thanks to all those who 
contributed to the fulfillment of the sustainability objectives of the company, as well 
as to the employees, partners and entities that took part in creating this Report.

After perusing the Report, you can send your comments and suggestions at:

!NTIBIOTICE 3!
3TR. 6ALEA ,UPULUI NR.�� 
������ )AþI� JUDEÈUL )AþI
4ELEFON: ��� �3� ��� ��� 
%MAIL: OFlCE ANTIBIOTICE.RO
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We strongly believe that people are born to assist and help one another and here, in 
Antibiotice, we wonder how many people we help get well, have a better, more decent 
life on a daily basis. We always pay attention to and concern ourselves with the efficiency, 
efficacy and safety of the medicines we manufacture as a result of the responsible policies 
we have committed to. Such policies start with the process of raw material acquisition 
from qualified, sustainable sources, and end with the serialization of the medicinal 
product packages and their distribution to hospitals and pharmacies. We make no 
compromise when it comes to our traceability and sustainability standards because 
our aim is to deliver the highest quality in everything we do.

Our stakeholdersg expectations get higher and higher, and therefore we permanently act 
in an ethical, responsible and transparent manner. In Antibiotice SA, we have in place 
and follow ethics and integrity codes, a code for good practices in interacting with health 
professionals, systems for reporting deviations, anti-corruption policies and procedures, 
all together representing our commitment to continuously improve the impact of our 
actions on the natural environment, employees, and community.

Our culture supports inclusion and diversity in all its aspects, i.e. gender, age, ethnicity, 
competence, work style, mentality. Embracing our employeesg ideas, expertise and 
approaches as well as providing a working environment that supports and respects 
people and their rights result in positive experiences for the employees, improves both 
employee retention and the business prospects of the company.

Our employees benefit from professional and personal development opportunities. 
We have fostered internal leaders, who have grown step by step and become important 
members of our team, because we intend to motivate and retain talents in our company. 
We support more than 1,400 jobs in a secure and pleasant environment, three different 
generations working side by side, in harmony and agreement in Antibiotice SA.

We are part of the local community and contribute directly and indirectly to the economy. 
Approximately half of the acquisitions are made from Romanian suppliers, and due to 
the fact that we manufacture and distribute locally, we generate added value and income 
for the state budget. We keep growing side by side with our partners from Romania 
and abroad, and conduct sustainable business projects in a transparent, fair and 
competitive way.

&or 64 years, we have been writing Antibioticegs success story together with our 
employees, business partners and the community to which we belong. We undertook 
to build a sustainable business that would have a positive impact on all the people 
involved in our activities, economy and natural environment. We will go on writing 
the story, with ambitious objectives and careful attention to what we will pass on to 
the future generations.

Dear friends, I am honored to bring forward Antibioticegs third sustainability report, 
which sets forth our involvement and commitment to responsible business practices 
for a sustainable development, aiming at doing more and better for human health.

Sustainable development has been essential for each stage of human evolution, 
and here, in Antibiotice, we believe that a responsible and sustainable behavior 
demonstrates respect and accountability to our business partners, employees, 
environment, and community.

Sixty-four years ago, when Antibiotice SA started operating, marked a crucial moment 
for the pharmaceutical industry in Romania. We were the pioneers of the local manu-
facturing of antibiotics. Since then, year by year, we have set bold targets, consolidated 
our presence both in Romania and international markets, and worked every day to 
accomplish our mission of making valuable medicinal products more accessible 
to patients, doctors and pharmacists.

We have celebrated our successes, learned the lessons taught by each challenge 
we have encountered, and concentrated our actions and knowledge to assume and 
implement good practices in all the areas of activity. 

We are glad and proud of who we have become and all we have achieved so far� still, 
we are constantly concerned with what we will leave behind, we think about the future 
and the coming generations, as when we talk about sustainability we talk about the 
future generations. 

We have constantly invested in creating a sustainable, complex and affordable 
portfolio of products in order to meet our patientsg more and more varied demands. 
The health of the consumers lies at the heart of our concerns and their needs have 
always guided our actions. To this end, we actively communicate with health 
professionals to define therapeutic solutions tailored to the current trends in medicine. 
In 2019, our teams of specialists succeeded in obtaining marketing authorizations for 
10 medicinal products intended for both the domestic and international market, 
and in completing 60 procedures for marketing authorization renewal. 

At present, we distribute our portfolio of more than 150 medicinal products designed 
for a wide range of diseases to almost all the hospitals and pharmacies in Romania 
and in over 70 countries worldwide. We have representative offices in the Republic of 
Moldova, Vietnam, 5kraine and a business office in Serbia, by means of which we get 
closer to the local consumers and healthcare systems, learn about and understand 
the consumption behavior more easily, and continually adapt to meet their needs.

CEOgs -essage
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Zero environmental 
sanctions/ 
Zero environmental 
sanctions

+ey economic figures

+ey environmental figures

+ey social figures

2018

2019

net turnover

of the 
employees 
are women

of the employees 
in middle management 
positions are women

average 
number of 
employees

employees 
attended 
professional 
training courses

of the 
employees 
are union 
members

recycling/recovery 
rate for the product 
packages placed 
on the market

contribution to the consolidated 
state budget and local budget

gross profit

390 6 million LEI/.
365.3 million LEI

5 .16%/5
55.06%

64%/

63%

1415/

1415
500/

665
78%/

77%

60%/

60%

95  million LEI/.4
83.9  million LEI

35. million LEI/2 
35.1 million LEI

Zero incidents of corruption  / Zero incidents of corruption

+ %13

Zero clinical bioequivalence trials discontinued preterm 
due to volunteersg safety reasons/ 
Zero clinical bioequivalence trials discontinued preterm 
due to volunteersg safety reasons

of the acquisitions were made 
from Romanian suppliers

43.71%/ 36%
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About  
Antibiotice SA

$QWLELoWLFe
V VKorW preVeQWDWLoQ

64 years after its establishment, Antibiotice is the most important Romanian manufacturer 
of generic medicines, whose mission to manufacture quality, safe and efficient products 
offers patients the hope of a healthy life. Our companygs headquarters and manufacturing 
site are located in the City of Iaþi, Romania.


Antibiotice SA  has as main activity the manufacture of basic pharmaceutical products, 
being a company with majority state capital, under the authority of the Ministry of Health. 
Since 1997, it has become a joint stock company (SA), after listing on the Bucharest Stock 
Exchange (ATB symbol). 

In 1955, when it started its activity, Antibiotice produced on an industrial scale the first 
antibiotic in Romania: the active substance Penicillin. Since then and until now, 
our company has developed its production site, so it currently has the most complex 
manufacturing structure in Romania, comprising 8 distinct manufacturing flows. 
One of them, the manufacturing flow of active substance obtained by biosynthesis is 
unique in our country.

Over time, through its own research, Antibiotice has produced a diverse range of 
generic medicines, currently having in its portfolio 160 finished medicinal products 

from 12 therapeutic classes (anti-infectives, cardiovasculars, dermatologicals, 
medicines for digestives and central nervous system). Most of the medicines 

produced by Antibiotice are prescription medicines. Our company has also in 
its portfolio non-prescription medicines (OTCs), food supplements and medical 
devices, designed to prevent diseases and increase the quality of life as well 
as the active substance Nystatin. &or over five years, the company has been 
the world leader in production of Nystatin, our product being the international 
reference standard.

Antibiotice SA has an active global presence, exporting its products to all 
continents, succeeding in making valuable medicines more accessible to the 

patients from Romania and from over 70 countries around the world. Expansion 
of its business in the international market in areas such as Asia (Southeast Asian 

countries, Russia, Commonwealth of Independent States), North America, Europe, 
Middle East and Africa led to the establishment of representative offices in Chiþinĝu 

(Republic of Moldova),  Kiev (5kraine) and Hanoi (Vietnam) as well as a sales office 
in Belgrad (Serbia).

This team numbering more than 1,400 employees, comprises  more generations and 
a high diversity of professions, from doctors, pharmacists, chemists and biologists to 
economists, engineers and technicians. Experienced specialists in specific fields such 
as drug research, quality assurance and control, production and marketing, 
contribute together to the total value created by the company.

In its 64 years of existence, Antibiotice SA has proved to be a modern and competi-
tive company, a knowledge and development-oriented company. Antibiotice is an 
organization which has demonstrated that the performance of the world pharmace-
utical industry can be achieved in Romania as well.
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 The trade name of the company recorded in the Trade Register, 
   in accordance with the legal requirements.
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7E MAKE OUR VALUABLE MEDICINES MORE ACCESSIBLE 
TO PATIENTS� PHYSICIANS AND PHARMACISTS. 
7E ALWAYS PUT OUR STRENGTH TO THE SERVICE OF THOSE 
WHO NEED OUR SUPPORT.

4HE (IPPOCRATIC SPIRIT THAT GUIDES THE PRACTICE OF MEDICINE 
AND PHARMACY ALSO GUIDES OUR ACTIONS. 7E ARE HONEST� 
COMPASSIONATE AND CONSTANTLY CONCERNED WITH MODERNIZING 
OUR ACTIVITY AND ENHANCING OUR PRODUCTS.

7E BELIEVE A VALUABLE MEDICINE IS NOT NECESSARILY AN 
EXPENSIVE ONE BUT A MEDICINE PEOPLE CAN AFFORD AND WHICH 
BRINGS THE COMPANY A REASONABLE PROlT. 0ROlT THAT SATISlES 
OUR SHAREHOLDERS AND ALLOWS US TO TARGET PERFORMANCE� 
PERMANENTLY INVESTING IN PEOPLE� TECHNOLOGY AND CAREFULLY 
SELECTED PARTNERSHIPS.

7E CHERISH EFlCIENCY� KNOWLEDGE AND SPIRIT OF COOPERATION 
WHICH ALLOW US TO FOCUS ON THE EVERCHANGING NEEDS OF 
OUR CUSTOMERS AND CONSUMERS. 

)N OUR COMPANY� WE PUT THE RIGHT PEOPLE IN THE RIGHT PLACE 
AT THE RIGHT TIME. 7E MUTUALLY ACKNOWLEDGE OUR PURPOSE 
AND VALUE� WHICH CREATES A SENSE OF CONNECTION AND GIVES 
US THE STRENGTH TO OVERCOME LIMITATIONS AND OBSTACLES. 

!S HUMAN BEINGS� WE CARE ABOUT OUR FELLOWS� WE SEEK 
TO BE CLOSE TO THEM� AND WE ALWAYS THINK ABOUT HOW TO 
IMPROVE THINGS THAT ARE IMPORTANT TO THEM.

Antibiotice -ission, 
6ision � 6alues

-anagement "oard
Management Board is responsible for the 
good governance of the company, being 
the highest management body and the 
supreme decision-making authority 
(except for the decisions taken by the 
General Meeting of Shareholders as requi-
red by law). The statutory responsibilities 
of the Management Board include 
establishing the strategic direction of the 
company, risk management, etc. Some 
responsibilities are exercised through the 
advisory committees: the Audit Committee, 
Nomination and Remuneration Committee 
and Trade Policy Committee.

According to the unitary administration 
system, Antibiotice SA is administered 
by the Management Board composed 
by 5 members: four non-executive and 
independent administrators (including 
the President of the Management Board) 
and one non-independent executive 
administrator in the person of the Vice-
President of the Board, who is also the 
companygs General Director. The five 
members of the Management Board 
guarantees the efficiency of the capacity 

Corporate governance 

to supervise, analyze and evaluate the 
activity of the directors, as well as the fair 
treatment of the shareholders. The term of 
office for a member of the Management 
Board is four years and may be renewed 
after an evaluation process. A non-execu-
tive member may be a member of the 
Management Board of Antibiotice for a 
maximum of three terms.

Management Board of Antibiotice SA 
delegates the operational management 
(current activity of the company) to the 
executive management. The Board is 
responsible for monitoring the companygs 
management, on behalf of the sharehol-
ders. The executive management consists 
of the General Director (who has a 
mandate from the Board) and specialty 
directors. There is a clear division of 
responsibilities between the Management 
Board and Executive Management. 
The Management Board seeks to ensure 
that its own decisions, those of the 
companygs management, of the General 
Meeting of Shareholders, as well as 
the internal regulations comply with 
the legal requirements and are properly 
implemented.

Since 2012, Antibiotice SA has adopted the principles and recommendations of the 
Corporate Governance Code of the Bucharest Stock Exchange, principles that underpin 
the fulfillment of our companygs good corporate governance standards.

A good corporate governance protects the interests of shareholders, contributing, in the 
long run, to maximizing the value of the shares they hold in the company and attracting 
new investors, by making transparent and streamlining the activities and processes.

Antibiotice SA is a public enterprise, which complies with the Emergency Ordinance of 
the Government (GEO) no. 109�2011 on the corporate governance of public enterprises. 
Corporate governance provides the Antibiotice shareholders and investors with access 
to accurate, quality, timely information. The companygs good governance practices are 
based on the Corporate Governance Code of Antibiotice SA which outlines the general 
framework for the activity of the Management Board. Elaborated according to the 
principles and recommendations of the Corporate Governance Code of the Bucharest 
Stock Exchange, the code includes, among others, the responsibilities of management 
structures, fair reward and motivation, investor relations, risk management system 
and internal control.

The Corporate Governance Code of Antibiotice SA was approved by the Management 
Board on *anuary 26, 2017.
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Antibiotice -ission, 
6ision � 6alues
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Corporate governance 
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-anagement "oard 
of Antibiotice SA 
on December 31, 2019

Dan-Octavian AleXandrescu� �� YEARS OLD
0RESIDENT OF THE -ANAGEMENT "OARD
2EPRESENTATIVE OF THE -INISTRY OF (EALTH
Elected as a member of the Board on 
September 29, 2018 (and then elected 
President) for a four-year term (the first 
term).
Primary care physician with competence in 
laparoscopic surgery and coordinator of 
the Department for Medicine and Medical 
Device Policy, within the Ministry of Health, 
since March 2017.
He does not own Antibiotice shares.


Ioan Nani� �� YEARS OLD
6ICE 0RESIDENT OF THE -ANAGEMENT "OARD
'ENERAL $IRECTOR
Reconfirmed as a member of the Manage-
ment Board on April 19, 2016 for a four-
year term (the third term)� he was then 
elected VicePresident by the members 
of the Management Board.
Mr. Nani is an economist specialized in 
management, a chartered accountant 
and a member of the Board since 2009 
as well as the companygs General Direc tor 
(1998–2008 and 2009 – present day).
He owns 1,513
 Antibiotice shares.

Cristian 6asile Grasu� �� YEARS OLD
-EMBER OF THE -ANAGEMENT "OARD
2EPRESENTATIVE OF THE -INISTRY OF (EALTH
Elected as a member of the Board on 
September 10, 2019, for a four-year term.
Physician, coordinator of the General 
Directorate of Health Care and Public 
Health of the Department for monitoring 
and coordinating the implementation 
of regional hospitals at the Ministry of 
Healt h, as well as coordinator of the 
priority actions of the Minister of Health.
He does not own Antibiotice shares.

Nicolae Stoian� �3 YEARS OLD
-EMBER OF THE -ANAGEMENT "OARD
2EPRESENTATIVE OF 3)& /LTENIA 
Elected as a member of the Board on 
April 19, 2016, for a four-year term 
(the second term).
Mr. Stoian is a chartered accountant, 
a tax consultant as well as a member of 
the Management Board of SI& Oltenia.
He does not own Antibiotice shares.

Elena CaliÈoiu� �� YEARS OLD
-EMBER OF THE -ANAGEMENT "OARD
2EPRESENTATIVE OF THE SHAREHOLDER 
3)& /LTENIA
Elected as a member of the Board 
on April 19, 2016, for a four-year term 
(the first term).
Ms. CaliÈoiu is a mechanic engineer 
and Director of Investments and Risk 
Management 5nit with SI& Oltenia.
She does not own Antibiotice shares.

Advisory Committees
The specialized advisory committees 
conducted investigations and analyzes, 
elaborated recommendations for the 
Management Board and submitted 
periodic reports on their activity to the 
Board.

Composition of the 
Advisory Committees of 
the -anagement "oard

1. Audit committee supports the Board in 
carrying out financial reporting, internal 
and external audit, risk management and 
internal control.

Cristian 6asile Grasu
Nicolae Stoian
Elena CaliÈoiu

2. Nomination and Remuneration 
Committee supports the Board in nomina-
ting the candidates for the Management 
Board, proposes the amount of remune-
ration for the members of the Board and 
Executive Management.

Dan-Octavian AleXandrescu
Elena CaliÈoiu

3. Trade Policy Committee supports the 
Board in setting the companygs policies 
and commercial relations.

Dan Octavian AleXandrescu
Nicolae Stoian

EXecutive management
Executive management of Antibiotice SA 
is provided by a General Director, who 
also holds the position of Vice President 
of the Management Board, together 
with nine specialty directors.

Composition of the EXecutive 
-anagement of Antibiotice SA 
on December 31, 2019

Ioan Nani� �� YEARS OLD
General Director and Vice President 
of the Management Board
He owns 1,513
 Antibiotice shares.

Cornelia -oraru� �� YEARS OLD 
Engineering, Investments � Strategic 
Projects 5nit
She owns 1,513
 Antibiotice shares.

Paula Luminiȑa Coman� �� YEARS OLD
Specialty Director
&inancial 5nit
She has no Antibiotice shares.

6asile Chebac� �� YEARS OLD
Specialty Director
Commercial � Logistics 5nit
He has no Antibiotice shares.


 The number of Antibiotice shares (ATB) held 
 on December 31 2016 (according to the latest 
 database held by Antibiotice for 2019).

More details on corporate governance 
are available in the 2019 Management 
Report or on the Antibiotice website – 
www.antibiotice.ro
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-ihaela -urariu� �� YEARS OLD
Specialty Director
Human Resources 5nit
She has no Antibiotice shares.

Cristina Diaconescu� �� YEARS OLD
Specialty Director
Research � Development 5nit
She owns 1,514
 Antibiotice shares.

Dana Elena Sĝcĝrescu� �� YEARS OLD
Specialty Director
Strategic Planning � Performance 
Management 5nit
She owns 222
 Antibiotice shares.

Iosif-Oliver Ababei� �� YEARS OLD
Specialty Director
1uality Assurance 5nit
He has no Antibiotice shares.

Liviu 6ĝtavu� �� YEARS OLD
Specialty Director
Legal 5nit
He has no Antibiotice shares.
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The economic performance of 
Antibiotice SA results from the consistent 
application of the strategies included in 
the business plan. The main diagnostic 
indicators highlight the managementgs 
ability to determine, through coherent 
and sustainable policies, the upward 
trend that the company had during the 
reporting period, as well as the continuous 
concern for constantly making the 
business more efficient and maintaining 
the financial balance.

 
 2019 2018 2017

Net turnover (LEI) 390 646 543 365 304 988 337 629 448 , ,  , ,  , ,

Gross profit (LEI) 35 179 893 35 088 611 35 361 430 , ,  , ,  , ,

Average number of employees  1415 14201415

Wage taxes and fees 40 034 467 36 123 811 34 169 838 , ,  , ,  , ,

Other taxes to the state budget 11 716 383 10 258 105 9 241 601 , ,  , ,  , ,

Clawback tax 42 210 924 36 484 839 29 923 031 , ,  , ,  , ,

Local taxes and fees 1 464 931 1 125 783 1 106 741 , ,  , ,  , ,

Total taxes and fees 95 426 705 83 992 538 74 441 211 , ,  , ,  , ,

Antibiotice SA is a joint stock company, 
for which the financial and non-financial 
reporting is performed annually. 
The financial reports of Antibiotice SA 
for the financial year ended on 
December 31, 2019, can be consulted 
in the 2019 Management Report.

Economic performance

The economic performance of Antibiotice SA in 2019
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Product portfolio

!BOUT A QUARTER 
OF THE SALES VALUE 

IS TRANSFERRED TO 
THE STATE BUDGET 
IN THE FORM OF 
TAXES AND DUTIES

( )95.4 million LEI

Antibiotice SA is the most important Romanian manufacturer of generic medicines, 
contributing to maintaining  the health of the Romanian people, but also of patients 
around the world. &or over six decades, our company has been a a reliable ally of the 
health system, acting with integrity and meeting the ethical principles in all its activities.

Our company has been constantly investing in technology, knowledge and human 
resources, thus maintaining the national and international standards that certify the safety, 
quality and efficiency of the 150 products from its portfolio (finished products and the 
active substance Nystatin).

Being permanently focused on ensuring a sustainable portfolio, Antibiotice has been 
constantly investing in identifying new opportunities to grow and diversify its current 
product portfolio, to develop new medicines consistent with the incidence of diseases 
and therapeutic trends. Constantly vigilant to the needs of health professionals and 
patients, our company reacts promptly to the demand for medicines, adapting 
and diversifying its portfolio for coping with the peculiar challenges faced by the 
health system.

infections (anti-infectives 
for systemic use and 
for tuberculosis) 

cardiovascular diseases

dermatological diseases

central nervous system (CNS) 
disorders

musculoskeletal disorders (-SDs)

hemorrhoidal disorders

diseases of the digestive tract

gynecological diseases

Our company has also a 
portfolio of adjuvant products 
for maintaining the health:

 food supplements

 dermato-cosmetics

 medical devices

 non-prescription 
 medicines (OTCs). 

Currently, the Antibiotice portfolio comprises medicines for: 
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          Anti-infectives

Antibiotice SA is a reliable partner for 
hospital doctors, through the complex 
portfolio of anti-infective medicines 
(beta-lactams, penicillins, cephalosporins, 
carbapenems and polymixins) and 
supports the National Tuberculosis 
Prevention, Surveillance and Control 
Programme (PNPSCT) by producing the 
full range of the first-line antituberculosis 
medicines and a part of the second-line 
antituberculosis medicine range.

(ospital�0artners is o ur portfolio of 
medicines for hospitals, the promotion 
focusing on developing good practices 
in the use of antibiotics, sustained by 

RDthe vAntibiotics of the 3  Millenniumv 
campaign.

This education and social responsibility 
program launched by Antibiotice SA is 
both for health professionals and  general 
public, and reflects the companygs concern 
as the anti-infective medicines to be 
correctly and judiciously used, in order to 
maintain their effectiveness for the future 
generations.

          Cardiovasculars

Cardiovascular diseases are the main 
cause of death in Romania and worldwide. 
An increased life expectancy, but also the 
incidence of obesity and diabetes, will lead 
to an increase in the number of patients 
with cardiovascular diseases. In order to 
support them, Antibiotice has developed 
a complex portfolio of medicinal products 
which can provide the complete therapy 
for cardiovascular diseases. This portfolio 
addresse s chronic conditions such as high 
blood pressure, angina pectoris and heart 
failure. The cardiovasculars from our 
portfolio ensures patientsgs access to the 
main drugs used in the therapy of 
cardiovascular diseases: beta-blockers 
(Bisotensǈ – bisoprolol, Noletǈ – nebivolol, 
Gladycorǈ – carvedilol), conversion 
enzyme inhibitors (Lisinopril Atbǈ, 
Ramipril Atbǈ), calcium channel blockers 
(Almacorǈ – amlodipine), statins 

(Rosuvastatina Atbǈ), sart ans (Candesartan 
Atbǈ), diuretics (Indapamida Atbǈ) and 
acetylsalicylic acid (Rompirinǈ E).

          Dermatologicals

In the Romanian market, Antibiotice SA is 
the leading producer of topical medicines 
in terms of quantity: ointments, creams, 
gels, suppositories and pessaries.

The topical medicines manufactured by 
Antibiotice fall in the following therapeutic 
classes: anti-inflammatories, antifungals, 
vasoprotectives, dermato-cosmetics and 
corticosteroids for dermatological use, 
antibiotics and products for genitourinary 
disorders.

Along with the traditional topical medici-
nes such as Nidoflorǈ cream (triamcino-
lone acetonide, neomycin, nystatin), 
&luocinolonǈ N ointment (fluocinolone 
acetonide, neomycin sulfate), Clafenǈ gel, 
cream and suppositories (diclofenac 
sodium), Hemorzonǈ suppositories and 
ointment (tetracycline, hydrocortisone 
acetate, benzocaine) or glycerin suppo-
sitories for adults and children, Antibiotice 
has created a new portfolio: the product 
range for womengs health: :ifexǈ complex 
pessaries (nystatin, neomycin, metronida-
zole, hydrocortisone acetate), :ifexǈ duo 
(metronidazole, clotrimazole), Nystatin 
Atbǈ and the dermato-cosmetics range 
;Cutadenǈ, Cutadenǈ Bebe, Tineroǈ 
(nicotinamide, dexpanthenol) and &luxivǈ 
cream (troxerutin, dexpanthenol)=.
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Antibiotice SA has been continuously 
developing its adjuvant portfolio for 
certain conditions with an increased 
incidence and for maintaining the human 
health: food supplements, dermato-cos-
metics, medical devices and non-pres-
cription medicines (OTCs).

,ife 1uality is the concept defined in 
medicine as the physical, mental and 
social well-being, as well as the ability 
of the individuals to perform their usual 
daily tasks.

Antibiotice supports the quality of life 
through the portfolio dedicated to:

 sdermatological health

 cardiovascular health

 womengs health

 well-being with the range of 
 standardized extracts, Nutriensaǈ. 
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In this context, under the ,ife Quality 
concept, our portfolio comprises solutions 
for the treatment of various diseases in 
the following areas: cardiovascular, 
genitourinary, musculoskeletal, dermato-
logy, digestive tract as well as  remedies 
to maintain homeostasis of the body, such 
as food supplements. 4he ,ife quality 
concept comprises the 7oMengs health 
portfolio and Nutriensaǈ range:

The Life Quality concept is intended to 
strengthen the identity of the portfolio 
for preventing and treating the obste-
trical and gynecological disorders�

Nutriensaǈ range is an umbrella 
brand for the food supplements 
manufactured by Antibiotice.

The Nutriensaǈ food supplements 
contain highest quality ingredients, in 
unique combinations of standardized 
plant extracts, vitamins, minerals and 
amino acids that can be administered 
without a prescription: Equilibraǈ, 
&ezivit Cǈ, &luxivǈ tablets, &luxivǈ 
cream, Lejerǈ, Silithorǈ, Sorisoǈ, 
Sprintenǈ. 

Nutriensaǈ range is intended to 
maintain the health of each organ 
and system in the human body 
(central nervous system, digestive 
tract, peripheral vascular system, 
musculoskeletal system), for personal 
care, prophylaxis or in case of mild 
symptoms. 

All the Antibiotice food supplements are 
formulated by our highly experienced 
research team and manufactured in com-
pliance with the same quality standards 
as medicines.

ǈNutriensa  brand of food supplements 
manufactured by Antibiotice
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Antibiotice SA has had a continuous 
presence in the Romanian pharmaceutical 
market for over 64 years. Antibiotice was 
the first South-East European company 
that produced penicillin in 1955, beco-
ming in time one of the pharmaceutical 
market leaders in Romania, an important 
manufacturer of finished medicines and 
active substances, with a 150-product 
portfolio covering 12 therapeutic classes 
(source: Cegedim SO). 

Antibiotice products are sold in almost 
all t he pharmacies from Romania (over 
8,000 pharmacies according to INS), in 
more than 360 public hospitals as well as 
in more than 160 private hospitals (units 
with beds).

Our company is intensely concerned 
with ensuring continuity in distribution, 
for an easy access of patients, doctors 
and pharmacists to medicines. To this 
end, Antibiotice concluded commercial 
contracts with the most important 
distributors which cover both the hospital 
and retail segment (the la tter also 
including the main chains of pharmacies 
with national coverage).

In the current context, in which the 
distributors focused their development 
efforts, setting up their own sales and 
communication channels with patients 
through the pharmacy chains and the 
number of independent pharmacies 
decreased year by year, Antibiotice has 

Domestic market

accordingly adapted its commercial and 
portfolio strategies. Thus, our companygs 
actions have been oriented towards 
adapting the product portfolio according 
to the specifics of the addressability 
segment (patients) of each partner 
distributor. We concluded long-term 
agreements with the main distributors, 
differentiated by product portfolios, 
so that patients have the certainty of 
an uninterrupted treatment with the 
medicines recommended by the 
prescriber. 

As regards the non-prescription medicines, 
food supplements, dermato-cosmetics, 
medical devices, Antibiotice provides for 
patients product ranges (Nutriensaǈ, 
Womengs health) in various, complete and 
diversified pharmaceutical forms to 
contribute to improving their health and 
increasing their quality of life.

Our company has developed a strong 
and competitive team of medical 
representatives for ensuring a two-way 
flow of information with the distributors, 
prescribers, pharmacists, patients, and 
consequently ensuring an easy access of 
patients to Antibiotice medicines which 
lead to an increased satisfaction of the 
clients. This team is also a professional 
support for the partner distributors in 
order to determine the dispersion of 
medical and commercial information in 
the territory, in as many pharmacies 
and medical offices as possible.

,EADER IN THE 
SEGMENT OF GENERIC 
ANTIINFECTIVES WITH A 

MARKET SHARE

,EADER IN THE SEGMENT 
OF GENERICS AND /4#S 

�SOLD IN HOSPITALS	 WITH A 

MARKET SHARE
31% 15.6%

The joint team of medical representatives, 
portfolio management, research-develop-
ment specialists which relate to the key 
opinion leaders (KOL) are permanently 
concerned to define therapeutic solutions 
adapted to current medical trends.

Antibiotice is a serious and important 
partner of the local health authorities both 
as a consultant on health policies in the 
field of communicable diseases (tubercu-
losis, syphilis) and chronic diseases (heart 
diseases) as well as a constant supplier 
of affordable medicines in hospitals. &or 
some of these medicines, our company is 
the only tenderer that meets the European 
GMP standards of the active substances.

The companygs activity reflects a constant 
interest in performance, in order to 
provide patients with quality, safe and 
effective products. Thus, in a fiercely 
competitive market, Antibiotice SA has 
consolidated its leading position in 
traditional market segments, recording 
notable performances:

leader in the segment of generics and 
non-prescription medicines (OTCs) 
sold in hospitals, with a 15.6� market 
share (source: Cegedim SO)�

leader in terms of quantity of sterile 
powders for injection (72.9�), 
ointments (23.9�) and suppositories 
(42.5�) (source: Cegedim SO). 
Because our company has been 
building one of the largest plants 

of solid and semisolid topical products 
in Europe, its strategy focuses on 
maintaining the leading status in the 
segment of topicals (ointments, 
creams, gels) intended in particular 
for dermatological, musculoskeletal 
and peripheral vascular inflammatory 
diseases. (source: Cegedim SO)�

thranked 6  in the segment of generics 
and OTCs (4.53� market share)

thranked 4  among the 128 manu-
facturers of prescription generics 
in the Romanian market 
(source: Cegedim SO)�

thranked 17  (among 230 companies) 
in the top of over-the-counter 
medicines and food supplements 
(source: Cegedim SO). All the food 
supplements produced by Antibiotice 
are based on the experience of its 
researchers, being manufactured in 
compliance with the quality standards 
met for medicines.

2120 A"O5T ANTI"IOTICE SA A"O5T ANTI"IOTICE SA
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019



Antibiotice SA has had a continuous 
presence in the Romanian pharmaceutical 
market for over 64 years. Antibiotice was 
the first South-East European company 
that produced penicillin in 1955, beco-
ming in time one of the pharmaceutical 
market leaders in Romania, an important 
manufacturer of finished medicines and 
active substances, with a 150-product 
portfolio covering 12 therapeutic classes 
(source: Cegedim SO). 

Antibiotice products are sold in almost 
all t he pharmacies from Romania (over 
8,000 pharmacies according to INS), in 
more than 360 public hospitals as well as 
in more than 160 private hospitals (units 
with beds).

Our company is intensely concerned 
with ensuring continuity in distribution, 
for an easy access of patients, doctors 
and pharmacists to medicines. To this 
end, Antibiotice concluded commercial 
contracts with the most important 
distributors which cover both the hospital 
and retail segment (the la tter also 
including the main chains of pharmacies 
with national coverage).

In the current context, in which the 
distributors focused their development 
efforts, setting up their own sales and 
communication channels with patients 
through the pharmacy chains and the 
number of independent pharmacies 
decreased year by year, Antibiotice has 

Domestic market

accordingly adapted its commercial and 
portfolio strategies. Thus, our companygs 
actions have been oriented towards 
adapting the product portfolio according 
to the specifics of the addressability 
segment (patients) of each partner 
distributor. We concluded long-term 
agreements with the main distributors, 
differentiated by product portfolios, 
so that patients have the certainty of 
an uninterrupted treatment with the 
medicines recommended by the 
prescriber. 

As regards the non-prescription medicines, 
food supplements, dermato-cosmetics, 
medical devices, Antibiotice provides for 
patients product ranges (Nutriensaǈ, 
Womengs health) in various, complete and 
diversified pharmaceutical forms to 
contribute to improving their health and 
increasing their quality of life.

Our company has developed a strong 
and competitive team of medical 
representatives for ensuring a two-way 
flow of information with the distributors, 
prescribers, pharmacists, patients, and 
consequently ensuring an easy access of 
patients to Antibiotice medicines which 
lead to an increased satisfaction of the 
clients. This team is also a professional 
support for the partner distributors in 
order to determine the dispersion of 
medical and commercial information in 
the territory, in as many pharmacies 
and medical offices as possible.

,EADER IN THE 
SEGMENT OF GENERIC 
ANTIINFECTIVES WITH A 

MARKET SHARE

,EADER IN THE SEGMENT 
OF GENERICS AND /4#S 

�SOLD IN HOSPITALS	 WITH A 

MARKET SHARE
31% 15.6%

The joint team of medical representatives, 
portfolio management, research-develop-
ment specialists which relate to the key 
opinion leaders (KOL) are permanently 
concerned to define therapeutic solutions 
adapted to current medical trends.

Antibiotice is a serious and important 
partner of the local health authorities both 
as a consultant on health policies in the 
field of communicable diseases (tubercu-
losis, syphilis) and chronic diseases (heart 
diseases) as well as a constant supplier 
of affordable medicines in hospitals. &or 
some of these medicines, our company is 
the only tenderer that meets the European 
GMP standards of the active substances.

The companygs activity reflects a constant 
interest in performance, in order to 
provide patients with quality, safe and 
effective products. Thus, in a fiercely 
competitive market, Antibiotice SA has 
consolidated its leading position in 
traditional market segments, recording 
notable performances:

leader in the segment of generics and 
non-prescription medicines (OTCs) 
sold in hospitals, with a 15.6� market 
share (source: Cegedim SO)�

leader in terms of quantity of sterile 
powders for injection (72.9�), 
ointments (23.9�) and suppositories 
(42.5�) (source: Cegedim SO). 
Because our company has been 
building one of the largest plants 

of solid and semisolid topical products 
in Europe, its strategy focuses on 
maintaining the leading status in the 
segment of topicals (ointments, 
creams, gels) intended in particular 
for dermatological, musculoskeletal 
and peripheral vascular inflammatory 
diseases. (source: Cegedim SO)�

thranked 6  in the segment of generics 
and OTCs (4.53� market share)

thranked 4  among the 128 manu-
facturers of prescription generics 
in the Romanian market 
(source: Cegedim SO)�

thranked 17  (among 230 companies) 
in the top of over-the-counter 
medicines and food supplements 
(source: Cegedim SO). All the food 
supplements produced by Antibiotice 
are based on the experience of its 
researchers, being manufactured in 
compliance with the quality standards 
met for medicines.

2120 A"O5T ANTI"IOTICE SA A"O5T ANTI"IOTICE SA
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019



%XPORT n 

40% 
OF THE COMPANYgS 
TURNOVER 

World leader
IN THE PRODUCTION OF 
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530 )NTERNATIONAL 
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Operational 
sales 
representatives 
IN 6IETNAM� 5KRAINE� 
2EPUBLIC OF -OLDOVA 
AND 3ERBIA

)NTERNATIONALLY RECOGNIZED 
certifications 
and 
autorizations

that these territories have similarities in 
consumption and therapeutic behaviors 
with the Romanian market, this leading 
to applying to strategies similar to those 
applied in Romania as regards the 
product portfolios, business models 
and promotion actions. 

The result of this international develop-
ment strategy has been reflected in a 
steady increase in the degree of accessi-
bility of the finished products exported by 
our company for the patients worldwide. 
In this way, Antibiotice supports the 
international health systems, some of them 
from emerging countries, with accessible 
and quality generic medicines, always 
adapting the form of packaging and 
therapeutic doses to the specifics of the 
population and route of administration in 
these countries.

Antibiotice is the world leader in the 
manufacture of the active substance 
Nystatin – the only pharmaceutical Roma-
nian product obtained by a biosynthesis 
process, our product being the 5SP 
reference standard approved by &ood 
and Drug Administration (&DA).

In 2019, our company started investments 
both in technological processes and form 
of packaging of the active substance 
Nystatin, strong premises for improving 
the product quality. These investments 
meet the increasingly diversified require-
ments in the context of business 
internationalization.

External trade relations have materialized, 
over time, in collaborations with over 
200 business partners. In this context, 
the export of the Antibiotice products in 
various markets required the conclusion of 
distribution and representation (agency) 

agreements by which our company can be 
assured that each local distributor of our 
products is well represented in the market 
(covered market share, sales structure – 
own pharmacy chains, promotion teams), 
has the capacity to register and market the 
Antibiotice products, elaborate long-term 
development strategies and identify new 
products that lead to a growing and 
sustainable evolution of our company in 
these markets.

The business model adopted by 
Antibiotice is one based on integrity, 
competitiveness, ethics and transparency. 
Our relations with business partners are 
based on a non-exclusivity and mutual 
benefit, meeting the national legislations 
specific to the countries where our own 
products are registered and marketed.

!SIA  36%

.ORTH !MERICA  22% %UROPE  16%

-IDDLE %AST � !FRICA 10%

2USSIA � #)3  7%

International sales breakdown 2019

The development strategy implemented 
in the recent years turned Antibiotice from 
a local into an international company, 
with representative offices in Vietnam, 
Republic of Moldova, 5kraine and a local 
office in Serbia. Antibiotice SA conducts 
its business on all the continents of the 
world and sells a portfolio comprising 
95 finished products and the active 
subtance Nystatin. 

Well-known as a pioneer in the production 
of penicillin (started only a decade after 
i ts discovery by Alexander &leming), our 
company is currently an international 
supplier of simple and combined 
penicillins in the 5SA, Vietnam, Republic 
of Moldova, Hungary, the Netherlands, 
Denmark.

In 2019, our export increased to 40� from 
turnover, and the main growth engine was 
the sale of finished products. The sales in 
the ATB territories, where our company 
opened its own representative offices, 
recorded a 65� increase compared to 
2018. In Vietnam, for instance, Antibiotice 
has become the main exporter of finished 
products from Romania. 

Last year, Antibiotice launched interna-
tionally 10 products and concluded new 
partnerships for extending its finished 
product portfolio, which created a 
sustainable basis for the internationali-
zation of the business.

The opening of representative offices in 
foreign markets started from the principle 

&oreign markets

3OUTH !MERICA

9%
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The value chain has a fundamental role 
in the activity of Antibiotice and involves 
going through precise steps and rigorous 
procedures through which the company 
creates value both for itself and for its 
partners. Minimizing the impact on the 
environment, as well as ensuring compli-
ance with the principles of sustainable 
development are constant concerns 
throughout all the activities integrated 
in the value chain.

The process begins with identifying long-
term v iable therapeutic solutions followed 
by research and development of new 
pharmaceutical products, our company 
having permanently under consideration 
the assurance of quality, safety and 
efficiency standards.

Suppliers of raw materials are selected on 
the basis of compliance of their quality 
system with the international good 
manufacturing practice standards (GMP). 
This way, Antibiotice uses only quality 
raw materials purchased from authorized 
manufa cturers who are our reliable 
partners in the mission of developing a 
sustainable business.

As regards the indirect procurement 
procedure for services or products that are 
not directly related to the manufacturing 
process of medicinal products, suppliers 
are evaluated on the basis of economic 
selection criteria, respecting the 3Es 
concept: Economy, Efficiency, and 
Effectiveness.

Throughout the value chain, our companygs 
aim is to constantly optimize the pr oduc-
tion, packaging, storage and transport 
processes, as a guarantee that its medicinal 
products reach the final consumers in the 
best conditions.

6alue chain
In the final phase of the value chain, 
our products leave the Antibioticegs 
warehouses and enter our distribution 
partnersg warehouses, from where they 
are delivered in the hospital pharmacies 
vafter winning the tendersv and in the retail 
pharmacies.

Our companygs promotion team, through 
an ethical promotion and by developing 
continuous medical education programs 
dedicated to health specialists, aims to 

24 25

increase the degree of accessibility, 
contributing to the balanced absorption 
of Antibiotice products in consumption.

The teams of specialists within Antibiotice 
SA are actively involved in the timely 
identification of elements that could slow 
down the processes in the value chain, 
intervening so that risks are minimized and 
procedures are constantly improved. 

A"O5T ANTI"IOTICE SA A"O5T ANTI"IOTICE SA
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019

Domestic 
suppliers

Domestic
clients 

 

utilities 
(water, gas, 

energy)  

goods 
(consumables, raw materials, 
packages, finished products 

under contract manufacturing)

services

pharma

other 

other 

areas 

areas 

External 
suppliers 

External
clients 

services

transport

pharma

DISTRIBUTORS retail (national chains, 
independent pharmacies)

retail (national chains, 
independent pharmacies)

hospital (state, private) 

hospital (state, private) 

GOODS 
CLINICAL STUDIES 
FOOD �CANTEEN	 

DISTRIBUTORS

LICENSES
CLINICAL STUDIES our own car fleet 

services provided 
by third parties 

Distribution

Procurement goods 
(materials, 

raw materials, 
food)

consultancy

licenses (product and clinical 
studies)

transport

IT software

training

financial (insurances, auditors) 

health 

marketing 
(advertising, merchandising) 

legal

licenses (product and 
clinical studies) 

transport

IT software 

training

financial (insurances, 
auditors, customs) 

documents (CCI)



The value chain has a fundamental role 
in the activity of Antibiotice and involves 
going through precise steps and rigorous 
procedures through which the company 
creates value both for itself and for its 
partners. Minimizing the impact on the 
environment, as well as ensuring compli-
ance with the principles of sustainable 
development are constant concerns 
throughout all the activities integrated 
in the value chain.

The process begins with identifying long-
term v iable therapeutic solutions followed 
by research and development of new 
pharmaceutical products, our company 
having permanently under consideration 
the assurance of quality, safety and 
efficiency standards.

Suppliers of raw materials are selected on 
the basis of compliance of their quality 
system with the international good 
manufacturing practice standards (GMP). 
This way, Antibiotice uses only quality 
raw materials purchased from authorized 
manufa cturers who are our reliable 
partners in the mission of developing a 
sustainable business.

As regards the indirect procurement 
procedure for services or products that are 
not directly related to the manufacturing 
process of medicinal products, suppliers 
are evaluated on the basis of economic 
selection criteria, respecting the 3Es 
concept: Economy, Efficiency, and 
Effectiveness.

Throughout the value chain, our companygs 
aim is to constantly optimize the pr oduc-
tion, packaging, storage and transport 
processes, as a guarantee that its medicinal 
products reach the final consumers in the 
best conditions.

6alue chain
In the final phase of the value chain, 
our products leave the Antibioticegs 
warehouses and enter our distribution 
partnersg warehouses, from where they 
are delivered in the hospital pharmacies 
vafter winning the tendersv and in the retail 
pharmacies.

Our companygs promotion team, through 
an ethical promotion and by developing 
continuous medical education programs 
dedicated to health specialists, aims to 

24 25

increase the degree of accessibility, 
contributing to the balanced absorption 
of Antibiotice products in consumption.

The teams of specialists within Antibiotice 
SA are actively involved in the timely 
identification of elements that could slow 
down the processes in the value chain, 
intervening so that risks are minimized and 
procedures are constantly improved. 

A"O5T ANTI"IOTICE SA A"O5T ANTI"IOTICE SA
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019

Domestic 
suppliers

Domestic
clients 

 

utilities 
(water, gas, 

energy)  

goods 
(consumables, raw materials, 
packages, finished products 

under contract manufacturing)

services

pharma

other 

other 

areas 

areas 

External 
suppliers 

External
clients 

services

transport

pharma

DISTRIBUTORS retail (national chains, 
independent pharmacies)

retail (national chains, 
independent pharmacies)

hospital (state, private) 

hospital (state, private) 

GOODS 
CLINICAL STUDIES 
FOOD �CANTEEN	 

DISTRIBUTORS

LICENSES
CLINICAL STUDIES our own car fleet 

services provided 
by third parties 

Distribution

Procurement goods 
(materials, 

raw materials, 
food)

consultancy

licenses (product and clinical 
studies)

transport

IT software

training

financial (insurances, auditors) 

health 

marketing 
(advertising, merchandising) 

legal

licenses (product and 
clinical studies) 

transport

IT software 

training

financial (insurances, 
auditors, customs) 

documents (CCI)



The manufacturing site, which also hosts the 
headquarters of Antibiotice SA is located in 
the City of Iaþi. With eight manufactuing 
flows verified and GMP certified by the 
National Agency for Medicines and Medical 
Devices (NAMMDR), our company has the 
most complex pharmaceutical manufacturing 
structure in the country.

Seven manufacturing flows produce generic 
medicines for human use in various pharma-
ceutical forms (capsules, tablets, sterile 
powders for inj ection, ointments, creams, 
gels, suppositories, pessaries etc.). The 
eighth flow is intended for the production 
of active susbtances. Since 1985, on this 
manufacturing flow, through a unique 
process in Romania (industrial biosynthesis), 
Antibiotice has been producing Nystatin, 
an antifungal product. Its technology was 
improved between 1995–1997 and the 

manufacturing process started to be 
optimized since 2006 which led to a 
significant increase in th e productivity of this 
active substance. As a result, since 2012, 
Antibiotice has become the world leader 
in the production of this active substance.

1uality of our sterile powders for injection 
and active substance Nystatin is confirmed 
by the approval granted by the &ood and 
Drug Administration (&DA), the American 
pharmaceutical regulatory authority.

&or conducting phase I clinical and 
bioequivalence studies, our company set up 
in 2006 its own Center for Clinical Studies, 
periodically authorized by NAMMDR. The 
Analytical Laboratory within this Center is 
also certified by NAMMDR according to the 
Good Laboratory Practice (GLP) standards.

These certifications and authorizations 
demonstrate the companygs ongoing 
concern for the quality of its products, which 
is ultimately reflected in its commitment 
and responsibility towards the health of 
consumers, employees and environment. In 
this regard, the processes within Antibiotice 
are carried out according to the Integrated 
Management System of quality, environment, 
occupational health and safety. This frame-
work governs all the processes, starting from 
research-development, supply, production, 
control to the distribution of medicines to 
the patients. Certified for the first time in 
2007, our companygs Integrated Manage-
ment System received the latest certification 
in December 2019, after the audit 
conducted by T5V Rheinland Cert GmbH.

!NTIBIOTICEgS POLICY ON QUALITY� ENVIRONMENT� 
OCCUPATIONAL HEALTH AND SAFETY: 
HTTPS:��BIT.LY��N':3,I. 

Compliance with the requirements of the 
quality management system is pursued, 
internally, by specialists of the dedicated 
structures (through rigorous policies and 
procedures), and externally, by business 
partners (through periodic audits) and by 
the Romanian authorities (NAMMDR, 
ANSVSA) and from the countries in which 
the Antibiotice products are authorized 
(through inspections).

Pyramid model of the quality 
management system in Antibiotice SA

1uality 
policy

1uality manual

System procedures

Operating procedures, working 
instructions, validation protocols etc.

"atch files, forms, registers, reports etc.

Antibioticegs 
manufacturing site

The 1uality Management System implemen-
ted by Antibiotice in accordance with the 
E5 GMP requirements and ISO standards 
complies also with the GMP requirements of 
5S &DA (a fact attested by the Acceptance 
Letter obtained in 2017). This recognition 
has increased the confidence of our inter-
national partners in the robustness and 
performance of the quality system imple-
mented by Antibiotice, making possible 
the communication in a common language 
and openness to the whole world.

-edicine serialization
As a manufacturer of generic medicines, 
Antibiotice SA aligned with the provisions of 
the &alsified Medicines Directive 2011�62�E5 
(E5 &MD), adopted by the European 5nion 
to combat the counterfeiting of medicines. 
Starting with &ebruary 2019, the process of

                                      pharmaceutical seriali-
                               zation has started on all 
our companygs manufacturing flows.

Serialization involves verifying, in real time, 
the authenticity of each medicine wherever 
it is in the chain between the manufacturer 
and patient. All medicines receive two new 
safety elements: a computer code (a unique 
code printed on the package) and a physical 
one (a seal that is easily broken on any 
attempt to open the package). Serialization 
is mandatory for all the prescription medi-
cines for human use. In our company, the 
sealing of the secondary packaging of 
medicines in the form of capsules and 
tablets is done by gluing, and of  those in 
the form of ointments, suppositories and 
parenteral products, through a transparent 
plastic film.

Standards, licenses, authorizations and certificates valid as of December 31, 2019 

30 & 
-anufacturing 
authorization

Manufacturing authorization for the production of medicines for human 
use, including the investigational medicinal products issued by the National 
Agency for Medicines and Medical Devices of Romania (NAMMDR).

Recertification when 
changing the certifi-
cation conditions

December 2, 2019

RO 03 
Authorization

Authorization for the manufacture of veterinary medicinal products issued 
by ANSVSA (National Sanitary Veterinary and &ood Safety Authority).

Recertification every 
3 years

 April 11, 2019

7&sp/2019 
Authorization

Authorization for the manufacture of preparations containing narcotic and 
psychotropic substances issued by the Ministry of Health.

Annual 
re-authorization

&ebruary 4, 2019

861/2018 
Authorization

Authorization to conduct clinical trials in the field of medicinal products 
issued by NAMMDR.

Recertification every 
2 years

*uly 12, 2018

1/2011 
Authorization

Integrated Environmental Authorization issued by ARPM (Regional 
Environmental Protection Agency) Bacĝu.

Annual approval, revisi-
on�reauthorization when 
changing the conditions 
of authorization

March 30, 2018

303/2010 
Authorization

Water management Permit issued by AAR (vRomanian Watersv 
Administration) Prut-BŢrlad.

Review � re-authorization 
when changing the 
authorization conditions

December 20, 2010

023/2018/RO 
G-P Certificate

GMP certificate issued by NAMMDR following the inspection of the 
manufacturing, packaging and testing operations for ointment quality 
control (medicines for human use).
The manufacture of medicinal products is carried out in accordance with 
the Good Manufacturing Practice Guideline, issued and used by NAMMDR 
for the assessment of applications for manufacturing authorization and for 
inspection of manufacturers of medicinal products for human use, based 
on quality risk management principles.
The manufacturing authorization system guarantees that all the authorized 
medicines are manufactured only by authorized manufacturers whose 
activities are regularly inspected by the competent authority.

Recertification every 
3 years

*une 5, 2018 
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in December 2019, after the audit 
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ted by Antibiotice in accordance with the 
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complies also with the GMP requirements of 
5S &DA (a fact attested by the Acceptance 
Letter obtained in 2017). This recognition 
has increased the confidence of our inter-
national partners in the robustness and 
performance of the quality system imple-
mented by Antibiotice, making possible 
the communication in a common language 
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-edicine serialization
As a manufacturer of generic medicines, 
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(E5 &MD), adopted by the European 5nion 
to combat the counterfeiting of medicines. 
Starting with &ebruary 2019, the process of
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Serialization involves verifying, in real time, 
the authenticity of each medicine wherever 
it is in the chain between the manufacturer 
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code printed on the package) and a physical 
one (a seal that is easily broken on any 
attempt to open the package). Serialization 
is mandatory for all the prescription medi-
cines for human use. In our company, the 
sealing of the secondary packaging of 
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tablets is done by gluing, and of those in 
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The manufacture of medicinal products is carried out in accordance with 
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inspection of manufacturers of medicinal products for human use, based 
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Recertification every 
3 years

*une 5, 2018 

26

Type of 
authorization

Description Recertifications Date of last 
certification

27A"O5T ANTI"IOTICE SA A"O5T ANTI"IOTICE SA
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019



Affiliations
The 64 years of continuity and expertise in 
the pharmaceutical field make Antibiotice 
SA an important partner for the national 
professional entities, contributing to the 
development of the economy, and 
especially of the Romanian pharmaceutical 
market for the benefit of patients and, 
implicitly, of the society. Membership in 
these organizations facilitates also the 
continuous improvement of our own 
business procedures and practices in line 
with the market trends, legislative 
requirements and, last but not least, with 
the integration of sustainability principles 
in the business plans.

Chamber of Commerce and Industry 
of "ucharest and Iaþi represents and 
supports the interests of member 
companies and business community in 
Iaþi County ( ).WWW.CCIB.RO� WWW.CCIASI.RO

Antibiotice is a member of the Manage-
ment Board of CCI Iaþi, and Ioan Nani 
holds the position of &irst Vice President.

Romanian Association of the Self-Care 
Industry (RASCI) – brings together 
manufacturers, importers and 
distributors of over-the-counter (OTC) 
medicines, food supplements and 
personal care medical devices, active 
on the Romanian market ( ).WWW.RASCI.RO

5nion of Industrial Producers of Drugs 
from Romania (PRI-ER) – brings 
together the leading manufacturers 
of medicines with production facilities 
in Romania.

National Association of Romanian 
EXporters and Importers ( ANEIR) – 
promotes the interests of the member 
companies.

Affiliations and awards

Romanian Investor Relations 
Association (ARIR) – contributes to 
the implementation of best practices 
in investor communication and 
corporate governance of companies 
listed on the Bucharest Stock Exchange 
( ).WWW.ARIR.RO

Organization for Serializing -edicines 
(OS-R) – established for the imple-
mentation of the European Directive 
no. 2011�62�5E on falsified medicines 
and safety rules for the packaging 
of prescription medicinal products for 
human use ( ). WWW.OSMR.RO

056/2019/RO G-P 
Certificate

GMP certificate issued by NAMMDR following the inspection of the 
manufacturing, packaging and testing operations for the quality control 
of sterile products, powders for solutions�injectable suspensions 
(medicines for human use).

Recertification every 
3 years

December 2, 2019

041/2017/RO G-P 
Certificate

GMP certificate issued by NAMMDR following the inspection of the 
manufacturing, packaging and testing operations for the quality control of 
ointments, suppositories, capsules and tablets (medicines for human use).

 Recertification every 
3 years

August 11, 2017

040/2017/RO G-P 
Certificate

GMP certificate issued by NAMMDR following the inspection of the 
manufacturing, packaging and testing operations for the quality control 
of suppositories, capsules and tablets (medicines for human use).

Recertification every 
3 years

August 11, 2017

055/2019/RO G-P 
Certificate

GMP certificate issued by NAMMDR following the inspection of the 
manufacturing, packaging and testing operations for the quality control 
of the active substance Nystatin.

Recertification every 
3 years

December 2, 2019

58/2019/RO G-P 
Certificate

GMP certificate issued by NAMMDR following the inspection of the 
manufacturing, packaging and testing operations for the quality control 
of the veterinary medicinal products.

Recertification every 
3 years

April 11, 2019

5S &DA 
EIR Acceptance 

5S &DA Establishment Inspection Report Acceptance is the inspection 
report issued by &DA after the inspection of the manufacturing flow of 
powders for solutions�injectable suspensions and manufacturing flow 
of the active substance Nystatin.

Pperiodic 
recertification 
with risk analysis 

*une 2, 2017

GLP 49 Certificate GLP certificate issued by NAMMDR following the inspection of the 
Bioanalytical Laboratory within the Antibiotice�s Center for Clinical Studies.
GLP consists of a set of principles that ensure the quality and integrity 
of non-clinical trials.

 Recertification every 
3 years

*uly 5, 2017 

ISO 9001:2015 1uality Management System ISO 9001:2015 is an international standard 
that specifies the requirements that the quality management system must 
meet in order for the company to be able to provide quality products.

Annual supervision 
and recertification 
every 3 years

December 3, 2017

December 8, 2017 ISO 14001:2015 Environmental Management System ISO 14001:2015 is an international 
standard that specifies the requirements that an environmental 
management system must meet in order for the company to increase 
its environmental performance.

Annual supervision 
and recertification 
every 3 years

O(SAS 18001:2007 Occupational health and safety management system OHSAS 18001:2007 
is the international standard that sets out the requirements that an 
occupational health and safety management system must meet in order 
for the company to control risks and improve its OHSAS performance.

Annual supervision 
and recertification 
every 3 years

*anuary 10, 2018

R1-CEP 2003-096 
Certificate Rev 02

Certificate of Suitability with the European Pharmacopeia (CEP) for the 
active substance Nystatin, issued by the European Directorate for the 
1uality of Medicines (ED1M).
CEP confirms that a pharmaceutical substance or an active substance 
is produced according to the requirements of the corresponding 
monograph in the European Pharmacopoeia.

Recertification at 
each change of 
information in the 
Master &ile of the 
Active Substance 
(ASM&)

December 4, 2018

10 Certificate Certificate of conformity for aluminum tubes used in the packaging of 
ointments, creams and gels.

Recertification every 
3 years

 March 21, 2018

11 Certificate Certificate of conformity for screw caps and membrane penetration 
devices used for closing aluminum tubes with ointments, creams and gels.

Recertification every 
3 years

March 21, 2018

12 Certificate Certificate of conformity for the metal caps for closing the vials with 
antibiotic products.

Recertification every 
3 years

March 21, 2018
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Recertification every 
3 years

December 2, 2019
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Annual supervision 
and recertification 
every 3 years

December 3, 2017

December 8, 2017 ISO 14001:2015 Environmental Management System ISO 14001:2015 is an international 
standard that specifies the requirements that an environmental 
management system must meet in order for the company to increase 
its environmental performance.

Annual supervision 
and recertification 
every 3 years

O(SAS 18001:2007 Occupational health and safety management system OHSAS 18001:2007 
is the international standard that sets out the requirements that an 
occupational health and safety management system must meet in order 
for the company to control risks and improve its OHSAS performance.

Annual supervision 
and recertification 
every 3 years

*anuary 10, 2018

R1-CEP 2003-096 
Certificate Rev 02

Certificate of Suitability with the European Pharmacopeia (CEP) for the 
active substance Nystatin, issued by the European Directorate for the 
1uality of Medicines (ED1M).
CEP confirms that a pharmaceutical substance or an active substance 
is produced according to the requirements of the corresponding 
monograph in the European Pharmacopoeia.

Recertification at 
each change of 
information in the 
Master &ile of the 
Active Substance 
(ASM&)

December 4, 2018

10 Certificate Certificate of conformity for aluminum tubes used in the packaging of 
ointments, creams and gels.

Recertification every 
3 years

 March 21, 2018

11 Certificate Certificate of conformity for screw caps and membrane penetration 
devices used for closing aluminum tubes with ointments, creams and gels.

Recertification every 
3 years

March 21, 2018

12 Certificate Certificate of conformity for the metal caps for closing the vials with 
antibiotic products.

Recertification every 
3 years

March 21, 2018
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The main purpose of the risk management 
activity is to help understand and identify 
the risks to which the company is exposed, 
so that they can be anticipated and 
managed, without affecting the effective 
achievement of objectives. By ensuring a 
comprehensive risk control, an acceptable 
level of risk exposure is maintained at 
minimal cost. Knowing the threats will 
allow them to be ranked according to the 
probability of their materialization and 
extent of the consequences on the objec-
tives, but also depending on the expected 
costs for implementing the actions to 
reduce the probability of their occurrence 
or to limit their effects on objectives.

At Antibiotice, risk management complies 
with the legal and regulatory requirements 
in force for identifying, assessing, mana-
ging and reporting the risks (Order of the 
Secretary General of the Government 
No. 400�2015, amended and supplemen-
ted by OSGG no. 200�2016 and OSGG 
no. 600�2018, Corporate Governance 
Code of the Bucharest Stock Exchange).

The Antibioticegs risk management 
objectives are:

to understand the risks to which our 
company is exposed, the causes, 
as well as to set the the general and 
specific objectives�

to improve our companygs risk 
profile by managing the process of 
identifying, assessing and managing 
risks and by implementing the control 
measures necessary to maintain 
risk exposure in the tolerable area.

Risk -anagement

Awards

The economic and social results that our company obtained during the reporting 
period materialized in obtaining honorary awards. These awards are a proof of 
our companygs performance, transparency and integrity:

&irst-place National Prize� IN THE CATEGORY )NDUSTRY� VERY LARGE ENTERPRISES� 
MANUFACTURE OF BASIC PHARMACEUTICAL PRODUCTS� GRANTED BY THE #HAMBER 
OF #OMMERCE AND )NDUSTRY OF 2OMANIA� WITHIN THE .ATIONAL 4OP OF 
#OMPANIES �����

Ranked first IN THE )NDUSTRY CATEGORY� VERY LARGE ENTERPRISES� MANUFACTURE 
OF BASIC PHARMACEUTICAL PRODUCTS� AN AWARD GRANTED BY THE #HAMBER OF 
#OMMERCE AND )NDUSTRY )AþI� IN THE ���� 4OP OF COMPANIES FROM )AþI #OUNTY�

Diploma of eXcellence� FOR RANKING �ST FOR �� YEARS IN A ROW� IN THE 
SAME CATEGORY� AWARDED BY THE )AþI #HAMBER OF #OMMERCE AND )NDUSTRY� 
WITHIN THE 4OP OF COMPANIES IN )AþI #OUNTY �����

*ubilee Trophy of EXcellence 2019� OFFERED BY THE .ATIONAL !SSOCIATION 
OF 2OMANIAN %XPORTERS AND )MPORTERS � !.%)2	�

&irst place, in the category hInternal CSR campaignsv FOR THE PROJECT 
h$ONATE BLOOD� 0UT SOUL FOR LIFE�v OF THE h!NTIBIOTICE n 3CINECE AND 3OULv 
&OUNDATION �PROJECT RUNNING FOR � YEARS	� GRANTED BY #32 -EDIA.RO WITHIN 
THE 2OMANIAN #32 !WARDS �����

-ention in the category hSupporting our employeesv� FOR THE PROJECT 
h%ACH OF US CAN SAVE A LIFEv� lRST AID COURSE FOR THE !NTIBIOTICE EMPLOYEES� 
GRANTED BY #32 -EDIA.RO WITHIN 2OMANIAN THE #32 !WARDS �����

hSaviour (ero 2019v Distinction GRANTED TO THE h!NTIBIOTICE n 3CIENCE 
AND 3OULv &OUNDATION� FOR THE PROJECT h$ONATE BLOOD� 0UT SOUL FOR LIFE�v 
BY THE .ATIONAL )NSTITUTE OF (AEMATOLOGY n "LOOD 4RANSFUSION "UCHAREST.

The main risks identified:

&inancial risks
&rom the perspective of financial risk mana-
gement, the risks to which the company is 
exposed are the currency risk, liquidity risk 
and commercial (non-payment) risk.

Currency risk
&oreign exchange risk is a component of 
financial risk, which frequently occurs in the 
current conditions of the market economy, 
in which exchange rates fluctuate under the 
law of supply and demand. Exchange rate 
fluctuations are reflected both in the costs 
of imported raw materials and in the selling 
prices of finished products for export.

During 2019, periods with higher volatility 
were registered, with depreciation periods 
of the LE5 currency.

In order to reduce the exposure to foreign 
exchange risk, our company took a number 
of measures such as the synchronization of 
import and export activities, by correlating 
the payment and collection terms, respec-
tively the correlation of the weight of 
currencies, so that the moment when the 
payment is to be made is as close as 
possible, or even simultaneously, with that 
of the export receipts.

Liquidity risk
Liquidity risk implies the difficulties that the 
company may encounter in meeting its 
short-term payment obligations at any time. 
Liquidity risk may occur in the following 
circumstances: the lack of cash flow (due 
to the gap between receipts and payments, 
determined by the collection of receivables 
in terms exceeding 300 days), fluctuations 
in interest rates and foreign exchange rates, 
volume of investments, level of taxation 
(clawback tax), the price of raw materials.

Our companygs liquidity risk policy is to 
maintain, as far as possible, sufficient liquid 
resources to meet its obligations as they 
fall due, as well as to use financing lines, 
if needed.
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The main risks identified:
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&rom the perspective of financial risk mana-
gement, the risks to which the company is 
exposed are the currency risk, liquidity risk 
and commercial (non-payment) risk.

Currency risk
&oreign exchange risk is a component of 
financial risk, which frequently occurs in the 
current conditions of the market economy, 
in which exchange rates fluctuate under the 
law of supply and demand. Exchange rate 
fluctuations are reflected both in the costs 
of imported raw materials and in the selling 
prices of finished products for export.

During 2019, periods with higher volatility 
were registered, with depreciation periods 
of the LE5 currency.

In order to reduce the exposure to foreign 
exchange risk, our company took a number 
of measures such as the synchronization of 
import and export activities, by correlating 
the payment and collection terms, respec-
tively the correlation of the weight of 
currencies, so that the moment when the 
payment is to be made is as close as 
possible, or even simultaneously, with that 
of the export receipts.

Liquidity risk
Liquidity risk implies the difficulties that the 
company may encounter in meeting its 
short-term payment obligations at any time. 
Liquidity risk may occur in the following 
circumstances: the lack of cash flow (due 
to the gap between receipts and payments, 
determined by the collection of receivables 
in terms exceeding 300 days), fluctuations 
in interest rates and foreign exchange rates, 
volume of investments, level of taxation 
(clawback tax), the price of raw materials.

Our companygs liquidity risk policy is to 
maintain, as far as possible, sufficient liquid 
resources to meet its obligations as they 
fall due, as well as to use financing lines, 
if needed.
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Commercial risk (non-payment)

Commercial risk is defined as the risk of 
incurring losses or not making the estima-
ted profits, due to the debtorsg lack of 
financial liquidity and non-fulfillment of 
their payment obligation upon maturity. 
The risk of non-payment arises due to high 
exposures on the main distributors and 
long payment terms (due, in large part, 
to the delays with which medical service 
invoices are settled by the National Health 
Insurance House).

The measures used by the company to 
control and reduce commercial risk 
include monitoring our customersg credit-
worthiness, diversifying the customer 
portfolio and requesting guarantees.

Legislative risks
Legislative changes in the pharmaceutical 
market lead to the occurrence of legisla-
tive risk, which must be continuously 
managed. Pharmaceutical market is a 
regulated market, with clear legislative 
provisions, developed in order to control 
the quality and therapeutic efficacy of 
medicines in the market, as well as to 
avoid counterfeiting. Adaptation to these 
provisions is reflected in additional costs 
related to updating the documentation 
and aligning with the latest quality 
standards.

Our companygs strategy for managing 
these risks involves the constant concern 
for obtaining international certifications 
of manufacturing flows, updating the 
authorization documentation for products 
in the portfolio, constan tly monitoring 
legislative changes at international level, 
continuous adaptation of policies, rules 
and procedures to the occurred changes.

(uman resource risks
An identified human resources risk is the 
lack of successful candidates in the labor 
market in specific pharmaceutical market 
areas. The following measures have been 
taken to control and reduce this risk: 
organization of the vSummer School a�v 
with the best students, promoting our 
company in faculties, organizing study 
visits of the students in the company, 
conducting programs in collaboration 
with university institutions (hPerform a�v 
in collaboration with the 5niversity of 
Medicine and Pharmacy Iaþi).

Reputational risk
Reputational risk is defined as the current 
or future risk of a negative impact on 
profits and capital, determined by the 
unfavorable perception on the companygs 
image.

In order to efficiently manage the events 
that may give rise to image risk, the follo-
wing measures are taken: monitoring the 
image of the company in the media in 
order to identify any rumors that could 
generate image risks, periodic press 
releases with positive information, 
controlling the risks that may affect the 
image of the company, continuous training 
of staff, adapting rapidly to legislative 
requirements in the field, complying with 
the procedures.

Operational risk
Operational risk is the risk of loss due 
either to the use of inadequate internal 
processes, people or systems (that have 
not properly performed their function) or 
to external events. Operational risks can 
occur due to equipment failure, human 
error or malfunction of operational 
processes, which can ultimately lead to 
unplanned shutdowns.

The company supervises permanently the 
operational risks, in order to take measures 
to maintain them at an acceptable level, 
which does not threaten the financial 
stability of the company and the interests 
of creditors, shareholders, employees, 
partners.

The dialogue and consultation process of 
stakeholders to identify risks, opportunities 
and issues that require increased attention 
from our company, management team 
and employees, took place in the first 
part of 2018. Through a comprehensive 
methodological approach (one-on-one 
interviews in Iaþi and Bucharest, an 
extensive meeting organized at the 
Antibioticegs headquarters in Iaþi and 
an online questionnaire), the process 
aimed at identifying the stakeholdersg 
needs and expectations on:

 THE ECONOMIC� SOCIAL AND ENVIRON
MENTAL IMPACT GENERATED BY THE 
ACTIVITY CONDUCTED BY !NTIBIOTICE 3!�

IDENTIFYING POTENTIAL RISKS AND 
OPPORTUNITIES.

The aim of this dialogue was for all data 
providers and those with legal responsibi-
lity for their correct reporting to have a 
common understanding of the role and 
importance of the non-financial reporting. 
The consultation process was based on 
the AA1000 SES standard of the 
AccountAbility organization and the GRI 
101 standard of the Global Reporting 
Initiative (GRI) organization.

Thus, in order to establish the stakeholder 
groups to be consulted, the characteristics 
recommended in the AA1000 SES 
standard were taken into account, namely:

the role and the legal, commercial, 
operational or ethical responsibility 
which the company have in relation to 
the respective group of stakeholders�

inmuence of the activity of Antibiotice 
SA Iaþi on the stakeholder group (or a 
single stakeholder) or the activity of the 
stakeholder group on the activity of 
Antibiotice SA�

representativeness of the stakeholder 
group � of a certain stakeholder�

Stakeholder involvement

diversity of opinion, which ensures a 
broader and more balanced overview�

a better understanding of the context 
in which the company operates.

The preliminary proposals for initiating 
the consultation process included:

internal stakeholders: managers 
(quality, marketing, human resources, 
economic, medical, CSR, the 5nion and 
the hAntibiotice – Science and Soulv 
&oundation)�

eXternal stakehoders: local authorities, 
academia, regulatory bodies (Environ-
mental Agency, Environmental Guard, 
Ministry of Health, Territorial Labor 
Inspectorate Iasi, etc.), business 
partners, NGOs.

&inally, a list of 37 people representative 
for all initial proposals resulted.

The topics included by the representative 
operators in the Romanian pharmaceutical 
industry, a series of international standards, 
as well as European and local legislation 
on non-financial reporting were also 
analyzed, in order to have a correct and 
complete understanding of the context in 
which the company operates and to 
identify those areas relevant to the activity 
of Antibiotice SA.

Based on this document and preliminary 
topics, a questionnaire was prepared 
with the aim of collecting qualitative 
and quantitative data, including the 
identification of risks and opportunities.

Preliminary topics were evaluated by 
stakeholders, who appreciated the 
relevance of each topic for Antibiotice SA 
in the context of non-financial reporting 
legislation, of potential risks and 
opportunities.
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provisions is reflected in additional costs 
related to updating the documentation 
and aligning with the latest quality 
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Our companygs strategy for managing 
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Reporting methodology
Antibiorice SA decided to use its own 
system for the non-financial reporting 
process for 2017, 2018 and 2019, with 
the Global Reporting Initiative (GRI) 
sustainability reporting standards as its 
main reference. The 5nited Nations 
Sustainable Development Goals 
(5N SDGs) were used as a secondary 
reference in the process of identifying 
the areas relevant for this document.

The Global Reporting Initiative (GRI) 
recommends for the companies p reparing 
sustainability (non-financial) reports to 
adhere to a set of ten principles in the 
reporting process: four principles concern 
the process itself (inclusion of stakeholders 
in the activity of Antibiotice SA, sustainabi-
lity context, materiality and conclusiveness) 
and six principles refer to the quality of the 
information to be included in the report 
(accuracy, balance, clarity, comparability, 
correctness and timeliness).

-ain topics

%FlCIENT USE OF WATER� ENERGY RESOURCES 
� WASTE (environmental field)

%MPLOYEES � /CCUPATIONAL SAFETY AND 
SECURITY (social field)

4RANSPARENCY �INCLUDING THROUGH NON
lNANCIAL REPORTING	 (economic field)

!NTICORRUPTION MEASURES 
(economic field)

2ELATIONSHIP BETWEEN MANAGEMENT 
AND EMPLOYEES (social field)

2ESPONSIBLE MARKETING POLICY � 
3AFETY OF PARTICIPANTS IN CLINICAL STUDIES 
(social field)

!CCESS TO MEDICINES �FROM THE LIST OF 
7(/ PREQUALIlED MEDICINES AND 
TARGETING PUBLIC HEALTH	 (social field)

0RICING POLICY (economic field)

3AFETY OF MEDICINES AND THEIR SIDE 
EFFECTS (social field)

6OCATIONAL TRAINING (social field)

3UPPORTING THE DEVELOPMENT OF THE 
LOCAL COMMUNITY (social field)

0ROCUREMENT PRACTICES (economic field)

-ateriality process 
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Secondary topics

A number of secondary topics were also 
identified and brought to the attention 
of the stakeholders consulted by 
Antibiotice SA, during the consultative 
meeting organized at the companygs 
headquarters:

2EDUCTION OF #/  EMISSIONS 2

(environmental field)

2ESEARCH$EVELOPMENT 
(economic field)

0UBLICPRIVATE PARTNERSHIPS TO 
IMPROVE THE ACCESS TO HEALTH 
SERVICES (social field)

0ROMOTING A HEALTHY LIFESTYLE 
(social field)

#OMBATING COUNTERFEIT MEDICINES 
(social field).

Identifying the potential topics
&or the correct identification of the topics 
to be reported, the relevant topics 
approached by a series of pharmaceutical 
companies operating in the Romanian 
market were studied. These can be found 
either in their annual non-financial reports 
or in their strategies.

The analysis revealed the main important 
topics for the Romanian pharmaceutical 
industry. A number of secondary topics 
were also identified, which were brought 
to the attention of the stakeholders 
consulted by Antibiotice SA, during a 
consultative meeting organized at the 
companygs headquarters.

Thus, the following topics turned out to be important for the pharmaceutical 
industry in Romania:
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reference in the process of identifying 
the areas relevant for this document.

The Global Reporting Initiative (GRI) 
recommends for the companies p reparing 
sustainability (non-financial) reports to 
adhere to a set of ten principles in the 
reporting process: four principles concern 
the process itself (inclusion of stakeholders 
in the activity of Antibiotice SA, sustainabi-
lity context, materiality and conclusiveness) 
and six principles refer to the quality of the 
information to be included in the report 
(accuracy, balance, clarity, comparability, 
correctness and timeliness).

-ain topics

%FlCIENT USE OF WATER� ENERGY RESOURCES 
� WASTE (environmental field)

%MPLOYEES � /CCUPATIONAL SAFETY AND 
SECURITY (social field)

4RANSPARENCY �INCLUDING THROUGH NON
lNANCIAL REPORTING	 (economic field)

!NTICORRUPTION MEASURES 
(economic field)

2ELATIONSHIP BETWEEN MANAGEMENT 
AND EMPLOYEES (social field)

2ESPONSIBLE MARKETING POLICY � 
3AFETY OF PARTICIPANTS IN CLINICAL STUDIES 
(social field)

!CCESS TO MEDICINES �FROM THE LIST OF 
7(/ PREQUALIlED MEDICINES AND 
TARGETING PUBLIC HEALTH	 (social field)

0RICING POLICY (economic field)

3AFETY OF MEDICINES AND THEIR SIDE 
EFFECTS (social field)

6OCATIONAL TRAINING (social field)

3UPPORTING THE DEVELOPMENT OF THE 
LOCAL COMMUNITY (social field)

0ROCUREMENT PRACTICES (economic field)
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Secondary topics

A number of secondary topics were also 
identified and brought to the attention 
of the stakeholders consulted by 
Antibiotice SA, during the consultative 
meeting organized at the companygs 
headquarters:

2EDUCTION OF #/  EMISSIONS 2

(environmental field)

2ESEARCH$EVELOPMENT 
(economic field)

0UBLICPRIVATE PARTNERSHIPS TO 
IMPROVE THE ACCESS TO HEALTH 
SERVICES (social field)

0ROMOTING A HEALTHY LIFESTYLE 
(social field)

#OMBATING COUNTERFEIT MEDICINES 
(social field).

Identifying the potential topics
&or the correct identification of the topics 
to be reported, the relevant topics 
approached by a series of pharmaceutical 
companies operating in the Romanian 
market were studied. These can be found 
either in their annual non-financial reports 
or in their strategies.

The analysis revealed the main important 
topics for the Romanian pharmaceutical 
industry. A number of secondary topics 
were also identified, which were brought 
to the attention of the stakeholders 
consulted by Antibiotice SA, during a 
consultative meeting organized at the 
companygs headquarters.

Thus, the following topics turned out to be important for the pharmaceutical 
industry in Romania:
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-ateriality matriX

The preliminary topics were assessed by 
stakeholders, who rated the relevance of 
each for Antibiotice SA in the context of 
non-financial reporting legislation.

The result is shown in the materiality matrix 
(the blue line represents the scale of 
relevance for the internal stakeholders, 
and the red line represents the scale of 
relevance for the external stakeholders).

Based on the results of the materiality 
matrix, the management team decided to 
meet the expectations of stakeholders and 
include in this report information on topics 
relevant for the Romanian pharmaceutical 
industry.

With regard to the secondary list of topics, 
this will be taken into account both for 
the risk monitoring activity and further 
development of policies and publication 
of information, as the impact of these 
topics becomes significant.
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%MISSIONS
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the relevance for the 
domestic stakeholders

the relevance for the 
foreign stakeholders

The purchasing practices

Supporting the 
development of local 

communities

Professional 
training 

(employees)

Drug safety and 
adverse effects

The pricing policy

The access to 
medicinal products

The safety of the 
participants in clinical trials

-arketing policy / 
commercial practices

The relationship between the 
management and the employees

Anti-corruption measures

Transparency (including by 
the non-financial reporting)

The safety and security 
at work

Employees (working conditions)

Waste (including packaging)

The efficient use of resources 
(water, energy)
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Transparency 

Transparency in the relationship 
with the investors and 
shareholders
The fact that the company has been listed 
on the Bucharest Stock Exchange since 
1997 (stock symbol ATB), and the adhe-
rence and compliance to the requirements 
of the capital market laws have increased 
transparency of the companygs economic 
performance, which resulted in an 
enhanced attractiveness of the company to 
shareholders and investors. Antibiotice SA 
provides fair access to information and fair 
treatment to the shareholders, irrespective 
of the number of shares they hold. This fact 
augments not only the extent of knowledge 
of and trust in the company, but also of the 
market value of its shares. The information 
of public interest can be found in the 
financial and corporate governance reports 
posted on the websites of the company 
( ), Bucharest Stock WWW.ANTIBIOTICE.RO
Exchange ( ) and &inancial WWW.BVB.RO
Supervisory Authority ( ). WWW.ASFROMANIA.RO

&INANCIAL #OMMUNICATION CALENDAR 
����: HTTPS:��BIT.LY�3�8-��8

The information pertaining to the activities 
performed by Antibiotice SA throughout 
the financial period *anuary 1 – December 
31, 2019, can be found in the Annual 
Report 2019. Thus, Antibiotice SA complies 
with the requirements of the legislation in 
force and the International &inancial 
Reporting Standards (I&RS). The &inancial 
Statement 2019 was audited by an external 
auditor, the company Societatea de 
Contabilitate, Expertizĝ þi ConsultanÈĝ 
Contabilĝ, SOCECC SRL Bucureþti.

Transparency in the relationship 
with the stakeholders
Since 2017, Antibiotice SA has published 
various data on the economic, social and 
environmental impact of its operations 
in the non-financial report every year. 
The information contained in the Non-
financial Report 2019 covers the activities 
performed between *anuary 1 and 
December 31, 2019. This way, Antibiotice 
SA complies with the legislation in force, 
reporting some pieces of non-financial 
information according to a specific system 
developed in conformity with the GRI 
standards.

Transparency in the relationship 
with the medical and 
pharmaceutical professionals
Each year, Antibiotice SA reports, for 
the preceding year, the expenses with 
sponsorship and financing of events 
intended to support the ongoing medical 
education of medical or pharmaceutical 
specialists, to the National Agency for 
Medicines and Medical Devices of 
Romania (ANMDMR), in conformity with 
the provisions of Art. 814 of the Law 
no. 95�2006 on healthcare reform.

Antibiotice SA assumes the principles of decisional transparency indicated by the rules 
of good corporate governance by providing information in relation to the activities the 
company performs as well as their economic, social and environmental impact to interested 
parties. In this manner, Antibiotice SA makes available relevant information to all those 
interested in such, both by means of the periodical reports to competent institutions and 
authorities and by online publishing on the company website .WWW.ANTIBIOTICE.RO

!NNUAL 2EPORT ����
HTTPS:��BIT.LY��'FA/S-

Transparency 39

Anti-corruption -easures 40

Pricing 42

Acquisition Practices 43

ECONO-IC -ATTERS
ANTIBIOTICE NON-&INANCIAL REPORT 2019



�3
Economic -atters

3938

Transparency 

Transparency in the relationship 
with the investors and 
shareholders
The fact that the company has been listed 
on the Bucharest Stock Exchange since 
1997 (stock symbol ATB), and the adhe-
rence and compliance to the requirements 
of the capital market laws have increased 
transparency of the companygs economic 
performance, which resulted in an 
enhanced attractiveness of the company to 
shareholders and investors. Antibiotice SA 
provides fair access to information and fair 
treatment to the shareholders, irrespective 
of the number of shares they hold. This fact 
augments not only the extent of knowledge 
of and trust in the company, but also of the 
market value of its shares. The information 
of public interest can be found in the 
financial and corporate governance reports 
posted on the websites of the company 
( ), Bucharest Stock WWW.ANTIBIOTICE.RO
Exchange ( ) and &inancial WWW.BVB.RO
Supervisory Authority ( ). WWW.ASFROMANIA.RO

&INANCIAL #OMMUNICATION CALENDAR 
����: HTTPS:��BIT.LY�3�8-��8

The information pertaining to the activities 
performed by Antibiotice SA throughout 
the financial period *anuary 1 – December 
31, 2019, can be found in the Annual 
Report 2019. Thus, Antibiotice SA complies 
with the requirements of the legislation in 
force and the International &inancial 
Reporting Standards (I&RS). The &inancial 
Statement 2019 was audited by an external 
auditor, the company Societatea de 
Contabilitate, Expertizĝ þi ConsultanÈĝ 
Contabilĝ, SOCECC SRL Bucureþti.

Transparency in the relationship 
with the stakeholders
Since 2017, Antibiotice SA has published 
various data on the economic, social and 
environmental impact of its operations 
in the non-financial report every year. 
The information contained in the Non-
financial Report 2019 covers the activities 
performed between *anuary 1 and 
December 31, 2019. This way, Antibiotice 
SA complies with the legislation in force, 
reporting some pieces of non-financial 
information according to a specific system 
developed in conformity with the GRI 
standards.

Transparency in the relationship 
with the medical and 
pharmaceutical professionals
Each year, Antibiotice SA reports, for 
the preceding year, the expenses with 
sponsorship and financing of events 
intended to support the ongoing medical 
education of medical or pharmaceutical 
specialists, to the National Agency for 
Medicines and Medical Devices of 
Romania (ANMDMR), in conformity with 
the provisions of Art. 814 of the Law 
no. 95�2006 on healthcare reform.

Antibiotice SA assumes the principles of decisional transparency indicated by the rules 
of good corporate governance by providing information in relation to the activities the 
company performs as well as their economic, social and environmental impact to interested 
parties. In this manner, Antibiotice SA makes available relevant information to all those 
interested in such, both by means of the periodical reports to competent institutions and 
authorities and by online publishing on the company website .WWW.ANTIBIOTICE.RO

!NNUAL 2EPORT ����
HTTPS:��BIT.LY��'FA/S-

Transparency 39

Anti-corruption -easures 40

Pricing 42

Acquisition Practices 43

ECONO-IC -ATTERS
ANTIBIOTICE NON-&INANCIAL REPORT 2019



4140 ECONO-IC -ATTERS ECONO-IC -ATTERS

Antibiotice SA is an ethical partner that 
cultivates respect and honesty in relation to 
both the internal (employees) and external 
partners (suppliers, business partners, etc.) 
and, therefore, it has implemented different 
measures to prevent the occurrence of 
abuse incidents in asset administration and 
fund management. 

As an entity which complies with the princi-
ples of corporate governance formulated 
in the Government Emergency Ordina nce 
109�2011 on corporate governance of 
public enterprises, Antibiotice SA adopted 
the statement regarding the adhesion to 
the fundamental values, principles, objec-
tives and the monitoring mechanism of 
the national anti-corruption strategy (NAS), 
in accordance to the provisions of the 
Government Decision no. 583�2016.

In addition, Antibiotice SA developed an 
Integrity Plan, which contains the measures 
to implement the national anti-corruption 
strategy for 2016-2020, and a member 
of the executive management team was 
designated as a Plan coordinator. The Plan 
comprises anti-corruption and transparency 
measures, including periodic corporate 
self-assessment and actions aimed at 
increasing employeesg knowledge of good 
anti-corruption practices. 

To prevent corruption incidents in the 
contractual relationships with the business 
partners, Antibiotice responsibly selects its 
partners (supplie rs, distributors, etc.), taking 
into consideration both the compatibility 
of the business objectives and integrity. 
Moreover, Antibiotice SA added, in its 
procedures for negotiating and concluding 
business agreements, clauses that would 
discourage and sanction the attempt to 
attract the company or its employees in 
corruption actions or acts. 

In 2016, in order to promote an ethical 
business conduct and to preclude incidents 
of corruption among its emp loyees, the 

management of the company decided 
to create an Ethics and Integrity Board 
and drafted a set of reference documents 
and policies applicable in this area: 
Code of Ethics, Code of Good Practices 
for Promoting Medicines, Sponsorship 
and Patronage Policy. Along with the 
Corporate Governance Code and Internal 
Regulations, such documents contain the 
rules and principles for ethical conduct in 
business recommended to the companygs 
employees and management team.

In 2019, there were no cases of employee 
disciplinary dismissals or sanctions due to 
the involvement in corruption acts, and 
no contractual relationship with business 
partners was discontinued as a result of 
suspicions of corruption acts.

Code of Ethics
Antibiotice SAgs Code of Ethics underpins 
the organizational culture, which complies 
with both the integrity standards and the 
specific legislation in force. The fundamen-
tal ethical values Antibiotice SA assumed 
are integrity, professionalism, responsibility 
and transparency.

The Code contains the rules for ethical 
conduct in business, which are to be follo-
wed in transactions with related parties, 
use of privileged information, conflicts of 
interest, and so on. 

Any violation of the Code is considered an 
ethics-related incident, and the failure to 
comply to the Code of ethics may lead to 
disciplinary actions. The provisions of the 
Code of Ethics must be applied by the 
employees, members of the executive 
management and of the Board to the 
same extent. The stipulations of the 
Code are communicated to every new 
employees or trustee and can be 
consulted online.

Ethics and Integrity "oard
The Ethics and Integrity Board has an 
advisory role and its mission is to monitor 
the observance of the provisions of the 
Code of Ethics and implement the 

Anti-corruption -easures
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principles and deontological rules 
pertaining to the promotion of medicinal 
products with prescription. The Board 
provides support to the companygs 
management in the decision-making 
process in relation to business conduct 
and ethical promotion of medicinal 
products. Its responsibilities include 
resolution of reports of ethical issues, 
cases of violation of the Code of Ethics 
and Code of Good Practices, vulnerability 
assessment, etc.

&ollowing the analysis of each ethics-
related incident, the Ethics and Integrity 
Board drafts a written report containing 
the recommended necessary actions and 
submits such report to the companygs 
Board or CEO, as appropriate.

Reporting an ethics-related 
incident
Any natural or legal person may report an 
ethics-related incident. The report must 
contain personal identification and contact 
information and addressed to the com-
pany CEO. The report can be submitted 
either in hard copy to the registrargs office 
of the company or online, after filling out 
an ethics form in electronic format, to 
WWW.ANTIBIOTICE.RO.

Conmict of interest
Conflicts of interest are the situations in 
which an individual who has a manage-
ment position has a vested interest which 
may influence the objective performance 
of his or her duties. To prevent such cir-
cumstances, the company has an internal 
procedure in place containing clear rules 
for managing conflicts of interest and 
incompatibilities. The Board of Directors 
and�or the persons who have learned 
about a conflict of interest, will imme-
diately report such conflict, in writing, 
to Ethics and Integrity Board.

Code of Good Practices for 
Promoting -edicines
Antibiotice SA has implemented a code 
of good practices for both promoting 
prescription medicines and interacting 
with health professionals.

The Code defines and implements ethical 
standards specific to prescription medi-
cinal products to ensure the accurate 
transmission of information related to 
generic medicinal products to the health 
professionals. The Code reflects the 
requirements of the ethics codes of the 
European &ederation of Pharmaceutical 
Industries and Associations (E&PIA), the 
Romanian Association of International 
Medicine Manufacturers (rom. ARPIM), 
the Association of Generic Medicines 
Producers from Romania (rom. APMGR), 
as well as of the Directive 2001�83�EC 
of the European Parliament and of the 
Council of 6 November 2001 on the 
Community code relating to medicinal 
products for human use.

All employees involved in promotion 
activities take part in training programs 
when significant modifications are 
made to the applicable legislation and 
regulations. 

The Code of Good Practices is commu-
nicated to each newly hired medical 
or sales representative and can be 
consulted online.

Sponsorship and 
Patronage Policy
Antibiotice SAgs policy on sponsorship and 
patronage defines the criteria, beneficia-
ries and manner in which sponsorships are 
awarded. The provisions are mandatory for 
all the employees, the members of the 
Board of Directors and executive manage-
ment. Thus, Antibiotice SA complies with 
the requirements of the Law no. 32�1994 
on sponsorship. 

The Sponsorship and Patronage Policy 
can be found online.
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In the E5, the setting of the prices of 
medicinal products for human use is 
regulated in a manner that would ensure 
appropriate stocks of medicines at a 
reasonable cost, protect public health, 
support the efficiency of medicinal product 
manufacturing, and encourage the research 
and development of new medicines.

&or the companygs portfolio of prescription 
medicinal products, prices are set accord-
ing to the legal provisions of the Ministry 
of Healthg s Order no. 368�2017 approving 
the Norms regarding the calculation 
method and the approval procedure of 
the maximum prices of medicinal products 
for human use. The Order transposes 
into the national legislation the dispositi-
ons of the articles 1, 2, 3, and 4 of the 
European Council Directive 89�105�EEC 
of 21 December, 1988 on the transparency 
of measures to control the pricing of 
medicinal products for human use and 
their inclusion in the scope of the nat ional 
health insurance. According to the Order, 
to set the price of a medical prescription 
product, the proposed price of such 
product is compared to the prices of the 
same product authorized in the following 
12 reference countries: Czech Republic, 
Bulgaria, Hungary, Poland, Slovakia, 
Austria, Belgium, Italy, Lithuania, Spain, 
Greece and Germany. The proposed 
manufacturer price should be lower than 
or at most equal to the lowest price of the 
same me dicinal product in the 12 compa-
rison countries. If a medicinal product 
does not have a price registered in the 
comparison countries, its price is approved 
as proposed. &or generic medicines, the 
price should be lower than or at most 
equal to the generic reference price. 
The generic reference price is the 
manufacturer ceiling price to be approved 
only once, on the date the request for 
approval of the price of the first generic 
with the same international non-propri e-
tary name, concentration, and dosage 
form is submitted.

Pricing
The prices of the over-the-counter medi-
cines, food supplements and cosmetic 
products manufacture by Antibiotice are 
set and modified independently taking 
into account the market requirements 
and trends.

In what concerns the international market, 
the prices of the medicinal products are 
set following negotiations with the external 
business partners, competitively and in 
compliance with the relevant legislation in 
force in that specific territory. 

Taking part in public tenders for medicinal 
products by means of distributors provides 
access to the products manufactured by 
Antibiotice for all medical institutions, in 
conditions of competitiveness and trans-
parency� at the same time, the company 
demonstrates its flexibility by reducing 
product prices within the limits of 
profitability. 

The companygs price policy complies with 
the specific legislation in force (i.e. Law 
no. 21�1996 republished) adopting fair 
competitive practices and an ethical 
business conduct, in line with the provisi-
ons of the Code of Ethics and the Code of 
Good Practices for promoting prescription 
medicines and interacting with health 
professionals.

In 2019, Antibiotice SA had accessory 
payment obligations associated with the 
clawback, which is the tax owed by the 
manufacturers for the medicinal products 
reimbursed by the National &und for Social 
Health Insurance and Ministry of Health.

The company was neither a party in, nor 
was involved in any legal or judiciary 
actions concerning accusations of unfair 
competitive behavior, violation of antitrust 
and anti-monopoly laws in 2019.

Acquisition Practices

In the 64 years of existence, Antibiotice has 
developed long-term, solid partnerships, 
which helped the company have an 
excellent performance both on the internal 
and international market. Thus, Antibiotice 
has demonstrated it is capable of building 
and further develop stable, ethical and 
trustworthy business partnerships to the 
benefit of the company, its employees, 
partners and the economy in general.

The manufacturing and marketing of 
medicinal products are strictly regulated 
activities by specific national, European, 
and international laws. Therefore, for its 
manufacturing and research�development 
operations, Antibiotice SA purchases raw 
materials (i.e. active ingredients, excipients, 
packaging materials, solvents, reagents, 
finished and semi-finished products 
produced by contract manufacturers etc.), 
pieces of equipment and components for 
the manufacturing lines, other goods, 
services or works from authorized suppliers 
from Romania and abroad (selected from 
the companygs List of Approved Suppliers), 
based on a selection of offers.

Antibiotice SAgs acquisition procedures 
are regulated by the Internal Rules of 
Procedure for Awarding Contracts of 
Supply, Provision of Services and Works 
(approved by the Board of Directors 
in 2016).

Share of acquisitions of goods and services 
from local suppliers (i.e. based in Romania) 
for the relevant operation location (i.e. the 
pharmaceutical manufacturing site in the 
city of Iasi, county of Iasi, Romania) in total 
acquisition expenses.

Acquisitions from the 
local market
The companygs local acquisitions 
processes ensure:

compliance with the appropriate 
regulations and legislation in force

unbiased selection of suppliers 
(providing equal contracting 
opportunities)

maintenance of a fair, ethical and trans-
parent system for supplier assessment, 
which encourages long-term and solid 
partnerships 

a fair cost-volume ratio, which generates 
substantial savings in the manufacturing 
stages

continuous communication with the 
suppliers, so that any risk associated 
with the processes of manufacturing 
or acquisition be known, assessed 
and solved in a timely manner.

Acquisitions from the 
international market
The external acquisitions are permanently 
adapted to the companygs strategy of 
internationalization, in order to secure the 
resources of development for the projects 
included in the territorial expansion plan.

The acquisition process involves the 
performance of risk analyses to the 
purpose of anticipating and preventing 
potential risks. 

The international acquisitions have the 
following strategic objectives:

Continuous consolidation of medium- 
and long-term partnerships, by 
developing projects that would ensure 
business growth� both parties can 
anticipate and prevent risks that may 
arise in the current market conditions. 

Acquisition planning and management, 
to prevent dalays in the supply with raw 
materials and secure the smooth running 
of the research�development, 
production and market development 
activities.

Increase of the efficiency of acquisition 
processes and securement of the 
necessary quantities of raw materials 
at the best cost-price ratio (cost optimi-
zation) and identification of eligible 
sources of raw materials, equipment, 
technologies, and devices that would 
ensure the compliance with the quality 
and manufacturing standards described 
in the relevant legislation as well as 
the good manufacturing practices for 
the pharmaceutical industry.

OF TOTAL 
ACQUISITONS 
WERE MADE FROM 
LOCAL 2OMANIAN 
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performed by personnel hired with 
employment contracts. Most of the 
employees work at the businessg most 
prestigious location, on the manufacturing 
site from the city of Iasi, county of Iasi, 
Romania. The corporate headquarters is 
located on the same site. A small part of 
the personnel works at the Bucharest 
branch office, while the members of the 
sales and promotion team work in 
different cities from all the regions of 
Romania. Abroad, Antibiotice SA has 
employees working at the represen-
tative offices in Chiþinĝu (Republic 
of Moldova), Kiev (5kraine) and 
Hanoi (Vietnam), and at the sales 
office located in Novi Sad (Serbia).

 Total no. of employees,  Women -en Total Women -en Total Women -en Total out of which:

– with employment contract  773 642 1415 773 642 1415 770 650 1420

– with open-ended
747 608 1355 707 574 1281 714 590 1304 employment contract  

– with fixed-term 
26 34 60 66 68 134 56 60 116 employment contract  

– full-time (8 hours�day) 772 641 1413 772 642 1414 769 650 1419

– part-time (4 hours�day) 1 1 2 1 0 1 1 0 1

0�
Social -atters

2ur People

Antibiotice SA constantly seeks to orient the organizational culture towards innovation, 
high performance, and to enhance the level of satisfaction and attachment to the 
organization aiming that all the 1415 employees embrace the companygs mission 
of doing more and better for peoplegs health. 

4544

To successfully achieve the companygs 
business objectives, different specialists 
are engaged in the research and manu-
facturing of medicinal products and active 
ingredients (i.e. pharmacists, biologists, 
chemists, chemical engineers, laboratory 
assistants, chemical operators), with the 
support provided by highly qualified 
specialists working in areas such as quality 
control and assurance, engineering and 
maintenance, sales, acquisitions and 
logistics. 

Of the total number of 1415 employees, 
45.72� have a university degree (and 
5.4� of such have a doctoral degree) 
while 54.28� have secondary education.
Pursuant to the Romanian legislation, 
organizations can hire personnel only by 
concluding contracts of employment. In 
Antibiotice SA, all the activities are 

Distribution of employees by type of employment contract, working time and gender

2019 ���� ����
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Retention of Employees
Three different generations of people work 
side by side in Antibiotice SA, in harmony 
and agreement� the oldest ones have been 
working for the company for 40 years. 
Our recruitment and internal mentorship 
programs originated from the companygs 
interest in both attracting new talents and 
encouraging senior specialists to pass the 
torch to the younger ones. 

-edian Age in the Company

 2019 ���� ����

 ��  �� ��

"reakdown of management positions 
by gender

Number of New Employees 
and Staff Turnover

In 2019, 130 people were hired (47 with 
university degree and 53 with secondary 
education), and 119 employees left 
the organization. The staff turnover rate 
was 4.6� (below the planned level of 5� 
and relatively close to the level in 2018 
of 4.37�).

 2019 ���� ����

 �.�� �.3�� �.���

3TAFF 
4URNOVER
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out of which:

 7OMEN

 -EN

Antibiotice SA constantly attempts to create 
appropriate conditions for personal growth 
and career development for the employees 
and to provide a stimulating and challenging 
working environment, in accordance with the 
principles of diversity, non-discri-mination 
and equality of opportunity. The distribution 
of employees among the companygs depart-
ments is well-balanced in terms of gender, 
age, and level of education.


 Staff turnover was calculated by dividing the number of employees who left the company voluntarily 
 (except normal retirements) by the average number of employees in that same year� the result is then 
 multiplied by 100.



 The data were generated by the computer softwares used to manage the information on Antibiotice SAgs 
 employees. The data cover the permanent and temporary employees, as well as the employees on 
 medical and parental leaves.

Total no. of /percentage of new hires and total no. of /percentage of leavers, 
by age group and gender



Number of employees by gender

  No. % No. % No. % No % No. % No. %

 7OMEN 63 4.45 55 3.89 58 4.10 57 4.03 53 3.73 51 3.59

 -EN 67 4.73 64 4.52 44 3.11 54 3.82 69 4.86 69 4.86

 4OTAL 130 9.19 119 8.41 102 7.21 111 7.84 122 8.59 120 8.45

  No. % No. % No. % No % No. % No. %

 � 3� YEARS OLD 39 2.76 9 0.64 32 2.26 14 0.99 42 2.96 23 1.62

 3��� YEARS OLD 80 5.65 55 3.89 62 4.38 51 3.60 72 5.07 47 3.31

 � �� YEARS OLD 11 0.78 55 3.89 8 0.57 46 3.25 8 0.56 50 3.52

 4OTAL 130 9.19 119 8.41 102 7.21 111 7.84 122 8.59 120 8.45
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Parental Leave
In 2019, a number of 22 employees 
requested and were approved parental 
leaves. In addition, 14 employees resumed 
their jobs upon the completion of their 
parental leaves.

Parental leave is optional, and granted to 
any eligible employee, on request, until 
the child is 2.

Career Development
During 2019, 65 employees were promo-
ted, of which 42 women (65�). The increase 
in the number of promoted employees 
in 2019 in comparison with 2018 (i.e. 20) 
is the result of the process of structural 
reorganization of the activities, which was 
completed in December, 2019. 

Remuneration
To attract new employees capable to 
support the companygs vision and counter-
act the low availability of certain kinds of 
specialists on the labor market, the execu 
tive management of the company decided 
to create a unitary and modern pay system 
with effect in the period 2019–2022. The 
new system is structured on predictable 
salary levels corresponding to each position 
in the organization hierarchy and aims to 
align the package of financial and non-fi-
nancial benefits with each employeegs level 
o f performance and individual contribution 
to the achievement of companygs objectives.

"enefits

In addition to the salary, Antibiotice SA 
grants to all employees, irrespective of the 
type of employment contract (i.e. open-
ended or fixed term) or working time 
(8 hours�day or 4 hours�day), a standard 
package of benefits (some of which are 
negotiated and stipulated in the companygs 
Collective Labor Agreement).

The includesstandard package of benefits :

pan Easter bonus

a Christmas bonus
THa bonus on the 8  of March for all women 

employees, to mark the celebration of 
International Womengs Day

share of the companygs net profit� it is 
granted each year and takes into account 
employeesg overall performance (evalua-
ted based on established criteria, such 
as level of performance, achievement of 
objectives, discipline)

meal vouchers

free transportation to and from the 
companygs site in different areas of the 
city of Iaþi

free access to the companygs parking lots 
for the employees using their personal or 
the companygs car for transportation

additional days to the annual leave 
(based on criteria such as seniority, 
working conditions, category of 
personnel)

paid personal time off for particular 
personal events (e.g. marriage, birth, 
death) or other circumstances

financial support for personal events 
(e.g. at child birth for women 
employees, death of a family member).

Additional "enefits

Depending on the performance criteria or 
the particulars of the performed work, part 
of the employees is granted additional 
benefits, such as:

performance bonus to the employees 
included in the management by 
objectives (MBO) system, according 
to the level of indicators fulfillment

private health insurance for 252 emplo-
yees, based on established conditions 
(a pilot program initiated in 2018 for 
136 employees) 

cell phone 

laptop

company car 

paid professional training courses.

Amenities
Moreover, on the companygs site, there 
are a cafeteria, an occupational health 
consulting room, and a dental office. The 
employees have free access to the sports 
ground located in the immediate vicinity 
of the headquarters, the Penicilina gym 
located downtown and Barnova professio-
nal training center located in the town of 
Barnova outside the city of Iasi. In addition, 
the employees can open salary bank 
accounts with the banks the company 
concluded customized agreements and 
can access the Employeesg Mutual Aid 
&und for personal loans.

In 2019, the cafeteria was renovated, 
refurbished, assigned the new name of  
Bistro uPauza de masĝv, and reopened as 
part of a new concept entitled uHealthy 
Living in a Healthy Companyv. 

There, the employees can enjoy a variety 
of warm dishes, salads and pastries. The 
new meal serving system includes also 
catering services� thus, hot meals can be 
delivered directly to the employees who 
work in the manufacturing plants and 
cannot leave the site.

&urthermore, Antibiotice SA offers a series 
of financial facilities such as social assis-
tance in cash, to its employees in special 
situations (serious health problems, natural 
disasters, etc.). 

Organizational Climate
One of the priorities of the human resources 
management is the creation of a positive 
climate which stimulates innovation and 
high performance. In light of this, in 2019, 
a plan to optimize the organizational climate 
was developed based on the results of an 
employee satisfaction survey carried out in 
the same year. The plan focuses exclusively 
on employee-oriented activities and has 
four parts: 

1. Interpersonal communication
 development

2. Enhancement of employeesg empathy
 and attachment towards the company

3. Employeesg identification with the 
 company

4. Organizational climate improvement 
 and organizational culture orientation 
 towards high performance. 

In 2019, specific events meant to improve 
the corporate climate were organized, such 
as hHappy &ridayv or hWorld Smile Dayv� 
on such occasions, the employees had the 
opportunity to take part in team games, 
develop interpersonal communication 
skills, team spirit, as well as conduct 
oriented towards the brand values. 
Moreover, the company held also 
events designed for the new 
employeesg integration and enhan-
cement of all employeesg commit-
ment (e.g. hWelcome to ATBv, 
h1 plus 1, on December 11thv 
uWorld Pharmacists Dayv), in which 
approximately 450 employees were 
either involved or attended.

4OP MANAGEMENT 
 104.57 85.10 103.47 106 102.66 117.49�EXECUTIVE MANAGEMENT	

-IDDLE MANAGEMENT 
�MANAGERS REPORTING DIRECTLY  102.11 100.36 103.56 98.42 103.82 99.44
TO EXECUTIVE MANAGEMENT	

3PECIALISTS�0ROFESSIONALS 103.6 97.43 105.1 99.67 107.42 99.98
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 Basic salary is the minimum amount paid by the company for the performed work (it does not include the amount paid for overtime or bonuses).



 Remuneration consists in the basic salary plus the additional amounts paid to the employee, such as seniority, overtime, bonuses, benefits, 
 transportation expenses, allowances, etc.)
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Antibiotice SA pays special attention to 
the safety and security of both the emplo-
yees and visitors. The Internal Prevention 
and Protection Department ensures that 
the regulations stipulated by the Law 
319�2006 on Safety and Health at Work 
are complied with. In addition, there are 
also designated employees in the com-
pany with responsi-bilities in this area, 
who are periodically trained so that they 
have updated know-ledge and skills to 
identify and assess hazards and risks 
whenever changes occur (in equipment, 
work environment or tasks).

Since 2007, Antibiotice SAgs Integrated 
Management System (1uality�Environment 
�Occupational Health and Safety) has been 
certified in conformity with the internatio-
nal standards of ISO 9001�14001�18001. 

In November 2019, the companygs 
System was awarded a new certification, 
SR ISO 45001, by the certification body 
T5V Rheinland Romania. 

The new standard, to which the c ompany 
made the transition, represents a qualita-
tive leap since:

considers both risks and opportunities 
in relation to ocuupational health 
and safety�

takes into consideration the viewpoints 
of the interested parties�

the definition of hworkerv is extended 
to incorporate any person who works 
under the control of the organization, 
including business owners, executive 
boards, managers, trainees, volunteers, 
all employees and contractors.

The Collect ive Labor Agreement conclu-
ded between the Employer and the 5nion 
has a dedicated chapter which contains 
the provisions for the working conditions, 
occupational health and safety (i.e. 
Chapter III). 

The chapter specifies that in the company, 
there is an Occupational Health and Safety 
Committee consisting of five employergs 
representatives, five employeesg represen-
tatives (i.e. the union president and union 
leading members representing different 
structures in the company), and the occu-
pational health physician. This committee 
formulates and follows the implementation 
of the Prevention and Protection Plan, 
which aims at continual improving the 
working conditions, keeping the risks of 
workplace accidents and occupational 
diseases under control, as well as acqui-
ring the technical progress and the new 
regulations in the field.

The Committee had three meetings during 
2019, and succeeded to implement all the 
measures described in the Prevention and 
Protection Plan for 2018–2019 by the end 
of the year.

Occupational Safety and Security

50 51

On the companygs site, there is an 
occupational health consulting room 
staffed by a team of occupational health 
physicians and nurses. The consulting 
room is open 24 hours a day and is 
equipped with appropriate medical 
devices to:

do pre-employment medical 
check-ups�

4HE COMPANY PROVIDES BENElTS 
FOR THE EMPLOYEES WORKING IN 
EXTREMES OF TEMPERATURE� STARTING 
FROM  �WHEREAS THE LEGAL LIMIT -10șC
IS ��ș#	 AND  �WHEREAS THE +32șC
LEGAL LIMIT IS �3�ș#	.

agive first aid in case of medical 
emergencies�

carry out periodic medical examination 
to assess the employeesg health status, 
in conformity with the occupational 
health legislation and the requirements 
on the quality and safety of medicinal 
product manufacturing.

Each year, prior to the flu season, 
Antibiotice conducts a free vaccination 
campaign, which targets the employees 
working in manufacturing areas requiring 
a perfect health status. The purpose of 
the campaign is to reduce the number of 
diseases caused by flu viruses, visits to the 
doctorgs, prevent absence from work and 
sick leaves, which would directly affect the 
activity of the company. In 2019, a number 
of 250 employees received a flu vaccine.

In addition, the consulting room includes 
also a dental office, which provides 
specialized emergency medical assistance, 
and psychologistgs office, which carries out 
psychological assessments of employees 
subject to risks, in conformity with the 
legislation in force. Moreover, the office 
offers free psychological counseling 
maintaining confidentiality and protecting 
client private information. 

During the reference year, there was a 
single serious workplace accident, which 
resulted in the death of an employee, 
after four days of the employeegs absence 
from work. The investigations conducted 
by the authorized institutions showed that 
the accident was not due to deficiencies 
in the occupational safety system of the 
company. &ollowing this event, Antibiotice 
adopted additional technical and organi-
zational measures designed to prevent 
and limit the occurrence of a similar 
accident.

Workplace Safety Drills for 
Emergencies

As an industrial company operating in the 
field of chemical industry, Antibiotice SA 
has, since 1957, an in-house Emergency 
Service staffed with 15 hired firemen, 
12 volunteer firemen and equipped with 
an operating fire engine and a backup 
one, both with a capacity of 9,000 L.

By law, the Emergency Servicegs main 
duties are:

provide information and training in 
relation to the fire safety rules�

perform actions intended to prevent 
occurrence of incidents on the site�

intervene and act for fire extinguishing, 
give first aid, and rescue people and 
material property.

In 2019, a number of 10 safety drills were 
carried out in the company to test 
employeesg ability to react in different 
emergency situations (e.g. fire, earthquake, 
toxic substance emissions), based on 
the Plan for Emergency Preparedness 
Training approved by the Inspectorate for 
Emergency Situations of the Iasi County.

 2019 ���� ����
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Types of Professional 
Training Programs

The training programs dedicated to the 
employees include: retention programs for 
the employees in key positions, in-house 
training programs and training programs 

with external trainers. One of the best-
known programs is uSummer School a�v, 
an annual professional training course 
that started in 2010. It includes courses 
on management, leadership, commu-
nication, product management offered 
by internal and ex ternal trainers. 

In addition, Antibiotice SA creates teams 
of mentors, which are selected from expe-

rienced employees, to provide support and 
guidance to new employees in areas with 
complex and specific activities, such as 
those carried out in the plant in which the 
industrial biosynthesis of Nystatin API takes 
place (Antibiotice SA is the only company 
in Romania manufacturing active pharma-
ceutical ingredients on an industrial scale).

To help employees ac quire further 
knowledge and new skills (not only for 
improving their work performance in the 
current positions but also for career 
advancement), Antibiotice runs career 
development courses. 

Retention Programs for the 
Employees in +ey Positions

Antibiotice SA subsidizes individual 
training courses for employees in key 
positions, according to the approved 
annual training plans. The courses are 
held by internal and external lecturers.

In-house Training Programs

To the purpose of refreshing the employ-
ees professional knowledge and keep 
them updated with the new regulations in 
the pharmaceutical field and changes in 
different business processes, Antibiotice 
SA organizes training sessions with internal 
lecturers for the employees involved in 
production, sales (national and interna-
tional), acquisitions, research, logistics, 
or quality assurance. The lecturers are 
Antibiotice employees with expertise in 
their field, who have access to national 
and international professional training 
courses in agreement with the level of 
specialization required by the industry 
and competition.

Training Programs with 
EXternal Trainers

During 2019, 500 employees attended 
8,566 hours of professional training with 
external trainers. The Professional Training 
Plan targeted continual professional 
development, adjustment to comply with 
the appropriate regulations (relevant for 
each area of activity) and acquisition of 
managerial skills and abilities. 

Continual professional development 
included courses for improving specific 
professional skills (on topics like risk 
assessment, audit, chromatography, or 
automation systems). In addition, courses 
on cGMP compliance were delivered by 
international lecturers.

Professional Training

To increase the employeesg professional performance, Antibiotice SA has developed 
programs designed to improve competencies and adapted to the specificity of each 
activity, according to the internal needs and in close relation to the legislative changes 
in the pharmaceutical field. 5nlike other fields, the manufacturing of medicinal products 
of human use is strictly regulated and permanently updated, and the changes must be 
understood and implemented.

Still in 2019, a number of 73 employees 
with management and�or coordination 
positions from different structures (i.e. 
Engineering and Maintenance, Research � 
Development, &inance, human Resources, 
Commercial � Logistics, Marketing � Sales 
for Internal and International Markets) 
attended the training course hTime Mana-
gementv in order to acquire and improve 
their managerial knowledge and skills. 
In addition, 45 employees, with jobs that 
require project management, attended 
the course hProject Managementv in 
different series.

Apart from these programs, in 2019, a pilot 
training project with internal lectors was 
carried out. The target audience included 
15 specialists from the International 
Marketing � Sales 5nit. Moreover, sessions 
of training on legislation and regulatory 
affairs procedures were planned and held, 
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by gender and profession
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based on the identified training needs. 
The program will be continued in 2020 with 
quality assurance related training topics. 

Assessing Individual Performance
Each year, employees from different 
categories and hierarchic levels have 
their individual performance assessed. 
The process includes:

evaluation of the managers by their 
superiors

evaluation of the execution staff by 
their superiors 

evaluation of the managers by their 
subordinates.

The results of the evaluations are subse-
quently communicated to and discussed 
with the employees with a view to 
optimizing their activities and improving 
their performance.


 Training refers to all types of trainings and vocational schooling, study leaves paid by the employer, instructions and external courses fully 
 or partially paid by the employer, coaching on specific subjects. The trainings do not include on-site instructions by supervisors.



 The average number of professional training hours per year and employee or category of employees to the total number of employees of 
 the company�total number of employees in that category (for each gender and category).
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Collective "argaining
In Romania, collective bargaining between 
the trade union (which represents the em-
ployeesg interests) and the employer (which 
represents the employer organizationgs 
interests) to regulate working conditions, 
employment conditions etc., is a legal 
requirement. 

In Antibiotice SA, the results of the negoti-
ations between the &ree and Independent 
Trade 5nion of Antibiotice and the 
employer are included in the concluded 
Collective L abor Agreement. Each emplo-
yee of Antibiotice SA is a beneficiary of 
the provisions of the collective agreement, 
irrespective of the type of their employ-
ment contract, working time or whether 
they are members of the union.

Collective Labor Agreement

In Antibiotice SA, the Collective Labor 
Agreement is valid for two years (with the 
possibility of extending it only once, for a 
period of maximum 12 months).

The Contract primarily includes provisions 
on:

working conditions, protection of 
employeesg health and safety, 
environmental protection, and 
emergency situations 

general framework for remuneration, 
benefits and other amenities 

continual professional training 

working time and rest time 

other employeesg protection measures.

Trade 5nion
The &ree and Independent Trade 5nion of 
Antibiotice is the employer organizationgs 
social dialogue partner and takes part in 
the negotiations of the clauses of the 
Agreement as the representative of the 
company employees. Any employee of 

Responsible marketing concentrates on 
the application of ethical and moral rules 
and principles in the companygs marketing, 
promotion and sale policies. The principles 
of ethics are conveyed in the codes and 
rules of conduct, which describe the 
elemental guiding lines of behavior in all 
the activities the company performs.

In Antibiotice SA, ethical practices cover 
altogether prescription, non-prescription 
medicinal products, and food supplements. 
Such practices are assumed and followed 
both within and outside the national boun-
daries, and grouped in a Code of Good 
Practices for the promotion of prescription 
medicines and for interactions with 
medical and pharmaceutical professionals 
( ). The Code aims at HTTPS:��BIT.LY��PY�R*I
both preventing any possible incident 
and solving any received warning, fine 
or penalty by an internal Ethics and 
Integrity Board. 

The , along with Code of Good Practices
the  and companygs Code of Ethics Internal 
Regulations provide a legal, transparent 
and ethical framework for the promotion 
activities and for the creation of a fair com-
petitive environment for the prescription 
medicinal products.

The current Code reflects the requirements 
of the corresponding codes of the 
European &ederation of Pharmaceutical 
Industries and Associations (E&PIA), the 
Romanian Association of International 
Medicine Manufacturers (rom. ARPIM), 
the Association of Generic Medicines 
Producers from Romania (rom. APMGR), 
as well as of the Directive 2001�83�EC 
of the European Parliament and of the 
Council of 6 November 2001 on the 
establishing of a Community code relating 
to medicinal products for human use.

Employee-Organization 
Relationship Responsible -arketing

Antibiotice SA may become member of 
the 5nion. The &ree and Independent 
Trade 5nion of Antibiotice is part of the 
&ederation of &ree Trade 5nions of the 
Chemical and Petrochemical Industries 
(which is a member of the National Trade 
5nion Confederation hCartel AL&Av).

5554

100% 

2019 ���� ����

 78% ���  �3���

0ERCENTAGE OF EMPLO
YEES WHO ARE UNION 
MEMBERS OF THE TOTAL 
NO. OF EMPLOYEES

Employee Communications 
and Consultation
The union leaders have periodical meetings 
with the employergs representatives, during 
which they are informed on the business 
evolution, level of achievement of the com-
panygs objectives and immediate prospects 
for the activities. In addition, the managing 
team discuss the decisions that may affect 
the rights of the employees or create new 
obligations for them with the union mem-
bers in advance. Such discussions result in 
mutually agreed notifications (in compliance 
with the methodologies specified in the 
applicable legislation). The Collective Labor 
Agreement stipulates that the employer 
can invite union members to attend its 
meetings as observers, as provided by law, 
and will ensure them access to documents, 
in conformity with the provisions of the 
Law 467�2006 establishing the general 
framework of employee information and 
consultation.

The Romanian legislation and collective 
labor agreements do not have specific 
provisions on employee communications 
and consultation in contractual or employ-
ment relationships, and provide only a 
general legal framework detailing the 
procedures for collective redundancy and 
protection of employees in transfers of 
business.

The Code defines the ethical standards 
specific to medicinal product promotion 
to be implemented in order to ensure 
accurate transmission of the information 
related to generic medicines to health 
professionals. At the same time, it enables 
the internal Ethics and Integrity Board to 
prevent or solve potential deviations.

Antibioticegs representatives comply not 
only with the provisions of the Code, but 
also with the applicable laws in force. Such 
rules refer to the advertising intended for 
health professionals and that intended for 
the general public, printed advertising 
materials, commercials, promotion of the 
rational use of medicines, compliance with 
the contents of the summary of product 
characteristics (SPC), product sample 
offering, Internet advertising, sponsoring, 
advertising during medical events, etc.

In what concerns the application of the 
legal and voluntary requirements on 
promotion into practice, Antibiotice SA 
has received neither fines nor warnings 
for failure to comply with the legislation 
on product labeling, promotion and 
marketing communications. 

Zero 
lNES AND 
zero 
WARNINGS FOR 
FAILURE TO 
COMPLY WITH 
THE LEGISLATION 
ON MEDICINAL 
PRODUCT 
ADVERTISING
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By its very mission, Antibiotice SA makes 
its valuable generic medicines more 
accessible to patients, physicians and 
pharmacists. 

Antibioticegs portfolio comprises 150 
medicines from 12 therapeutic classes. 
Our company distinguishes itself also by 
ranking first worldwide in the production 
of the active substance Nystatin, a verti-
cally integrated product. 

Medicines manufactured by Antibiotice 
are delivered both in the local market 
and in over 70 count ries in Europe, Asia, 
North America and Africa.

Our products reach the hospitals and 
pharmacies from Romania and abroad 
through our distributor partners with 
which we have ethical and transparent 
commercial relations for the purpose of 
a continuous and active presence of 
the Antibiotice products in the entire 
pharmaceutical system.

The ten partners we colaborate with in 
the Romanian market concluded supply 
agreements with all the 523 hospitals in 
the country (368 public and 155 private 
hospitals) and with the 8,099 (about 
2,000 belong to the national chains, and 
the others are community and regional 
pharmacies). Source: INS SAN101B Report 
on the activity of health units in 2019.

When concluding the distribution agree-
ments, Antibiotice makes sure that the 
distribution partners have the capacity to 
continuously market the products without 
interruptions in delivery, according to the 
Good Distribution Practice (GDP) standards. 
Our company also makes sure that the 
distributors meet the need to provide 
affordable medicines and can develop 
long-term development strategies, leading 
to a growing and sustainable evolution of 
the company in those territories.

As a manufacturer of generic medicines, 
Antibiotice SA has its own Center for 
Clinical Studies, a research unit authorized 
by the Ministry of Health, where bioequiva-
lence and phase I clinical studies without 
therapeutic benefit are carried out.

Clinical bioequivalence studies certify 
that generic medicines developed by 
Antibiotice SA are therapeutically equiva-
lent to the innovative, reference medicinal 
product in accordance with the national 
and European Good Clinical Practice (GCP) 
and Good Laboratory Practice (GLP) rules 
for medicinal products for human use. 
The phase 1 clinical studies provide the 
scientific data needed to confirm the 
efficacy and safety of medicines.

The Antibiotice Center for Clinical Studies 
conducts the clinical studies in accordance

One of the absolute priorities of Antibiotice 
SA is to ethically and rigorously inform the 
users of its medicinal products about their 
actions and correct use, in order to 
maintain patient safety.

In addition to their proven effectiveness in 
treating the conditions for which they are 
indicated, the Antibiotice medicines are 
permanently monitored to minimize the 
risks. Continous actions are carried out for 
ensuring a transparent communication 
process towards consumers, involving 
labeling, mode of administration, efficacy 
and safety of medicines.

Our constant preoccupation to provide 
medicinal products to as many patients as 
possible led to the opening of four repre-
sentative offices in Republic of Moldova, 
Vietnam, 5kraine and Serbia. Through 
these representative offices, our company 
is closer to the consumers and local 
health system, knows and understands 
consumption and therapeutic habits, 
constantly adapting to their needs.

The territorial expansion policy is also 
focused on approaching other territories 
with developed economies in Europe, 
America but also emerging countries 
from Asia. Antibiotice is also interested 
in penetrating disadvantaged territories 
with medicines at affordable prices. Thus, 
Antibiotice supports the communities and 
health systems from these countries, with 
therapeutically effective medicines, at 
prices adapted to the local economic 
context. In countries from Africa or the 
Middle East, Antibiotice comes in support 
of international organizations for combating 
tuberculosis (Tunisia) and treatment of 
cardiovascular diseases (Libia, 9emen, Irak).

In 2019, the Antibioticegs specialist teams 
obtained marketing authorizations for 
10 medicines intended both for the internal 
and external markets. In order to maintain 
the products already authorized, 60 reau-
thorization procedures were completed 
(40 medicinal products for the domestic 
market and 20 for the international market).

The Antibiotice portfolio provides a 
number of 37 medicinal products included 
in the Model List of Essential Medicines of 
the World Health Organization (WHO). 
These medicinal products are considered 
essential, according to the WHO classifi-
cation (medicines that meet the health care 
needs of the majority of the population, 
used in the treatment of the most common 
diseases).

Access to medicines
Safety of participants 
in clinical studies

Safety of -edicines and 
Adverse Effects
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with the Declaration of Helsinki, a state-
ment of ethical principles for medical 
research Involving human subjects. The 
Study Protocol describes the objective, 
manner of conduct and how the ethical 
principles are approached, being subject 
to the analysis and approval of the 
National Commission for Bioethics of 
Medicines and Medical Devices.

The subjectsg rights, safety and well-being 
in a clinical study are put before any 
scientific interest of our company. The 
inclusion of human subjects in the study 
is done only after their informed and 
documented consent. The participation 
of subjects in clinical studies is voluntary, 
with the possibility of their withdrawal 
from the study at any time.

The robust procedures to ensure the 
safety of volunteers participating in clinical 
studies are paramount in development of 
Antibiotice medicinal products. 

The safety in use, storage and administra-
tion of the Antibiotice products are ensured 
by warnings explicitly mentioned on the 
product label and leaflet, together with 
other specific information properly provided 
so as to help patients and consumers 
understand the specialized terms.

The label and leaflet of each medicinal 
product is subject to the approval of the 
Romanian regulatory authority, National 
Agency for Medicines and Medical Devices 
(NAMMD) or other European or non-Euro-
pean authorities prior to placing the medi-
cines in the market, and the information is 

)N ����� 
THERE WERE 
NO CLINICAL 
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PREMATURELY 
ENDED FOR 
VOLUNTEER 
SAFETY 
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with the Declaration of Helsinki, a state-
ment of ethical principles for medical 
research Involving human subjects. The 
Study Protocol describes the objective, 
manner of conduct and how the ethical 
principles are approached, being subject 
to the analysis and approval of the 
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Medicines and Medical Devices.
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regularly reviewed and harmonized with 
the requirements of relevant legislation. 

Safety of medicinal products is monitored 
throughout the life of the product, from 
development, launch and marketing to 
the expiry of the marketing authorization. 
The collection of information from various 
sources (spontaneous adverse reaction 
reports, literature data, clinical trials, 
authorities) and the ongoing evaluation 
of relevant information on the safe ty of 
our medicines are performed in order 
to identify early safety signals, which are 
periodically analyzed together with the 
national, and international healthcare 
authorities.

To report a suspected adverse event for 
any of the Antibiotice medicines authorized 
to be placed in the market, all the patients 
have at their disposal the following email 
address: sigmedumane antibiotice.ro and 
the telephone number: 0232.209.256, 
along with other identifying inf ormation 
in the leaflet.

All the spontaneous reports of suspected 
adverse reactions are collected, evaluated 
and reported in accordance with applicable 
law. By connecting in 2007 to the European 
Pharmacovigilance Database (Eudravigilan-
ce) and permanent up-dating of the phar-
macovigilance system, Antibiotice SA 
continuously contributes to maintaining the 
safety of the use of its medicinal products 
and contributes also to the detection of 
possible gl obal safety signals and initiation 
of appropriate measures for the protection 
of public health, where appropriate.

In 2019, the European Medicines Agency 
(EMA) completed a series of procedures 
for the scientific reassessment of the quino-
lone class safety. Our specialists took part 
in this process ended with the submission 
in March 2019 of a letter informing the 
health professionals about the new condi-
tions for safe use of quinolones as well as 
the regulator y actions taken.

Starting with 2018, the international medical 
authorities initiated procedures that took 
place throughout 2019 and targeted all the 
manufacturers for detecting and establi-
shing the safety limits on the content of 
nitrosamines in various active substances 
and medicines.

Antibiotice engaged in this endeavor of 
the national and international authorities 
to apply effective measures to prevent the 
presence of these impurities in its medici-
nes. Thus, appropriate test methods have 
been established, ensuring this way the 
continuous presence of our products in 
the market (for example the product 
Candesartan tablets). Similar evaluation 
actions were carried out for Ranitidine 
tablets, and the regulatory measures 
established by the authorities are to be 
implemented. Antibiotice, as a manufac-
turer of the active substance Nystatin, 
started an extensive characterization pro-
cess in terms of potential risk of presence 
of nitrosamines in this active substance. 
At the end of 2019, our Nystatin was 
tested for detecting two nitrosamines. 
The risk analysis and analytical results 
revealed that no nitrosamines were 
identified in the product Nystatin 
(active substance).

In 2019, no serious, unexpected adverse 
reactions were reported in the Antibiotice 
medicines requiring the withdrawal of the 
medicines from the market.

During 2019, no incidents regarding:

non-compliance with the legal regula-
tions imposing a fine or a penalty�

non-compliance with legal regulations 
leading to a warning

non-compliance with the voluntarily 
assumed codes in the field.

Zero 
lNES� PENALTIES 
OR WARNINGS FOR 
NONCOMPLIANCE 
WITH APPLICABLE 
REGULATIONS

Social responsibility

(ealth

Antibiotice develops social responsibility 
programs to improve the health of its 
employees, but also health of the com-
munity in which operates. Within these 
programs, education and information 
campaigns on health prevention are 
developed.

hDonate blood� Put your soul to life�v – 
a blood donation campaign

5nder this urge, the Antibiotice employees 
have participated since 2010, in the blood 
donation campaigns, organized by the 
hScience and Soulv &oundation in partner-
ship with the Regional Blood Transfusion 
Center Iaþi. Performed biannually, this 
action responds both to the need to 
increase the blood reserves in hospitals 
and to the employeesg desire to do a 
good deed for their fellow citizens, dona-
ting blood to solve the urgent medical 
cases. Our company organized two 
hDonate blood� Put your soul to life�v 
campaigns on April 7, 2019, on the 
occasion of the World Health Day and 
on October 2019. A number of 120 
Antibiotice employees donated 60 liters 
of blood, saving this way 300 lives. 
The hScience and Soulv &oundation was 
awarded two times in 2019 for its efforts 
to continuously organize (9 years in a row) 
blood donation campaigns in which the 
Antibiotice employees were the donors. 
Our &oundation received the first prize 
for this program within the Romanian CSR 

Adwards Gala organized by CSR Media. 
The &oundation was also given the 
hRescue Herov distinction granted by 
the National Institute of Transfusion 
Hematology Bucharest within the Blood 
Donor Gala organized by the Voluntary 
Emergency Service Iaþi.

hEach of us can save a life�v – first aid 
courses for the Antibiotice employees

&irst aid courses make the difference 
between life and death and health 
education increases a persongs chances of 
survival if those around him�her know how 
to intervene until the ambulance arrives. 
To this end, for the second year in a row, 
our company organized on the occasion 
of the Restart a Heart Day (October 16, 
2019), a first aid course attended by 100 
employees willing to learn the basic first 
aid measures. This action was carried 
out in partnership with the Emergency 
Receiving 5nit of SM5RD Iaþi and 
Emergency Medicine Department within 
Gr. T. Popa 5niversity of Medicine 
and Pharmacy. The campaign 
entitled hEach of us can 
save a life�v was awarded 
at the Romanian CSR 
Award 2019 Gala in 
the hSupport for our 
employeesv cate-
gory and promotes 
the responsible 
behavior among 
the Antibiotice 
employees. 

Acting responsibly, Antibiotice creates long-term value for both the company and 
stakeholders, respecting the environment, being concerned about the health and safety 
of employees, supporting the communities in which operates. Developing a sustainable 
business, ethics and transparency, economic, social and environmental impact represent 
strategic directions followed by Antibiotice SA also in 2019. Social responsibility programs 
conducted by our company are based on four strategic pillars: health, education, 
environment and social areas.

LIVES SAVED 
BY BLOOD 
DONATION

EMPLOYEES 
READY TO 
PROVIDE 
lRST AID

300 

100 
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Education

We invest, with science and soul, in the 
education of young people who, like our 
employees, can be highly performant in 
their career and become responsible beha-
vior models. We recognize and support 
the role of the local community in forming 
and developing the companygs main 
source of value – the well trained people.

hScience and Soulv Scholarships – 
an annual scholarship program for 
supporting pupils from the rural area

&or 18 years running, through its hScience 
and Soulv &oundation, Antibiotice has 
been supporting together with the Pro 
Ruralis Association 5 pupils from the rural 
area by giving them annual scholarships. 
This way, our company contributes to 
the education of some children with 
special abilities and a higher intelligence 
coefficient but without material 
possibilities, supporting them to continue 
their studies at the secondary and high 
school, thus giving them the chance 
for professional ac hievement and 
personal development.

Environment

Atibiotice develops a sustainable partner-
ship with the community by carrying out 
activities meant to protect the environ-
ment, being permanently concerned with 
improving its environmental performance.

h"e Pro-Nature� Put your soul�v

This is an environmental protection project 
encompassing more programs developed 
by our company in 2019:

hOrchard at schoolv is a program through 
which, year by year, the volunteer emplo-
yees from Antibiotice plant a fruit orchard 
around the rural schools. Thus, in April 
2019, 70 volunteers from Antibiotice 
planted 150 fruit trees at the Day Care 

Center for children at risk in the Corneþti 
Village, Miroslava commune as well as 
at the hConstantin Pĝunescuv Special 
Gymnasium School Iasi for pupils with 
different mental disabilities. In addition to 
its mission of instilling respect for environ-
ment in the young generation and 
maintaining a healthy lifestyle, the 2019 
hOrchard at schoolv project also aimed at 
offering therapy activities for children with 
special needs such as planting and caring 
the young orchard.

hWe plant oXygen in the communityv is a 
tree planting program for our employees 
that involved the greening of an area near 
the company. Thus, in November 2019, 
60 volunteer employees from Antibiotice 
planted 200 saplings in the immediate 
vicinity of our company.

hEarth (ourv is a campaign to which 
Antibiotice has joined since 2008 and 
involves the symbolic turning off the non-
essential electric lights in our company for 
one hour. 2019 was the 11th consecutive 
year in which Antibiotice symbolically 
turned off the lights inside its facilities, 
joining this way the Earth Hour campaign, 
the largest environmental manifestation 
of all times, which draws attention to 
the effects of global warming and to 
the measures to be taken, at any level, 
to stop the phenomenon of environ-
mental damage.

Social field

Antibiotice, through the hScience and 
Soulv &oundation engages itself in the 
community life by supporting disadvan-
taged groups through social programs, 
some of which have become traditional.

hPower of deedv – charity in the 
Easter holidays

Around Easter, the hScience and Soulv 
&oundation made a humanitarian gesture 
for 23 needy families which together have 
121 children, from remote localities of 
the Iaþi County (:mĝu Village, Lungani 
Commune, Dumeþti and CosiÈeni villages 
from the Dumeþti Commune). Each family 
received a package containing basic 
foods, traditional products, cleaning 
products and stationery for children.

vWe prepare the &uturev – celebration 
of the International Childrengs Day at 
the Antibiotice headquarters

It has already become a tradition for 
Antibiotice to offer gifts every year, for 
more than 15 years, to the employeesg 
children on the occasion of the Internatio-
nal Childrengs Day. In 2019, the company 
offered the children the opportunity to 
enter the traditional Moldavian world full 
of life and humor created by the greatest 
Romanian storyteller, Ion Creangĝ. The 
children were invited to the hAmintiri 
din copilĝriev show held at the National 
Athenaeum in Iaþi.

h"e generous, "e Santa Claus�v

In 2019, for the seventh year in a row the 
hScience and Soulv &oundation organized 
the hBe generous, Be Santa Claus�v 
campaign in partnership with Pro Vita 
Department of the Iasi Archdiocese 
Mission Sector, Metropolitan Church of 
Moldova and Bucovina. The campaign 
was organized for a number of 100 
children from families with reduced 
material opportunities, from 12 rural 
localities of Iasi County. The children 
aged between 1 and 13 expressed their 
wishes in letters addressed to Santa 
Claus. Their moving words animated our 
colleagues who became the Santa Clausgs 
elves, fulfilling the childrengs wishes. 
On December 18, 2019, Santa Claus 
rushed to appear at a festivity organized 
in our company. The kids enjoyed 
meeting him, many of them for the first 
time. As a sign of thanks, the little ones 
staged short artistic moments, singing 
Christmas carols.
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In all its activities, the manufacturer of generic medicines and active substances 
Antibiotice SA has among its priority concerns to protect the environment. Environmental 
risks are periodically assessed and identified in parallel with maintaining and improving 
the environmental management system.

The businessg most prestigious location 
where Antibiotice SA produces basic 
pharmaceutical products and carries out 
the other secondary activities hosting also 
the companygs headquarters is in the 
west of the City of Iaþi (the entrance from 
TŢrgu &rumos).

Antibiotice SA manufacturers finished 
products (generic medicines in various 
pharmaceutical forms) and active substan-
ces on eight GMP certified manufacturing 
flows. The finished products in the form of 
tablets, capsules, parenterals, ointments, 
gels, suppositories and pessaries are 
manufactured on seven production flows.

Starting with 1975, Antibiotice has been 
producing by industrial biosynthesis, 
the antifungal product Nystatin, active 
substance on the eighth flow dedicated 
for active substances, (Antibiotice has 
remained the only Romanian company 
that still produces industrial scale active 
substances).

Also, to be able to collaborate with 
business partners that do not operate by 
complying with the GMP requirements, 
Antibiotice SA has implemented and 
maintained an Integrated Management 
System for quality, environment, 
occupational health and safety. 

The entire activity in the field of environ-
mental protection is regulated through 
operating procedures of the environmen-
tal management system and through 
specific working instructions. Compliance 
of the system with the ISO 9001: 2015, 
ISO 14001: 2015 and ISO 45001: 2018 
standards was recertified by TƖV 
Rheinland Romania in *anuary 2020.

All the activities developed by Antibiotice 
SA in this field are regulated by the 
Integrated Environmental Authorization 
no. 1�10.01.2011, valid until *anuary 10, 
2021. The authorization issued by the 
Regional Environmental Protection Agency 

Bacĝu was revised in March 2018 by the 
Environmental Protection Agency Iasi.

Acccording to the requirements of the Law 
278�2013 on industrial emissions (which 
implements the Directive 2010�75�E5) 
the subject matter of this authorization 
are the main manufacturing activities of 
basic pharmaceutical products, including 
intermediate products (industrial biosyn-
thesis of the active susbtance Nystatin) as 
well as the secondary activities technically 
related to the main activity and carried 
out on the same site: combustion in manu-
facturing industries, chemical industry, 
chemicals (storage, handling and transport 
of chemicals), incineration of industrial, 
medical, hazardous waste resulted from 
the companygs activity, industrial waste-
water treatment.

Environmental factors are monitored 
according to the requirements of the 
integrated authorization, both through our 
own laboratories and through a laboratory 
authorized by the Romanian Accreditation 
Association (RENAR).

Every year, in compliance with the require-
ments of the Integrated Environmental 
Authorization, Antibiotice SA draws up 
the Annual Environmental Report 
and submits it to the Environmental 
Protection Agency Iaþi.

In order to insert in the Non-&inancial 
Report, the impact of the Antibiotice 
activities on the environment, after 
consulting the stakeholders (in 2018), 
we chose the following main material 
topics: efficient use of water resources, 
energy as well as a good waste mana-
gement. The secondary topic was the 
reduction of greenhouse gas emissions 
(which Antibiotice decided to include it 
in this chapter).

Thus, the four material topics to be 
addressed in the report are: energy, 
water, waste and emissions.

Energy 64

Water 66

Waste 68

Emissions 69
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Energy consumed 
by Antibiotice SA
&or the activities developed in 2019 in its 
businessg most prestigious location in Iaþi, 
Romania, Antibiotice SA consumed a total 
amount of energy of 232 Terajoules (1 Tj 

���10  *oules), of which 206 Tj came from 
non-renewable sources and 26 Tj from 
renewable sources.

Consumption of electricity from renewable 
sources has increased by 1 Tj compared 
to 2018, which indicates our companygs 
tendency to reduce its impact on the 
environment. 

&ossil fuel consumption has also fallen 
by 11� (19 Tj compared to 17 Tj) while 
natural gas consumption dropped by 13� 
(163 Tj, compared to 187 Tj). 

These savings were mainly due to the 
careful monitoring of the energy consu-
med by Antibiotice, through an intelligent 
monitoring system implemented in 2018, 
as well as through the measures taken to 
reduce consumption applied throughout 
the company.

Energy intensity
Intensity ratio of the energy consumed by 
Antibiotice SA (specific energy consum-
ption at sales of one thousand LEI) is 
calculated as the ratio between the abso-
lute value of the total energy consumed by 
Antibiotice SA (Gj) and the value of annual 
sales (thousands of LEI). The energy 
intensity ratio, expressed in Gj�1.000 LEI 
decreased by 17� in 2019, compared 
to 2018. This decrease is the result of 
monitoring the consumption, efficiently 

Energy

 
 2019 2018 2017

 Tj %
 Tj %
 Tj %


 52  53  52DIN CARE

    s NONRENEWABLE SOURCES 26  28  28

    s RENEWABLE SOURCES 26 50.45 25 46.67 24 45.19

 
 2019 2018 2017

1) 4OTAL ENERGY CONSUMPTION �'J	 232,000 259,000 256,000

2) 3ALES �THOUSAND ,%)	 390,000 365,000 337,000

Energy intensity ratio (1:2) 
(specific energy consumption 
at sales of thousand LEI) 0.59 0.71 0.76

 
 2019 2018 2017

1)  4OTAL FUEL CONSUMPTION FROM NONRENEWABLE 
 SOURCES� BY THE TYPE USED: 180 206 204

 s Natural gases 163 187 183

 s &ossil fuels 17 19 2

2)  4OTAL FUEL CONSUMPTION FROM RENEWABLE
 SOURCES 0 0 0

3)  4OTAL ENERGY PURCHASED FOR CONSUMPTION: 52 53 52

 s Total purchased electricity (from 
    non-renewable and renewable sources)) 52 53 52

 s Steam, heat, cold 0 0 0

4)  4OTAL SELFGENERATED AND UNCONSUMED ENERGY 0 0 0

5)  4OTAL ENERGY SOLD: 0 0 0

Total energy consumed by Antibiotice SA 
�����3���	 232 259 256 

Total electricity 
consumption, 

 
 2019 2018 2017

 17 19 21

'ASOLINE 0,425 0,565 0,915

$IESEL OIL 16,213 18,024 19,258

Total consumption 
of fossil fuels (Tj)

 
 2019 2018 2017

4J 163 187 183

.M3
  4,237,940 4,864,000 4,696,000

 
 2019 2018 2017

4J 116.3152 117.5704 112.2968

'#AL
  27,800 28,100 27,000

Natural gas 
consumption

Steam 
produced / consumed

To carry out its activities, Antibiotice SA consumes energy generated in different forms: 
electrical, thermal, etc. Part of the energy is self-generated (steam, heat, cold) and part 
is purchased from external suppliers (natural gas, electricity). Energy sources can be 
renewable (wind, hydro, solar, geothermal, biomass) and non-renewable or conventional 
(coal, oil, natural gas, atomic energy).


 The share of electricity from renewable sources, from the total electricity consumed


 Nm3 � normal cubic meter


 1 GCal � 0,004184 Tj

10%!  
REDUCTION 
IN TOTAL ENERGY 
CONSUMPTION 
��� 4*	 WAS 
RECORDED. 

Total energy consumed 
by Antibiotice SA (Tj)

using the energy, and adopting technical 
solutions to reduce consumption (new 
manufacturing equipment).

Reducing the energy consumption

Reduction of energy consumption refers to 
the amount of energy that is no longer used 
or no longer needed to perform the same 
process or task (does not include a decrease 
in energy consumption due to reduced pro-
duction capacity or outsourcing of activities).

In addition to reducing the consumption of 
electricity, natural gases and compressed air 
with the help of the intelligent consumption 
monitoring system, in 2019 a series of mea-
sures were implemented to make energy 
use more efficient and reduce the carbon 
footprint of Antibiotice SA:

modernization of the thermal power 
plant, by replacing a natural gas 
combustion boiler with a higher 
efficient one (92�, compared to 87�)�

replacement of the outdoor lighting 
system�

other technological upgrades (impro-
vements to spray-drying pumps).

Energy intensity 
(Gj/sales of 1,000 LEI)
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Energy quantities were calculated based on 
records and information received from utility and 
fuel suppliers, using calorific value, as well as the 
conversion factors agreed for energy units, 
according to the literature. The values used to 
calculate the energy consumption can be found 
for consultation, as follows: 

s  Higher calorific value ( HCV) of natural gas has 
the average value calculated of 38.452 Gj�Nmc 
for 2019 (according to the information specified 
in the invoices received from the utility provider)�

s  Net calorific value (NCV) of fuels has the value 
of 42.63 Gj�ton for diesel, and 43.51Gj�ton for 
gasoline (according to  )HTTPS:��BIT.LY�3DJ0�!%

s  the energy label for 2019 was provided by 
the electricity supplier (  ).HTTPS:��BIT.LY��39&�0,
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Energy quantities were calculated based on 
records and information received from utility and 
fuel suppliers, using calorific value, as well as the 
conversion factors agreed for energy units, 
according to the literature. The values used to 
calculate the energy consumption can be found 
for consultation, as follows: 

s  Higher calorific value ( HCV) of natural gas has 
the average value calculated of 38.452 Gj�Nmc 
for 2019 (according to the information specified 
in the invoices received from the utility provider)�

s  Net calorific value (NCV) of fuels has the value 
of 42.63 Gj�ton for diesel, and 43.51Gj�ton for 
gasoline (according to  )HTTPS:��BIT.LY�3DJ0�!%

s  the energy label for 2019 was provided by 
the electricity supplier (  ).HTTPS:��BIT.LY��39&�0,



66 67

Recycled and reused water
Recycled and reused water taken by 
Antibiotice SA from the municipal network 
is distributed through the internal distri-
bution network to consumers. At this level, 
water is not recycled reused, nor is water �
from other sources used.

Water recovery recycling takes place �
within the steam production and distribu-
tion system. The condensate resulting here 
is recovered and reintroduced into the 
water supply circuit of the steam boilers. 
In 2019, the quantities measured with 
specialized equipment and verified in 
the internal metrology laboratory were 
1.020 m³ condensate from the steam for 
heating, and 5,396 m³ from the steam 
for preaheating.

Drained water
Industrial wastewater from Antibiotice 
installations (the effluents) enters the com-
panygs treatment plant. After pre-treatment, 
they are discharged by pumping into the 
sewer system of the City of Iaþi ( the muni-
cipal collector belonging to the supplier 
Apa Vital SA).

The station works in two treatment stages, 
the mechanical one (which retains floating 
coarse matter, sand and grease) and 
the biological one, with activated sludge 
(which reduces organic load and other 
pollutants such as ammonia nitrogen, 
sulphides, etc.).

Water

Antibiotice SA monitors the quality of water in accordance with the requirements of the 
Water Management Authorization no. 303�20.12.2010, issued by the hRomanian Watersv 
National Association, Prut-BŢrlad Water Basin Administration. The current authorization 
is valid until December 31, 2020.

 
 2019 2018 2017

 249,200 208,400 21,150

s  IN SURFACE WATERS �BROOK	  134,000 85,400 10,150

s  IN GROUNDWATER  0 0 0

s  WATERS DISCHARGED TO SUPPLIERS 
    OR OTHER ORGANIZATIONS 115,200 123,000 111,000 

 
 2019 2018 2017

 146,700 141,900 158,200 BY SOURCES:

s FROM SURFACE WATERS 
 �RIVERS� LAKES� ETC.	 0 0 0

s  FROM GROUNDWATER 0 0 0

s FROM THE DIRECT COLLECTION 
 OF RAINWATER  0 0 0 

s FROM THE WASTEWATER 
 OF ANOTHER ORGANIZATION 0 0 0 

s FROM PUBLIC PRIVATE WATER�
 SUPPLY SYSTEMS 146,700 141,900 158,200

Total volume of water 
discharged (mǓ)

Total volume of water 
captured (mǓ),

Conventional-clean meteoric or rainwater 
(coming from atmospheric precipitation) is 
discharged into the natural emissary of the 
Cantacuzoaia brook, a tributary of the 
Bahlui river.

Total volume of effluents in 2019 was 
249,200 m³, higher compared to the 
previous year (208,400 m³), as a result of 
an increased rainfall. Out of this total, 
115,200 m³ were waters discharged into 
the sewage system of the treatment plant 
and 134,000 m³ were waters discharged 
into the emissary. &low rates were mea-
sured using measuring equipment, the 
records being based on reports conclu-
ded with the authorized operator.

The quality of wastewater pre-treated in 
the treatment plant and of the rainwater 
discharged into the emissary falls within 
the parameters established by environ-
mental legislation. Antibiotice SA performs 
determinations of the quality indicators for 
the discharged waters by the mass-flow 
method, in its own laboratory, as well 
as in third-party laboratories, accredited 
by RENAR.

In 2019 no exceedances of the maximum 
permitted concentrations established by 
the integrated environmental permit and 
GD no. 352�2005 (NTPA 001 and NTPA 002).

Soil and groundwater protection
Of the total area of the land owned by 
Antibiotice SA, about 40� are green 
spaces. Groundwater quality was 
monitored by sampling and monthly 
analyzing the samples obtained from 
perimeter observation boreholes.

There were no accidental pollution or 
environmental incidents leading to 
degradation of soil quality in the area 
of influence of the Antibioticegs activity.

Captured and consumed water
The total volume of water captured and 
consumed in 2019 was 146,700 m³, higher 
by 4� compared to 2018 (141,900 m³). 
The volume was determined by using 
measuring equipment. The increase in 
consumption occurred on the background 
of using water for irrigation, in order to 
arrange and maintain the extended green 
spaces of Antibiotice SA. The amount of 
drinking water was fully provided from the 
network of the City of Iasi managed by the 
operator Apa VitaI SA (from the Timiþeþti 
underground source).

Intensity of water consumption
Intensity ratio of water consumed 
by Antibiotice SA (specific water 
consumption to sales of one thousand 
LEI) is calculated as the ratio between 
the absolute value of total water 
consumption (m³) and the value of 
annual sales (thousands of LEI). 

 
 2019 2018 2017

1) 4OTAL WATER CONSUMPTION �MǓ	 146,700 141,900 158,200

2) 3ALES �THOUSANDS OF ,%)	 390,000 365,000 337,000

Water consumption intensity ratio
(specific water consumption) (1:2) 0.38 0.39 0.47

Intensity of water consumption 
(mǓ/sales of 1,000 LEI)
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drinking water was fully provided from the 
network of the City of Iasi managed by the 
operator Apa VitaI SA (from the Timiþeþti 
underground source).

Intensity of water consumption
Intensity ratio of water consumed 
by Antibiotice SA (specific water 
consumption to sales of one thousand 
LEI) is calculated as the ratio between 
the absolute value of total water 
consumption (m³) and the value of 
annual sales (thousands of LEI). 

 
 2019 2018 2017

1) 4OTAL WATER CONSUMPTION �MǓ	 146,700 141,900 158,200

2) 3ALES �THOUSANDS OF ,%)	 390,000 365,000 337,000

Water consumption intensity ratio
(specific water consumption) (1:2) 0.38 0.39 0.47

Intensity of water consumption 
(mǓ/sales of 1,000 LEI)
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Waste Emissions

Antibiotice SA implemented a selective waste collection system, each production plant 
and ancillary activity being equipped with appropriate containers for collection.

Packaging
Antibiotice SA complied also in 2019 with 
the legal requirements for packaging 
waste management. The quantity of packa-
ging introduced in the Romanian market 
was 872 tons, of which 523 tons were 
recovered �recycled. Thus, the global 
objective of recovery �recycling of at 
least 60� of the quantity of packaging 
introduced in the market was achieved, 
according to the requirements of the 
updated Law no. 249�2015 on the manage-
ment of packaging and packaging waste. 

Total weight of (hazardous and non-hazar-
dous) waste recorded by Antibiotice Iaþi 
in 2019 was 1,760 tons. Of this quantity, 
hazardous waste weighing 17 tons (9.6�) 
were removed by incineration.

As regards the non-hazardous waste repre-
senting 1,743 tons, one part (1,112 tons, 
representing 63.8�) were sold (including 
the related energy), another part (17 tons) 
were incinerated in the companygs incine-
ration plant, 215 tons were transferred to 
the the municipal ecological landfill, and 
407 tons were stored on the site.

In order to meet the objectives of 
recycling recovery of packaging waste, �
Antibiotice SA had, also in 2019, a service 
contract concluded with an authorized 
organization that met the obligations re-
garding the extended liability of the phar-
maceutical manufacturer, Antibiotice SA.

With regard to waste disposal methods, 
Antibiotice SA directly disposed of non-
recoverable waste (hazardous and some 
non-hazardous waste) by incinerating them 
in its own incineration plant (according 
to companygs records) and indirectly 
recovered the recyclable waste, through 
authorized economic operators, on the 
basis of service contracts.

Greenhouse gas emissions
Total amount of greenhouse gases (GHGs) 
emitted by Antibiotice SA in 2019 was 
13,637 t CO  eq (tons of carbon dioxide �

equivalent) and came from the following 
sources: electricity (3,604 t CO  eq), �

natural gases (8,787 t CO  eq) and fuels �

(1,216 t CO  eq). The quantity is almost 5� �

lower than in 2018, when 14,376 t CO  eq �

of GHGs were issued.

Intensity of greenhouse gas 
emissions
The intensity of greenhouse gas emissions 
in 2019 was 0.0349 t CO  eq�sales of 1000 �

LEI, slightly lower than the value recorded 
in 2018 (0.0394 t CO  eq�sales of 1000 LEI), �

even in the conditions of an increased 
production.

Emissions of pollutants into 
the atmosphere 
In Antibiotice SA the sources of emissions 
of air pollutants come from the extraction 
plant of Nystatin (NMVOCs – non-methane 
volatile organic compounds), discharges 
directed from the manufacturing plants of 
the finished products, warehouses etc. 
(ventilation, emission containment equip-
ment), natural gas combustion in its own 
thermal power plant, incineration of 
industrial waste, hazardous waste and 
medical waste in its own incineration plant, 
treatment of industrial wastewater and 
transport of goods and people).

The industrial biosynthesis installation 
uses in the process of obtaining the active 
substance Nystatin acetone (C H O) and 3 �

methanol (CH OH), organic solvents which 3

belong to the group of volatile organic 
compounds (VOCs). At the end of the 
extraction process of Nystatin, the water 
with solvents is directed to the solvent 
recovery facilities (with a recovery efficiency 
of 95�) and the wastewater is directed 
to the treatment plant. The Integrated 
Environmental Authorization requires the 
monitoring of the industrial biosynthesis 

 
 2019 2018 2017

1) 4OTAL RECYCLED RECOVERED �
     PACKAGING 523 597 570

2) 4OTAL PACKAGING PLACED 
     IN THE MARKET 872 998 950

% recycled packaging from 
those placed in the market (1:2) 60% 60� 60�

 
 2019 2018 2017

4OTAL AMOUNT OF WASTE� 
OF WHICH: 1760 738 1900

   s  HAZARDOUS 17 17 18

   s  NONHAZARDOUS 1743 722 1882

 
 2019 2018 2017

Scope 1 – Gross direct greenhouse 
gas emissions (gases included in 
the calculations: CO ) �T #/  EQ	:2 2

.ATURAL GAS CONSUMPTION 8,787 9,378 9,054

&UEL CONSUMPTION 1,246 1,390 208

Total Scope 1 – Gross emissions  10,033 10,768 9,737

Scope 2 – Gross indirect greenhouse 
gas emissions (gases included in 
the calculations: CO ) �T #/  EQ	:2 2

#ONSUMPTION OF ELECTRICITY 
FROM SUPPLIERS 3,604 3,608 4,060

Total Scope 2 – Gross emissions  3,604 3,608 4,060

Total greenhouse gas emissions 
(t CO  eq) (Scope 1+Scope 2)  13,637 14,376 13,3222

 
 2019 2018 2017

1) 4OTAL '(' EMISSIONS �T #/  EQ	 �

�3COP ��3COP �	 13.637 14.376 13.322

2) 3ALES �THOUSANDS OF ,%)	 390.000 365.000 337.000

)NTENSITY RATIO OF GREENHOUSE GAS 
EMISSIONS �'%3	 ��:�	 0,0349 0,0394 0,0395

 
 2019 2018 2017

.ONMETHANE VOLATILE ORGANIC 
COMPOUNDS �T .-6/#S�YEAR	
 310,583 386,682 unreported

Packaging (tons)

Waste (tons)

Direct and indirect 
greenhouse gas emissions

Intensity of greenhouse gas 
emissions (t CO  eq/sales 2

of 1,000 LEI)

Other significant 
emissions to air 

60% 
OF THE PACKAGING 
PLACED IN THE MARKET 
WAS RECYCLED

 
 2019 2018 2017

Total waste  1760 738,46 1900

Total amount of hazardous waste 
by recovery /disposal method 
(where applicable) 17 16,86 18

Hazardous waste for reuse 0 0 0

Hazardous waste for recycling 0 0 0

Hazardous waste for compost 0 0 0

Hazardous waste for sale, including 
energy recovery  0 0  0

Hazardous waste for incineration  17 16,86 18

Municipal landfill  0 0  0 

Storage on the companygs site  0 0  0 

Total amount of non-hazardous waste, 
by recovery /disposal method 
(where applicable) 1743 721,6 1882

Non-hazardous waste f or reuse 0 0 0

Non-hazardous waste for recycling 0 0 0

Non-hazardous waste for compost 0 0 0

Non-hazardous waste for sale, 
including energy recovery  1112 96  1156 

Non-hazardous waste for incineration  36 26,2 30

Municipal landfill  215 221 192

Storage on the companygs site  407 499 514

Waste management by 
categories and methods 
of disposal recovery (tons)/


according to the solvent balance

The values used for the calculation of emissions, according to the standard methodology provided 
by Regulation EC 601�2012 on monitoring and reporting of greenhouse gas emissions, in accor-
dance with Directive 2003�87�EC (calculation by multiplying the activity data, corresponding to 
the fuel category used, on the basis of the net calorific value, with the corresponding emission 
factors, according to the IPPC Guidelines, 2006), are found for consultation, as follows: 

s higher calorific value of natural gas (HCV), with the average value calculated for 2019 – 38,452 
Gj�Ncm, according to the information specified in the invoices received from the utility provider�

s the value of the emission factor for natural gas is according to the energy label for 2019, issued 
by the utility provider – HTTPS:��BIT.LY��3/B3H(

s net calorific value (NCV) respectively 42.63 Gj�ton for diesel, as well as 43.51 Gj�ton for petrol, 
as well as the emission factors for the calculation of the quantities emitted of CO  are according to �

Annex VI, of the EC Regulation no. 601�2012 on the monitoring and reporting of greenhouse gas 
emissions in accordance with Directive 2003�87�EC – HTTPS:��BIT.LY�3I9#YJN
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Waste Emissions
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and ancillary activity being equipped with appropriate containers for collection.
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even in the conditions of an increased 
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In Antibiotice SA the sources of emissions 
of air pollutants come from the extraction 
plant of Nystatin (NMVOCs – non-methane 
volatile organic compounds), discharges 
directed from the manufacturing plants of 
the finished products, warehouses etc. 
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The values used for the calculation of emissions, according to the standard methodology provided 
by Regulation EC 601�2012 on monitoring and reporting of greenhouse gas emissions, in accor-
dance with Directive 2003�87�EC (calculation by multiplying the activity data, corresponding to 
the fuel category used, on the basis of the net calorific value, with the corresponding emission 
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installation of the active substance Nystatin 
according to best available techniques 
(BAT), which set the limit values of pollu-
tant emissions in the environment so that, 
under normal operating conditions, they 
do not exceed the emission levels associ-
ated with the best available techniques 
(according to IPPC Directive 96�61�EC 
on integrated pollution prevention and 
control and VOC Directive 1999�13�EC on 
reducing the emissions of volatile organic 
com pounds, both of which are also 
implemented in our national legislation).

Emission values of non-methane volatile 
organic compounds (NMVOCs), from the 
production installation of Nystatin were 
calculated on the basis of the solvent 
balance prepared taking into account 
the values measured by a third-party 
laboratory, accredited by RENAR.

No incidents  
RELATED TO THE 
UNCONTROLLED 
EMISSIONS 
OF AIR POLLUTANTS 
IN ����

Antibiotice SA also aims to reduce the 
effects of technological odor emissions, by 
supervising and monitoring them, as well as 
by using various technical solutions to limit 
them (equipping filter equipment).

Air quality in the perimeter of Antibiotice SA 
is monitored by determinations carried out 
in its own laboratory and in a third-party 
laboratory. Certificates of analysis show that 
the concentrations of gaseous pollutants 
emitted into the air fall within the maximum 
permissible limits for the protection of 
human health: nitrogen oxide (NOx), sulfur 
oxide (SOx), carbon monoxide (CO), 
ammonia (NH ), volatile organic compounds 3

(VOCs), particulate matter (PM), etc., in 
accordance with the conditions set in the 
regulatory acts held and with the legal 
requirements in force at Antibiotice SA. 
No exceedances of the maximum allowed 
concentrations established in the Integrated 
Environmental Authorization were recorded.

The Antibiotice SA disclosures for 2019 has been made in reference to the following 
GRI Standards:

EN6IRON-ENTAL -ATTERS TA"LE O& CONTENTS
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102–8 a, c, d Information on employees and other workers 45

102–9 Supply chain 24–25

102–10 Significant changes to the organization and its 
supply chain

No significant 
changes

102–11 Precautionary Principle or approach 31–32
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Strategy   

102–14 Statement from senior decision–maker 6–7
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102–16 Values, principles, standards, and norms of behavior 40–41
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Table of contents



7170

installation of the active substance Nystatin 
according to best available techniques 
(BAT), which set the limit values of pollu-
tant emissions in the environment so that, 
under normal operating conditions, they 
do not exceed the emission levels associ-
ated with the best available techniques 
(according to IPPC Directive 96�61�EC 
on integrated pollution prevention and 
control and VOC Directive 1999�13�EC on 
reducing the emissions of volatile organic 
com pounds, both of which are also 
implemented in our national legislation).

Emission values of non-methane volatile 
organic compounds (NMVOCs), from the 
production installation of Nystatin were 
calculated on the basis of the solvent 
balance prepared taking into account 
the values measured by a third-party 
laboratory, accredited by RENAR.

No incidents  
RELATED TO THE 
UNCONTROLLED 
EMISSIONS 
OF AIR POLLUTANTS 
IN ����

Antibiotice SA also aims to reduce the 
effects of technological odor emissions, by 
supervising and monitoring them, as well as 
by using various technical solutions to limit 
them (equipping filter equipment).

Air quality in the perimeter of Antibiotice SA 
is monitored by determinations carried out 
in its own laboratory and in a third-party 
laboratory. Certificates of analysis show that 
the concentrations of gaseous pollutants 
emitted into the air fall within the maximum 
permissible limits for the protection of 
human health: nitrogen oxide (NOx), sulfur 
oxide (SOx), carbon monoxide (CO), 
ammonia (NH ), volatile organic compounds 3

(VOCs), particulate matter (PM), etc., in 
accordance with the conditions set in the 
regulatory acts held and with the legal 
requirements in force at Antibiotice SA. 
No exceedances of the maximum allowed 
concentrations established in the Integrated 
Environmental Authorization were recorded.

The Antibiotice SA disclosures for 2019 has been made in reference to the following 
GRI Standards:

EN6IRON-ENTAL -ATTERS TA"LE O& CONTENTS
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019

GRI standard Page

102 General Disclosures 2016  

Organizational Profile   

102–1 Name of the organization 11

102–2 Activities, brands, products, and services 11, 17–19

102–3 Location of headquarters 11

102–4 Location of operations 11

102–5 Ownership and legal form 11

102–6 Markets served 11, 20–23

102–7 i and ii Scale of the organization 11

102–8 a, c, d Information on employees and other workers 45

102–9 Supply chain 24–25

102–10 Significant changes to the organization and its 
supply chain

No significant 
changes

102–11 Precautionary Principle or approach 31–32

102–13 Membership of associations 29

Strategy   

102–14 Statement from senior decision–maker 6–7

Ethics and integrity   

102–16 Values, principles, standards, and norms of behavior 40–41

102–17 Mechanisms for advice and concerns about ethics 40–41

Table of contents



7372 TA"LE O& CONTENTS TA"LE O& CONTENTS
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019

Governance   

102–18 Governance structure 13–14

102–22 Composition of the highest governance body 
and its committees 13–14

102–23 Chair of the highest governance body 13

102–25 Conflicts of interest 40–41

Stakeholder engagement

102–40 List of stakeholder groups 33

102–41 Collective bargaining agreements 54

102–42 Identifying and selecting stakeholders 33

102–43 Approach to stakeholder engagement 33

102–44 Key topics and concerns raised 33–37

Reporting practice

102–45
Entities included in the consolidated financial 
statements

http://bit.ly/1X3NLG
D (C5I 1973096)

102–46 a Defining report content and topic boundaries 37

102–47 List of material topics 36

102–48 Restatements of information No changes

102–49 Changes in reporting No changes

102–50 Reporting period 5

102–51 Date of most recent report 5

102–52 Reporting cycle 5

102–53 Contact point for questions regarding the report 5

102–54 Claims of reporting in accordance with the GRI 
Standards 5, 34, 72

102–55 GRI content index 71–74

102–56 External assurance of sustainability disclosures 5

-aterial topic disclosures

200 Economic 

204 Procurement Practices 2016

204–1 Proportion of spending on local suppliers 43

205 Anti–corruption 2016

205–3 Confirmed incidents of corruption and actions taken 40

206 Anti–competitive "ehavior 2016

206–1 Legal actions for anti–competitive behavior, anti–trust, 
and monopoly practices 42

300 Environment

302 Energy 2016

302–1 a, b and c 
(i and iv e, f, g) Energy consumption within the organization 64–65

302–3 Energy intensity 65

303 Water 2016  

303–1 a Water withdrawal by source 66

303–3 a and b Water recycled and reused 66–67

305 Emissions 2016  

305–1 a and g Direct (Scope 1) GHG emissions 69

69

69

305–2 a and g Energy indirect (Scope 2) GHG emissions

305–4 GHG emissions intensity

69–70305–7 a (iv) and b Nitrogen oxides (NOx), sulfur oxides (SOx), and other 
significant air emissions

306 Efmuents and Waste 2016  

306–1 a (i and iii) Water discharge by quality and destination 67

306–2 a (i,ii,iii,iv,v,vii and viii) 
and b (i,ii,iii,iv,v,vii and viii)

Waste by type and disposal method 68



7372 TA"LE O& CONTENTS TA"LE O& CONTENTS
ANTIBIOTICE NON-&INANCIAL REPORT 2019 ANTIBIOTICE NON-&INANCIAL REPORT 2019

Governance   

102–18 Governance structure 13–14

102–22 Composition of the highest governance body 
and its committees 13–14

102–23 Chair of the highest governance body 13

102–25 Conflicts of interest 40–41

Stakeholder engagement

102–40 List of stakeholder groups 33

102–41 Collective bargaining agreements 54

102–42 Identifying and selecting stakeholders 33

102–43 Approach to stakeholder engagement 33

102–44 Key topics and concerns raised 33–37

Reporting practice

102–45
Entities included in the consolidated financial 
statements

http://bit.ly/1X3NLG
D (C5I 1973096)

102–46 a Defining report content and topic boundaries 37

102–47 List of material topics 36

102–48 Restatements of information No changes

102–49 Changes in reporting No changes

102–50 Reporting period 5

102–51 Date of most recent report 5

102–52 Reporting cycle 5

102–53 Contact point for questions regarding the report 5

102–54 Claims of reporting in accordance with the GRI 
Standards 5, 34, 72

102–55 GRI content index 71–74

102–56 External assurance of sustainability disclosures 5

-aterial topic disclosures

200 Economic 

204 Procurement Practices 2016

204–1 Proportion of spending on local suppliers 43

205 Anti–corruption 2016

205–3 Confirmed incidents of corruption and actions taken 40

206 Anti–competitive "ehavior 2016

206–1 Legal actions for anti–competitive behavior, anti–trust, 
and monopoly practices 42

300 Environment

302 Energy 2016

302–1 a, b and c 
(i and iv e, f, g) Energy consumption within the organization 64–65

302–3 Energy intensity 65

303 Water 2016  

303–1 a Water withdrawal by source 66

303–3 a and b Water recycled and reused 66–67

305 Emissions 2016  

305–1 a and g Direct (Scope 1) GHG emissions 69

69

69

305–2 a and g Energy indirect (Scope 2) GHG emissions

305–4 GHG emissions intensity

69–70305–7 a (iv) and b Nitrogen oxides (NOx), sulfur oxides (SOx), and other 
significant air emissions

306 Efmuents and Waste 2016  

306–1 a (i and iii) Water discharge by quality and destination 67

306–2 a (i,ii,iii,iv,v,vii and viii) 
and b (i,ii,iii,iv,v,vii and viii)

Waste by type and disposal method 68



74 ANTIBIOTICE NON-&INANCIAL REPORT 2019
TA"LE O& CONTENTS

307 Environmental Compliance 2016  

307–1 Non–compliance with environmental laws and 
regulations 63

400 Social  

401 Employment 2016  

401–1 New employee hires and employee turnover 46

401–2 Benefits provided to full–time employees that are not 
provided to temporary or part–time employees 45, 48

402 Labor/-anagement Relations 2016  

402–1 Minimum notice periods regarding operational changes 54

403 Occupational (ealth and Safety 2016/ 2018  

403–1 a Workers representation in formal joint 
management–worker health and safety committees 50

404 Training and Education 2016  

404–1 Average hours of training per year per employee 53

404–2 a Programs for upgrading employee skills and transition 
assistance programs 52

404–3 a Percentage of employees receiving regular 
performance and career development reviews 53

405 Diversity and Equal Opportunity 2016  

405–1 a (i and ii) 
and b (i and ii) Diversity of governance bodies and employees 47

405–2 Ratio of basic salary and remuneration of women to men 45, 47

416 Customer (ealth and Safety 2016  

416–2 Incidents of non–compliance concerning the health and 
safety impacts of products and services 57–58

417 -arketing and Labeling 2016  

417–1 a (ii and iii) Requirements for product and service information and 
labeling 57

417–2
Incidents of non–compliance concerning product and 
service information and labeling 58

417–3 Incidents of non–compliance concerning marketing 
communications 55








