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The	Global	Regulatory	Framework	for	Medical	Information	for	the	Global	
Pharmaceutical	Industry	

Collated	~	Interpreted	~	Current	
 

Why	is	this	book	necessary?	
In some functions of the pharmaceutical industry the regulatory framework is complex but has been well 
established so that working practices are relatively well defined or well debated when there are major 
changes e.g. product licensing, pharmacovigilance, etc.  This is not the case for Medical Information.   
 
For either a fledgling company setting up their global, regional or local Medical Information service for or 
an established company developing their Medical Information operations, the regulatory framework 
affecting the provision of medicines information on request to healthcare professionals or patients is not 
well defined.  If you are expanding into a new territory (e.g. an American company expanding into 
Europe or emerging markets) or you want to develop your digital offerings or boost your service for 
patients, you need to know the detail of the regulations, codes and laws. 
  
When it comes to Medical Information, the laws and regulations affecting product registration, 
pharmacovigilance, promotion and advertising, clinical trial disclosure, copyright, information to patients 
and data privacy are all relevant.  But it is not clear which parts of these complex documents apply and 
what this means in practice.   
 
The aim of this book is to 

• Clarify the relevant sections in these regulations and laws for the 3 major worldwide regions for Europe, 
North America and Asia Pacific. 

• Explain why they are relevant 

• How that translates into working practices 

• How companies stay compliant in an increasingly closely inspected and litigious environment.	

Authors	
A team of Medical Information experts with extensive experience in the pharmaceutical industry has 
written the resource over several years. Each contributor has specific expertise in a particular region. 
Some contributors also have extensive experience working in Global or Regional Medical Information 
operations and compliance in the pharmaceutical industry. See About the authors. 
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What	is	the	Global	Regulatory	Framework	for	Medical	Information	resource?	

We want to make it easy for you to be able to read, check and find the relevant information and sources 
about the relevant regulations and other sources.  

So	it’s	a	book	and	a	website! For every personal subscription that you purchase, you get access to the 
website, and you get one copy of the soft cover book posted directly to you. 

Why	both? We know from experience that you often need to browse the country information or search 
for a specific legal document. Therefore when you subscribe you have access to the text in a structured 
website, allowing you to search or expand specific sections. Often you want to find and download the 
relevant source documents so all the URLs are regularly checked and updated. 

But a website doesn’t help you to browse and flip through the contents. So your personal subscription 
gives you one copy of the soft cover book. It’s easier to browse, flip through the pages and read tabulated 
information. When the contents go through a major revision, a new edition is issued, subject to payment 
of the update fee. 
Find out more about the resource. 
 

How	can	I	get	access	to	the	website	and	receive	my	copy	of	the	book?	
You can purchase a subscription from the website as well as find out more information at 
www.medinforegs.com .  The one-off fee gives you access to the website and one copy of the book. 
Each year there will be a maintenance fee, as long as the contents are updated. 
 
The website gives the current price of the subscription and ongoing maintenance fee. It includes details 
of how to pay (either by credit card or we can raise an invoice for you). See Pricing.  
 

How	do	I	find	out	more	information?	
The website gives more information about the Regulatory resource and may answer many of your 
questions. But if you have any questions or you want to purchase a subscription via an invoice, do contact 
us at sharon@medinforegs.com. We have a contact form at Contact Us. 	
 

What	is	included	in	the	book	and	website?	
The following pages give you a taster of what is included in the 2nd Edition book version.  
 
There are some sample pages and a country monograph (for the European country Croatia). This shows 
the depth of information provided for each country and all the references and links quoted. 
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Book	Chapters	
1 Preface and Introduction  

2 How to use this book 

As pharmaceutical companies expand into global markets, achieving the goals of improving patient safety 
and maximizing customer service while maintaining compliance with regulatory and legal requirements 
becomes increasingly difficult. Challenges include regulations, guidelines and codes of conduct that vary 
across geo-political areas that may be further complicated by language. The goal of this document is to 
review the current regulations that impact the dissemination of medical information from pharmaceutical 
companies across several major regions of the world. 

3 What do we mean by Medical Information? 

This chapter outlines the functions of a medical information function within the pharmaceutical industry. 

4 Why are regulations, legislation and codes of practice so important? 

The impact of the regulations, legislation and promotional codes of practice on medical information 
practice are summarized. 

5 Regulations, legislation and codes of practice that apply to Medical Information Worldwide  

This section explains the common regulatory framework that applies to any company that provides 
information on prescription only medicines to healthcare professionals, patients or their care givers. 

The following sections cover the regulatory framework for 3 major geographical and economic regions: 
Europe, North America and Asia Pacific. Governmental agencies and professional associations have 
primarily created and updated these regulatory and compliance documents. Electronic links to all the 
original information sources are provided. 

6 North America 

United States 
Canada 
References 
7 Europe 

Regional considerations, providing information to patients, copyright, data privacy, MI guidelines, 
company standard operating procedures. Includes 33 European countries, including all the 28 European 
Union Member States.  
 
Austria 
Belgium 
Bulgaria 
Croatia 
Cyprus 
Czech Republic 
Denmark 

Estonia 
Finland 
France 
Germany 
Greece 
Hungary 
Iceland 

Ireland 
Italy 
Latvia 
Lithuania 
Malta 
Netherlands 
Norway 
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Poland 
Portugal 
Romania 
Russian Federation 

Serbia 
Slovak Republic 
Slovenia 
Spain 

Switzerland 
Turkey 
United Kingdom. 

References 
8 Latin America

Regional considerations: economic blocs, regulatory bodies and regulatory infrastructure. 
   
Argentina 
Bolivia 
Brazil 
Chile 
Colombia 
Costa Rica 

Ecuador 
El Salvador 
Guatemala 
Honduras 
Mexico 
Nicaragua 

Panama 
Paraguay 
Peru 
Uruguay 
Venezuela 

References 
9 Asia Pacific 

Regional overview and regulatory environment. 

Australia 
China 
India 
Japan 
New Zealand 
References 
 
10 Middle East & Africa 

To be included in later editions, based on demand from customers 

11 Other World regions 

To be included in later editions, based on demand from customers 

12 Off-Label Drug Use and Information Provision 

What do we mean by off-label medicine use? European Pharmacovigilance Legislation on off-label 
drug use. Off-label use in the United States, including the FDA draft guidance. 

13 How regulations drive Medical Information practice in the Pharmaceutical Industry  

This chapter discusses the steps a company would have to go through to consider the regulatory and 
legal framework when setting up a medical information function in a new territory, new company or 
outsourcing the function to a 3rd party vendor. 

14 Conclusions 

This chapter summarises the main points so acts as an executive summary. 
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15 Future Directions 

The future trends for regulations and legislation and how it will possibly affect Medical Information 
practice in the future. 

16 Glossary of Terms 

Definitions of commonly used terms and abbreviations 

  



 

6 
 

Preface	to	2nd	Edition	
 
Welcome to the second edition of the Global	Regulatory	Framework	for	Medical	Information	in	
the	Pharmaceutical	Industry!  
 
Over the last few years, we have all observed the rise of Medical Information services as a critical 
business activity. This includes commercial benefits as well as regulatory compliance, with an 
emphasis on adverse events reporting, quality complaints and product misuse. Customers that are 
hard to reach through normal marketing and sales channels come to you for answers to their 
questions about your products, providing companies with a unique opportunity to educate them about 
their safe, appropriate use to achieve maximum therapeutic benefit. A global view of all these 
questions gives companies further insight into the data gaps, unmet need, challenges and frustrations 
that both healthcare professionals and patient or their care givers have about product use. 
 
Medical Information Services is becoming the point source and gatekeeper for many critical business 
activities within the biopharmaceutical industry. Recently, we have observed a significant investment 
from small to mid-cap (capitalization) biopharma companies, supporting not only traditional Medical 
Information Services but also support for global compassionate use programs, clinical trials, drug 
distribution and patient support programs.  
 
For companies exploring therapeutic areas of unmet need and/or rare diseases, compassionate use 
programs, such as Expanded Access Programs and Named Patient Programs, have become a 
requirement from Regulatory Authorities and Patient Advocacy Groups. The recent state approval of 
Right to Try Legislation1 in the U.S. and the Early Access to Medicines schemes in individual 
European Countries (e.g. EAMS in the United Kingdom) has placed even more emphasis on these 
programs. The uptake in these programs has required Medical Information Services to understand 
this new regulatory landscape to support non-licensed products.  
 
One could argue that the role of Medical Information Services has never been more important in 
globalization initiatives for small biopharma. 
 
Medical Information also needs to address the challenge of incorporating new information sources, 
including Real World Data, new digital platforms and data technology, and ever-changing customer 
needs into their offerings, such as the use of social media to interact with customers. To implement 
changes in business strategy, practices or digital tools, leaders need to know the details of regulations 
so they become a help – not a hindrance - to their plans through unnecessary caution. 
 
This 2nd edition has expanded considerably.  
 
When we published the first edition of Global Regulatory Framework for Medical Information in the 
Pharmaceutical Industry in book format and also as a searchable website in 2015, we planned to 
extend the existing content to include the Asia Pacific Region and possibly extend it to include other 
countries. In addition, more regulations were passed; codes of practice updated; new Medical 
Information guidelines from industry collaborations published and inevitably, many hypertext links 
were broken on multiple websites! 
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The current edition contains new content from 15 more countries including Asia Pacific (Japan, 
China, India, Australia, New Zealand) and Europe (Bulgaria, Croatia, Cyprus, Ireland, Latvia, 
Lithuania, Malta, Serbia, Slovakia and Turkey) 
 
The US section has been improved to give more details on relevant codes and regulations, especially 
with respect to off-label use. 
 
The European section has not only got more countries but has been substantially updated to include 
new content. Since the first edition was published, new EPFIA codes have been created on 
Transparency & Transfer of Value plus updates to most of the EU country codes, impact of the 
United Kingdom leaving the European Union (Britain’s exit, aka Brexit), new initiatives from the 
European Medicines Agency to provide information to patients and clarify off-label reporting plus 
issues companies commonly face with handling off-label questions. We also have an update on the 
European Union Data Privacy regulation 2016/679 and Privacy Shield.  
 
All the links have been checked, broken links fixed or refocused and many more relevant documents 
added. For example, the bibliography has been expanded by 300%. 
 
As always, we encourage you to contact us regarding missing content, broken links or to provide 
feedback on the book or website resource. 
 
Sean Turbeville 
San Francisco, CA, United States of America 
 
Sharon Leighton 
United Kingdom 
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Overview.	Chapter	3.	Why	Are	Regulations,	Legislation	And	Codes	
Of	Practice	Important?	
 
Pharmaceutical regulations and legislation are predominantly created to protect patients and ensure 
quality of medicines.  The product licensing process ensures that medicines can demonstrate efficacy, 
tolerability and be manufactured to set quality standards.  Although there are no regulations that 
address Medical Information specifically, the practice of providing medicines information to 
healthcare professionals and patients is touched on in several types of regulations, laws and codes of 
business practice or conduct. 
 
What is driving the interest in regulations, laws and other guidance documents that apply to Medical 
Information?  Some key drivers include 

Globalization or regionalization of Medical Information functions 
Outsourcing of first line customer queries to vendors 
Enterprise commercial development by moving into new regions or countries 
Ensuring regulatory and promotional compliance in all countries 

Creating	a	Global	or	Regional	Medical	Information	Function	
Increased transparency of clinical information through widespread access to published literature and 
clinical trial disclosure policies has led companies to adopt a “One Voice” approach to medical 
information, alongside common regulatory labeling.  Companies need to ensure they have a 
consistent answer to common clinical questions about their products for all the countries that they 
market their products.  As there can sometimes be variations in regulatory labeling, these answers 
must be aligned to the product prescribing information approved locally. 
 
Increasingly pharmaceutical companies have globalized or regionalized their functions to gain 
organizational efficiencies and to maintain governance over the Medical Information or Affairs 
functions in the countries where the company operates.  There is also a common trend to outsource 
the frontline responsibility for medical information provision to specialist companies such as Contract 
Research Organizations or Contact Centers.  These external companies are operationally responsible 
for taking customers’ telephone calls, answering emails or responding via other communications 
channels such as websites, social media, faxes and texts (Short Messaging Systems, also known as 
SMS). However the pharmaceutical company retains overall regulatory and legal responsibility for the 
services provided by the outsource partner so must retain oversight of the operations.  Therefore the 
pharmaceutical company and third party provider must have detailed knowledge of regulations and 
the legal framework for Medical Information provision. 
 
Also includes: 

Why	healthcare	professionals	and	patients	contact	pharmaceutical	companies	

The	Medical	Information	Function	
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Sample	European	Country	Section:	Croatia	
 

• There	are	no	specific	medical	information	codes	in	Croatia.		

• Inovativna	 Farmaceutska	 Inicijatvia	 (IFI)	 is	 the	 innovative	 pharmaceutical	 industry	
organisation	in	Croatia.	

• The	IFI	“Code	of	Conduct	of	Innovative	Pharmaceutical	Companies”	was	last	updated	and	
effective	from	26th	February	2015.	

• The	Code	of	Conduct	 requires	members	 to	establish	a	medical	department.	No	specific	
reference	is	made	to	medical	information	or	a	scientific	service.	

• Off-label	enquiries	made	by	health	professionals,	including	those	transmitted	via	medical	
representatives,	must	be	referred	to	the	medical	department.	

• The	medical	department	is	also	responsible	for	approving	promotional	material	and	the	
conduct	of	non-interventional	studies.	

• Guidance	 is	 provided	 on	 the	 provision	 of	 information	 to	 patients	 and	 the	 sharing	 of	
digital	information.	

• Interaction	 with	 patient	 organisations	 is	 covered	 in	 a	 separate	 “Code	 of	 Conduct	 of	
Innovative	Pharmaceutical	Companies	in	Relationships	with	Patient	Organisations”.	

• Disclosure	 of	 transfers	 of	 value	 are	 covered	 in	 Part	 IV	 “Disclosures”	 of	 the	 IFI	 Code	 of	
Conduct.	

• HALMED	is	the	regulatory	agency	responsible	for	ensuring	the	efficacy,	safety	and	quality	
of	 medicines.	 The	 “Ordinance	 on	 the	 Manner	 of	 Advertising	 Medicinal	 Products”	
provides	rules	on	the	advertising	of	medicines	in	Croatia.	

 

Medical	Information-Specific	Code	
 

There are no specific medical information codes in Croatia. 

 

Promotional	Codes	Of	Practice	
 

Formed in 1994, Inovativna Farmaceutska Inicijatvia (IFI), also known as the Croatian 
Association of Innovative Pharmaceutical Initiativesi is the representative body for 26 
member companies. The aim of the Association is to support and promote technological 
and economic development activities, by discovering, developing and marketing new 
medicines to improve the quality of human health and health systems. The Preamble to the 
Code notes that ethical conduct is crucial for accomplishing such a mission. 
 
IFI is a member of EFPIA and provides a “Code of Conduct of Innovative Pharmaceutical 
Companies” which was last updated on 26th February 2015. The Code is available in both Croatianii 
and English language versionsiii. The scope of the Code is applicable to the promotion to and 

Croatia	
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interaction with healthcare professionals in relation to prescription-only medicines. Part III 
of the Code covers interactions between pharmaceutical companies, healthcare 
professionals and healthcare organisations. 
 
A separate Code of Conduct covers the interaction of pharmaceutical companies with 
patient organisationsiv. 
 
Transfers	of	Value	
 
Disclosure of transfers of value from pharmaceutical companies to healthcare professionals 
and healthcare organisations is covered in Part IV of the Code of Conduct. 
   
In common with many other such codes in Europe, provision of clinical papers in response 
to unsolicited medical information requests fall outside of the scope of this code and are not 
required to be reported. 
    
This section provides no further guidance relating to the provision of a service to respond to 
unsolicited medical information requests.  
 

Medical	Information	
 
The Code does not apply to “correspondence that may be supported with non-promotional 
materials provided in response to individual enquiries on particular Medicinal Product”. 
 
The Code defines the “medical department” as the scientific service established within each 
company in charge of information about its medicinal products, approval of activities 
mentioned in this Code and supervision of non-interventional studies, approval of 
promotional materials/activities, organisation and management of non-promotional events, 
and medical training of medical representatives and other employees that call on healthcare 
professionals. 
 
The role of the medical department is further defined in Article 23. Similar to other 
European Codes, “companies must establish a medical department”. Companies can 
choose how this service is established and taking into account their own resources and 
personnel. Furthermore, “Medical Department must include at least one medical doctor or 
a pharmacist”. Employees of the medical department must have completed under-graduate 
or graduate study in the areas of biomedicine and healthcare. The medical department 
approves the final form of promotional material and is responsible for the conduct of non-
interventional studies. 
 
Consistent with many other European Codes are the requirements for information, 
contained in Article 4: promotion must be consistent with the SPC and “promotion must be 
accurate, balanced, fair, objective and sufficiently complete to enable the healthcare 
professional to form his or her own opinion…” and should be “based on an up-to-date evaluation of 
all relevant scientific evidence and reflect that evidence clearly”. “It should not mislead by distortion,  
exaggeration, undue emphasis, omission or in any other way.” 
 

Croatia	
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Article 5 outlines the requirements for Documentation; “promotion must be capable of 
substantiation, which must be promptly provided in response to reasonable requests from healthcare 
professionals”. However, substantiation is not required for elements approved in the marketing 
authorisation of the medicine. 
 
Article 17, specific to non-interventional studies requires in part (g), that “the study protocol must be 
approved and the study must be supervised by the Pharmaceutical Company’s Medical Department.” 
The medical department is also required to prepare and maintain, for a reasonable period of time, a 
summary of the study. Furthermore, “medical representatives may only be involved from an 
administrative capacity”, under the supervision of the company’s medical department. The service 
should also ensure the adequate training of representatives in relation to their role in non-
interventional studies. 
 
Article 22 requires that medical representatives “must transmit to the pharmaceutical company 
forthwith any information they receive in relation to the use of the company’s medicinal products, 
particularly reports of side effects”. In addition, they must transmit to the medical department, all 
enquiries falling outside the scope of the approved SPC. 
 
Information	to	Patients	
 
The promotion of prescription-only medicines is prohibited in Croatia. Where requests are received 
from individual members of the public for advice on personal medical matters, the inquirer should be 
advised to consult a healthcare professional (Article 9). 
 
Further information regarding websites to, and email enquiries with, the general public and patients is 
provided in the digital information section below. 
 
Interactions between companies and patient organisations are covered by the “Code of Conduct of 
Innovative Pharmaceutical Companies in Relationships with Patient Organisationsv. 
  
This Code is available in both Croatian and English versions and was ratified and adopted on 30th 
June 2014 for implementation from 1st July 2014. In common with other such codes in Europe, this 
was developed to ensure the independence of patient organisations, and to ensure that relationships 
between pharmaceutical companies and such organisations are transparent and ethical and based on 
mutual respect. 
 
Neither Code provides any further guidance relating to the provision of the medical department to 
respond to unsolicited medical information requests from patients or the general public.  
	
Digital	Information	
 
The use of the Internet for promotion is covered in Article 10, “Use of the Internet in Promotion” 
and is consistent with many other European Codes. 
 
The website must clearly identify the physical and electronic address of the website sponsor, the 
purpose or objective of the website, and the websites’ target audience. It must also identify the 
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procedure followed in selecting website content and the source of all information included 
on the website (10.1). 
 
Article 10.2 outlines the content that can be made available via a website, including: 

• a)	general	information	on	the	pharmaceutical	company;	

• b)	health	education	information;	
• c)	information	intended	for	healthcare	professionals	(including	promotion);	
• d)	 non-promotional	 information	 for	 patients	 and	 the	 general	 public	 about	 medicines	

distributed	by	the	company;	and	

• Any	information	available	on	a	website	must	be	updated	regularly,	citing	the	date	of	the	
most	recent	update.	

 
Specific to non-promotional health education (b), such content can include information 
about the characteristics of the disease, prevention methods, and treatments. “They may 
refer to Medicinal Products, provided that the discussion is balanced and accurate.” 
Treatment information can include alternative treatments or interventions including surgery, 
diet and behavioural change and “Websites containing health education information must 
always advise persons to consult a Healthcare Professional for further information.” 
 
Information intended for healthcare professionals (c), must be clearly identified as such, 
however there are no other restrictions.  
 
Non-promotional information for patients and the general public is outlined in (d). 
“Websites may include non-promotional information …. on products distributed by the 
company” (e.g. indications, side-effects, interactions, proper use, and reports of clinical 
research) provided that the information is balanced, accurate and consistent with the 
approved SPC. The full, current, unedited SPC and patient leaflet must be available, posted 
in conjunction with the other information available on the medicine and with a “prominent 
link advising the reader to consult them”. The site “must always advise persons to consult a 
healthcare professional for further information”. 
 
A link to the public assessment report issued by the national competent authority may also 
be provided. Links to other websites containing reliable information on medicines, e.g. 
government bodies, medical research bodies and patient organsiations can also be included. 
 
Article 10.3, E-mail enquiries, notes that “a website may invite electronic mail 
communication from Healthcare Professionals and the general public seeking further 
information regarding the company’s Medicinal Products or other matters (e.g., feedback 
regarding the website).” 
 
A company may reply to the email in the same manner as it would reply to enquiries 
received by post, telephone or other media. Discussion of personal medical matters with 
patients and the general public must be avoided. “Where appropriate, replies shall 
recommend that a Healthcare Professional be consulted for further information.” Furthermore, if 
personal medical information is revealed, the company must hold it confidentially. 
 

Croatia	
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Information on links from other websites is provided in 10.4. Links cannot be established from 
websites designed for the general public to company-sponsored websites that are designed for 
healthcare professionals.  
 
Scientific review, outlined in 10.6, requires that the scientific and medical information prepared for 
inclusion in websites must be reviewed for accuracy and compliance with the applicable code(s) and 
Croatian regulations. The Medical Department within the company may complete this role or it may 
be “entrusted to other appropriately qualified persons”. 
 
Off-label	information	
 
In Croatia, it is prohibited to promote a product which has not been granted marketing authorisation 
and to promote an indication not covered by the marketing authorisation. 
  
However, this does not apply to the provision of information on unlicensed medicines at professional 
and scientific meetings and professional journals, subject to the following: 

• the	marketing	authorisation	process	for	the	medicine	is	pending;	
• that	only	the	international	non-proprietary	name	for	the	medicine	is	used;	

• the	medicine	manufacturer	is	not	mentioned.	
 
Article 3.3 further requires that where a request for information is made by a healthcare professional 
regarding an unlicensed product and/or indication, the company must refer the inquiry to the medical 
department.  
 
Article 22 (4) also requires that medical representatives transmit all inquiries falling outside the scope 
of the SPC to the medical department. 
 
Medicines	Act	and	Regulatory	Authority	
 
HALMED, is the regulatory agency for medicinal products and medical devices in Croatiavi. Like 
other agencies, its role is to ensure the efficacy, safety and quality of medicinal products.  
 
The Medicinal Products Act (76/13) and its amendment (90/14) are available in English together with 
various ordinances from the legislation section of the HALMED websitevii. The Act was passed in 
June 2013 with an amendment passed in July 2014. 
 
Advertising of medicinal products is contained in Section 12 (Article 182-185) of the Act. The 
advertising of medicinal products to the public, subject to a prescription, is prohibited. 
 
The “Ordinance on the Manner of Advertising Medicinal Products” (884), dated 9th April 2015 
provides the rules that govern the advertising of medicinal products. Article 4 states that 
“correspondence between health care workers, representatives of the pharmaceutical industry and 
relevant marketing authorisation holders in promotion, to which materials are appended that do not 
serve for promotional purposes, and which is in response to a specific question pertaining to a specific 
medicinal product” is not considered advertising of medicines. 
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The Ordinance further details that “The marketing authorisation holder must organize a service, or 
appoint a person, that is responsible for advertising and the provision of information” about 
medicines it places on the market. Furthermore, as outlined in Information to Patients above, 
“individual requests by citizens for advice pertaining to the personal health care problems should be 
avoided, and instead the person making the request should be referred to consult with their doctor.” 
 
Information about all medicines authorised for use in Croatia are available on a searchable 
“Medicines Products Database”viii.  
 
 

 

 
 
 
                                                
i  
http://ifi.hr/, http://ifi.hr/en/ – available in English, accessed 2nd October 2017 
ii  
http://ifi.hr/kodeks/ - accessed 2nd October 2017 
iii  
http://ifi.hr/wp/wp-content/uploads/2017/09/IFI-KODEKS_ENG_v15052017.pdf - accessed 22nd 
September 2017 
iv  
http://ifi.hr/wp/wp-content/uploads/2017/09/IFI_Code-for-Patient-Organisations_ENG_2014.pdf  - 
accessed 22nd September 2017 
v  
http://ifi.hr/wp/wp-content/uploads/2017/09/IFI_Code-for-Patient-Organisations_ENG_2014.pdf - 
accessed 22nd September 2017 
vi  
http://www.halmed.hr/en/ - accessed 22nd September 2017 
vii  
http://www.halmed.hr/en/O-HALMED-u/Zakoni-i-pravilnici/ - accessed 22nd September 2017 
 
viii  
http://www.halmed.hr/en/Lijekovi/Baza-lijekova/ -  accessed 22nd September 2017 


