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Pharmacies 

On 10 January 2023, during a meeting of the Parliamentary Health 
Committee (Komisja Zdrowia) at which the bill on clinical trials was 
considered, deputies adopted an amendment to Article 96 of the 
Pharmaceutical Law, making it possible for pharmacists to issue 
prescriptions for flu vaccines at public pharmacies. The amendment is 
motivated by the increasing number of flu cases in recent weeks and the 
relatively low percentage of people who have been vaccinated. 

Amendment on the issuing of prescriptions for flu vaccines 
adopted by the Parliamentary Health Committee

The aim of the amendment is 
to shorten the patient’s path 
to vaccination. When issuing a 
prescription for a flu vaccine, the 
pharmacist will not have to give a 
reason for its use, and the only cost 
to the patient for the vaccination 
will be the cost of the vaccine itself. 
However, it is important to note 
that a vaccine prescribed in this 
way has to be administered at the 
pharmacy where the prescription 
was issued.

The new regulations are expected 
to enter into force on the day 
following their publication in the 
Journal of Laws.

Link
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https://www.sejm.gov.pl/Sejm9.nsf/transmisja.xsp?documentId=0BC177B31D7A6975C125892C004B442C&symbol=TRANSMISJA_ARCH&info=T


On 5 January 2023, the Minister of Health 
issued a negative response to the petition of 
31 October 2022 concerning the clarification 
of Article 99(3b) of the Pharmaceutical 
Law. The author of the petition sought 
a declaration that the geographical and 
demographic restrictions introduced by the 
amendment to the Pharmaceutical Law of 
7 April 2017 (the so-called “Pharmacy for 
the Pharmacist”) do not apply to premises 
where preparations for the operation of 
pharmacies open to the public began before 
the effective date of the amendment.

In issuing its negative decision, the Minister 
of Health noted that the Pharmaceutical Law 
provides for the protection of the acquired 
rights of two types of entities: entities who 
obtained a pharmacy licence before the 
entry into force of the “Pharmacy for the 
Pharmacist” requirements, and entities for 
which pharmacy licence proceedings were 
initiated and conducted during this period. 
The Minister did not consider it reasonable to 
extend this protection to owners of buildings 
in which pharmacy activities are carried out 
or planned to be carried out. 

The petition itself and the Minister’s response 
can be found on the Ministry of Health’s 
website at the following link. 

Negative response from the Minister of Health to the petition 
to clarify the “Pharmacy for the Pharmacist” regulations

Link
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https://www.gov.pl/web/zdrowie/petycja-z-31-pazdziernika-2022-r-w-sprawie-uscislenia-przepisow-ustawy-z-dnia-6-wrzesnia-2001-r-prawo-farmaceutyczne


At the session of the Sejm (the lower house of the Polish 
Parliament) on 13 January 2023, the first reading of the bill 
on quality in healthcare and patient safety took place (the 
government had been working on the bill since July 2021). 
A motion to reject the bill in its entirety was rejected almost 
unanimously by deputies and it was referred for further work 
in the Parliamentary Health Committee (Komisja Zdrowia).

The proposed legislation is to set out the principles for the 
operation of a quality system in healthcare and patient safety, 
regulating solutions covering the following: authorisation, an 
internal quality and safety management system, accreditation, 
a compensation benefits system, and medical registers. The 
new provisions are expected to enter into force 14 days after 
the date of their publication in the Journal of Laws. For more 
information on the bill, please see our December 2022 brief 
and the Sejm website at the following link.

Clinical trials
Bill on clinical trials 
passed by the Sejm   
At its session on 13 January 2023, the 
Sejm (the lower house of the Polish 
Parliament) passed a bill on clinical 
trials of medicinal products for human 
use, drafted by the government to 
ensure the application in Poland of EU 
Regulation 536/2014 on clinical trials of 
medicinal products for human use. 

We wrote about the progress of the 
legislative work and the planned 
wording of the new law in detail in our 
briefs in November and December 
2022. The proposed legislation sets 
out a number of rules related to the 
organisation and conduct of clinical 
trials, aiming to make Poland a more 
attractive location for them. Most of 
the new provisions are expected to 
enter into force 30 days after their 
publication in the Journal of Laws.

Healthcare
Bill on quality in healthcare referred for 
further work in the Sejm  

Link

Link
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https://lifesciences.dlapiper.com/post/102i514/poland-life-sciences-monthly-brief-december-2022
https://lifesciences.dlapiper.com/post/102i33g/poland-life-sciences-monthly-brief-november-2022
https://lifesciences.dlapiper.com/post/102i514/poland-life-sciences-monthly-brief-december-2022
https://www.sejm.gov.pl/sejm9.nsf/PrzebiegProc.xsp?nr=2843
https://www.sejm.gov.pl/sejm9.nsf/PrzebiegProc.xsp?nr=2898


On 9 January 2023, after almost a year since 
the start of public consultations on the bill on 
certain healthcare professions, a report was 
published on the website of the Government 
Legislation Centre in which the Minister of 
Health addressed the comments received 
during the consultations.

The proposed legislation is to set out the 
conditions and rules for practicing the following 
professions:

1. dental assistant;

2. dietician;

3. electro-radiologist;

4. dental hygienist;

5. speech therapist;

6. massage therapist;

7. healthcare assistant;

8. optometrist;

9. orthoptist;

10. podiatrist;

11. preventive medicine specialist;

12. hearing instrument specialist;

13. dental technician;

14. pharmacy technician;

15. orthopaedic technician;

16. medical sterilisation technician;

17. occupational therapist.

Bill on certain healthcare professions: public consultation 
report published

The conditions and principles of continuing professional 
development and the responsibility of individuals practicing 
the above-mentioned professions were also addressed in the 
bill. As the purpose of the bill is to regulate issues concerning 
healthcare professions not yet covered by statutory 
regulations, the proposed provisions do not involve other 
medical professions, such as: physician, dentist, laboratory 
diagnostician, nurse, midwife, paramedic, pharmacist or 
physiotherapist.

The bill, its justification and the public consultation report are 
available on the Government Legislation Centre website at the 
following link.

Link
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https://legislacja.rcl.gov.pl/projekt/12355717/katalog/12849358#12849358


In recent weeks, there has been a growing 
interest of both Polish and EU authorities 
in the problem of the reduced availability of 
antibiotics.

On 16 January 2023, the General 
Pharmaceutical Inspectorate (GIF) held a 
meeting with representatives of medicine 
manufacturers on the availability of 
antibiotics and medicines containing 
paracetamol and ibuprofen. The participants 
assessed the situation as requiring increased 
vigilance, but not as critical. A notice 
published afterwards on the GIF website 
emphasised that substitutes are available 
for antibiotics with availability problems. 
However, to counteract possible shortages, 
the GIF called on businesses to submit and 
modify their supply plans on an ongoing 
basis.

Shortly thereafter, on 20 January 2023, the 
European Medicines Agency (EMA) published 
on its website a position statement of the 
Medicines Shortages and Safety Steering 
Group (MSSG) on antibiotic shortages. The 
MSSG asserted that although shortages 
of medicines are a persistent public health 
problem, and the situation in the EU has 
been exacerbated by circumstances such 
as the war in Ukraine, the energy crisis and 
high inflation rates, EU authorities are closely 
monitoring and responding to antibiotic 
shortages as they occur. As indicated in the 
position paper, based on current information 
from companies and stakeholders, the 
situation is expected to improve in the coming 
months.

Medicinal products

National and EU authorities 
on antibiotic shortages 

Link to GIF notice Link to MSSG position paper
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https://www.gov.pl/web/gif/spotkanie-gif-z-producentami-lekow-na-temat-dostepnosci-antybiotykow-i-lekow-przeciwbolowych
https://www.ema.europa.eu/en/news/joint-statement-executive-steering-group-shortages-safety-medicinal-products-mssg-shortages
https://www.ema.europa.eu/en/news/joint-statement-executive-steering-group-shortages-safety-medicinal-products-mssg-shortages


The letter was signed by representatives of the following 
organisations:

• Polish Association of Employers of the Pharmaceutical 
Industry – National Producers of Medicines (PZPPF),

• Polish Chamber of Commerce “POLISH PHARMACY” 
(“FARMACJA POLSKA”),

• Employers’ Association of Innovative Pharmaceutical 
Companies INFARMA, 

• Polish Association of the Self Medication Industry 
(PASMI),

• Polish Chamber of the Pharmaceutical Industry and 
Medical Devices POLFARMED,

• Confederation Lewiatan,
• Union of Entrepreneurs and Employers (ZPP),
• Business Centre Club Employers’ Association.

Bill amending the 
Reimbursement Act criticised by 
sector organisationse

On 17 January 2023, eight pharmaceutical 
market organisations sent an open letter 
to the Prime Minister and the members 
of the Parliamentary Health Committee 
(Komisja Zdrowia) regarding the bill 
amending the Act on the Reimbursement 
of Medicines, Foodstuffs for Special 
Nutritional Purposes and Medical Devices 
and certain other acts adopted by the 
government. 

The signatories of the letter appealed 
for the strengthening of Poland’s and 
Europe’s drug security and the prevention 
of drug shortages, by restructuring the 
bill in such a way that it not only addresses 
the shortages ad hoc but also counteracts 
their causes.

According to the signatories, the solutions 
currently proposed in the bill will not lead 
to an increase in market stability and 
predictability, and thus will not increase 
the production of active substances and 
medicines in Poland. On the contrary, 
the envisaged changes were criticised 
as leading to the hindering of patients’ 
access to medicines. Disapproval 
was also expressed concerning the 
proposed conditions for the operation of 
pharmaceutical wholesalers and the lack of 
solutions that could improve the situation 
of pharmacies.

Link to information about the bill Link to the letter 
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https://legislacja.rcl.gov.pl/projekt/12348505
https://www.producencilekow.pl/wp-content/uploads/2023/01/2023-01-17-List-otwarty-organizacji-bran%C5%BCowych-ws.-projektu-nowelizacji-ustawy-refundacyjnej.pdf


URPL’s Human Medicinal 
Products Bulletin for 2022

On 30 January 2023, the Human Medicinal 
Products Bulletin for 2022 was published 
on the website of the Office for the 
Registration of Medicinal Products, 
Medical Devices and Biocidal Products 
(URPL). The document is a summary of 
the URPL’s work over the past year and 
includes information on the number of 
registered clinical trials, on medicinal 
product marketing authorisations issued, 
on post-registration changes notified, and 
on parallel import licences issued.

The Bulletin is available at the following 
link:

Link

Under the new provisions, advertisements for medicinal 
products addressed to the public will have to contain a 
warning with the following wording: 

1. „This is a medicine. For your safety, use it in accordance 
with the package leaflet. Do not exceed the maximum 
dose of the medicine. If in doubt, consult your doctor or 
pharmacist.” or

2. „This is a medicine. For your safety, use it in accordance 
with the package leaflet and only when necessary. If in 
doubt, consult your doctor or pharmacist.”, or 

3. „This is a medicine. For your safety, use it in accordance 
with the package leaflet. Pay attention to the 
contraindications. If in doubt, consult your doctor or 
pharmacist”.

Each newly developed advertisement for a medicinal product 
should be broadcast using a different warning, eventually 
including all three types indicated above.

Although the Regulation is already in force, the legislator 
has provided for a transitional period for its application. 
Consequently, advertisements whose dissemination started 
before 26 January 2023 and which do not comply with the 
requirements set out in the amendment may be disseminated 
for no longer than 12 months from the date of entry into force 
of the Regulation. Link

New advertising rules for 
medicinal products from               
26 January 2023

On 26 January 2023, the provisions 
of the Regulation of the Minister 
of Health of 7 July 2022 amending 
the Regulation on the advertising 
of medicinal products came into 
force. The changes mainly concern 
mandatory warnings for patients in 
advertisements.
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https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.urpl.gov.pl%2Fsites%2Fdefault%2Ffiles%2Fpictures%2FBIULETYN%25202022%2520LUDZKIE.pdf&data=05%7C01%7CKinga.Siemieniuk%40dlapiper.com%7Cd2ae331d485340be7eb808db02c119db%7Ce855e7acc54640d299f7a100522010f9%7C1%7C0%7C638106800609659812%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=jWYfSHRODsqc%2FEqGb070hn9xRcGfo1U0%2F2q9XfirCFA%3D&reserved=0
https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fisap.sejm.gov.pl%2Fisap.nsf%2FDocDetails.xsp%3Fid%3DWDU20220001554&data=05%7C01%7CKinga.Siemieniuk%40dlapiper.com%7Cd2ae331d485340be7eb808db02c119db%7Ce855e7acc54640d299f7a100522010f9%7C1%7C0%7C638106800609659812%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=CccJy4J3Uc0IwfASc9PeNp%2BFZODcyKpzfBfcaOVqhxQ%3D&reserved=0


Bill on the Strategic Plan for the Common 
Agricultural Policy 

On 20 January 2023, a government bill on the Strategic 
Plan for the Common Agricultural Policy was referred to 
the Sejm (the lower house of the Polish Parliament). The 
bill specifies the conditions and procedure for granting 
payments, establishes the tasks and competencies of 
authorities and organisational units concerning the 
implementation of the Strategic Plan for the Common 
Agricultural Policy for 2023 - 2027, and sets forth the 
rules for the implementation of financial instruments 
to the extent not specified in the regulations or not 
to be determined by European Union member states 
themselves.

The support is aimed primarily at farmers, but 
businesses and local governments can also benefit from 
it. The bill also provides for a number of animal welfare 
solutions. 

A joint report by the European Medicines Agency (EMA) and the European Food Safety Authority 
(EFSA) on developing a harmonised approach to human exposure to residues of, among other things, 
veterinary medicinal products in the diet was published on the EMA’s website on 19 January 2023.

Differences in existing regulations for veterinary medicinal products (see Regulation 470/2009), 
additives for use in animal nutrition (see Regulation 1831/2003), and pesticides in food and feed (see 
Regulation 396/2005) can lead to uncertainty, hence the report is an important step towards the 
harmonisation of this issue.

EMA and EFSA report on 
residues in the human diet 

Veterinary medicine

Link

Link

URPL’s Veterinary Medicinal 
Products Bulletin for 2022

On 30 January 2023, the Veterinary Medicinal Products Bulletin for 2022 was published on the website of the 
Office for the Registration of Medicinal Products, Medical Devices and Biocidal Products (URPL). The document 
summarises the URPL’s work over the past year and includes the information on the number of marketing 
authorisations issued and renewed, on post-registration changes and on adverse event reports.

The Bulletin can be viewed at the link below: Link
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https://www.sejm.gov.pl/Sejm9.nsf/PrzebiegProc.xsp?nr=2953
https://www.ema.europa.eu/documents/report/ema/efsa-report-development-harmonised-approach-human-dietary-exposure_en.pdf
https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.urpl.gov.pl%2Fsites%2Fdefault%2Ffiles%2Fpictures%2FBIULETYN%25202022%2520WETERYNARYJNE.pdf&data=05%7C01%7CKinga.Siemieniuk%40dlapiper.com%7Cd2ae331d485340be7eb808db02c119db%7Ce855e7acc54640d299f7a100522010f9%7C1%7C0%7C638106800609659812%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=sUwc9XIe6W%2FPYqQ6C8SgxoP4hEIE0Xlx6eUk68M9HMc%3D&reserved=0


use images of people engaged in the medical profession or 
claiming to be such people, or depict people displaying a 
product in such a manner as to suggest that they are engaged 
in such a profession;

1

2

3

Medical devices
New advertising rules for medical devices from 1 January 2023 

On 1 January 2023, the provisions of the Medical Devices Act concerning the advertising of medical 
devices came into force. Among other things, the Act introduces a requirement for advertisements 
to be comprehensible and specifies the elements that are prohibited in advertising. 

Under the new legislation, advertising of a product to the public cannot:

include a direct appeal to children to purchase advertised 
products or to persuade parents or other adults to buy 
advertised products for them;

concern products intended for use by users other than 
laypeople.

The Act also defines in general terms the forms in 
which product advertising may be carried out and 
how a product may be presented; in addition, it 
imposes an obligation on the entity carrying out the 
advertising to keep information about the places 
where it is disseminated as well as samples of the 
advertising material. 

Significantly, the legislator has provided for a 
transitional period for product advertisements 
whose dissemination started before 1 January 2023 
and which do not comply with the new statutory 
requirements - they may be disseminated in their 
current form until 30 June 2023. Advertisements 
whose dissemination started after 1 January 2023 
must comply with the regulations described above. 

Link
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https://isap.sejm.gov.pl/isap.nsf/DocDetails.xsp?id=WDU20220000974


Advertising of medical devices: changes 
in the draft Regulation

Work is also underway at the Government Legislation 
Centre on the implementing regulations to be issued 
under the Medical Devices Act. A new version of the draft 
Regulation of the Minister of Health on the advertising of 
medical devices was published on 10 January 2023, taking 
into account some of the comments made during public 
consultations.

Key changes in the draft Regulation include:

• a reduction in the information obligations as a 
result of the deletion of paragraph 2, according to 
which advertising aimed at the public was to contain 
the contraindications for the use of the device and 
information on the probable risks associated with 
the use of the device in accordance with its intended 
use; 

• a reduction in the size of the warning in the 
audiovisual advertising of a medical device from 
a minimum of 20% to a minimum of 15% of the 
advertising space;

• a reduction of the minimum duration of the 
warning message from eight seconds to four  
seconds;

• the abandoning of the distinction of warnings 
according to whether or not contraindications have 
been identified for the advertised medical device, 
and essentially standardising warnings to the 
form: This is a medical device. Use it according to the 
instructions or label;

• the narrowing of the provision requiring information 
on all tangible and intangible benefits received 
from the advertiser to information that the message is 
of an advertising nature.

The latest version of the draft Regulation 
does not include the proposal to regulate 
recall advertising in the same way as for 
the advertising of medicinal products, 
nor does it clarify the rules for providing 
samples of medical devices for advertising 
purposes.

The current draft Regulation, together with 
a report on the public consultations are 
available on the Government Legislation 
Centre website at the following link, under 
the section “Komisja Prawnicza”. 

Link
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https://legislacja.rcl.gov.pl/projekt/12362406


Extension of the transitional periods in the Medical Devices 
Regulation (MDR): a European Commission proposal

On 6 January 2023, the European Commission 
presented a draft amendment to Regulations 
(EU) 2017/745 and (EU) 2017/746 (the so-called 
MDR) with regard to transitional provisions for 
certain medical devices and in vitro diagnostic 
medical devices. The proposed amendments aim 
to reduce the risk of shortages on the EU market 
by extending the deadline for the certification of 
medical devices.

According to the Commission’s proposal, the 
new deadlines will be linked to the risk class 
of medical devices: a shorter transition period 
(until December 2027) is foreseen for higher-risk 
devices, such as implants, and a longer period 
(until December 2028) for medium- and lower-risk 
devices, such as syringes or reusable surgical 
instruments. To ensure that only devices that 
are safe and whose manufacturers have already 
taken steps to bring them into compliance 
with the MDR regulations will benefit from the 
extension, the application of the new deadlines 
will be subject to certain conditions.

Among the solutions proposed by the 
Commission are also the introduction of 
a transitional period until 26 May 2026 
for custom-made Class III implantable 
devices and the removal of the sell-by date 
currently established in the Medical Devices 
Regulation and the In Vitro Diagnostic 
Medical Devices Regulation. 

Additional explanations from the 
Commission in the form of a Q&A and the 
text of the proposal can be found at the link 
below.

Link
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https://poland.representation.ec.europa.eu/news/certyfikacja-wyrobow-medycznych-2023-01-09_pl


Maximum levels of delta-9-
tetrahydrocannabinol (Δ9-THC) 
from 1 January 2023

On 1 January 2023, Commission 
Regulation (EU) 2022/1393 of 11 
August 2022 amending Regulation (EC) 
1881/2006 on the maximum levels for 
delta-9-tetrahydrocannabinol (Δ9-THC) in 
hemp seed and hemp products came into 
force.

The maximum level of delta-9-
tetrahydrocannabinol equivalents (Δ9-
THC) will now be:

• in hemp seed - 3 mg/kg,
• in ground hemp seed, (partially) 

defatted hemp seed and other hemp 
seed derived/processed products, 
except hemp seed oil - 3 mg/kg,

• in hemp seed oil - 7 mg/kg.

As explained additionally on the 
website of the Chief Sanitary 
Inspectorate, the maximum level 
refers to the sum of delta-9-
tetrahydrocannabinol (Δ9-THC) and 
delta-9-tetrahydrocannabinolic acid 
(Δ9-THCA), expressed as Δ9-THC. A 
factor of 0,877 is applied to the level 
of Δ9-THCA and the maximum level 
refers to the sum of Δ9-THC + 0,877 
x Δ9-THCA (in the case of a separate 
determination and quantification of 
Δ9-THC and Δ9-THCA).

Food

Link
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https://www.gov.pl/web/gis/najwyzsze-dopuszczalne-poziomy-delta-9-tetrahydrokannabinolu-9-thc-w-nasionach-konopi-i-produktach-z-nich-uzyskanych
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Bill amending the Food and Nutrition Safety Act – planned 
requirements for advertising dietary supplements

We devoted a separate post to the start of legislative work on the 
amendment in September 2022, when the principles for the bill 
were published. Currently, the proposed solutions include:

• a ban on labelling dietary supplements with statements or 
suggestions that a balanced and varied diet cannot provide the 
body with sufficient nutrients;

• a requirement to present or advertise the food supplement 
in a fair and non-misleading manner, and the requirement to 
comply with the requirements of Regulation (EU) 1169/2011 and 
Regulation (EU) 1924/2006;

• an obligation to include a mandatory warning in advertising 
that reads: „A dietary supplement is a foodstuff intended to 
supplement the normal diet. A dietary supplement has no 
medicinal properties.”;

• the introduction of technical requirements for the presentation 
of the above warning in the various forms of advertising;

• a prohibition on advertising a food supplements to minors 
under 12 years of age;

• a prohibition on the use in advertising of objects, symbols, 
activities, images, recommendations or other things which may 
be associated with a medical profession;

• a prohibition on misleading recipients as to the nature or status 
of a dietary supplement by incorporating a common principal 
element with the generic or common name of a medical device 
or medicinal product or a common graphic or trad mark, 
figurative shape or packaging exploiting a similarity with the 
designation of a medical device or medicinal product;

• a restricting of the permissible advertising and presentation 
venues for dietary supplements.

The bill is currently at the public consultation stage and is available 
on the website of the Government Legislation Centre at the 
following link. 

Link

On 2 January 2023, a bill amending 
the Food and Nutrition Safety Act 
was published on the website of 
the Government Legislation Centre. 
According to the authors of the bill, its 
primary aim is to adapt the supervisory 
instruments to the dynamically 
developing market for foods, and in 
particular dietary supplements, including 
the advertising thereof.
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https://www.linkedin.com/redir/redirect?url=https%3A%2F%2Flifesciences%2Edlapiper%2Ecom%2Fpost%2F102hxt1%2Fthe-polish-government-plans-to-change-the-legal-regulations-regarding-dietary-sup&urlhash=g9ej&trk=org_guest_main-feed-card_feed-article-content
https://legislacja.rcl.gov.pl/projekt/12367901


On 11 January 2023, comments submitted during 
public consultations on the draft Regulation of the 
Minister of Health on enrichment substances added 
to food were made available on the website of the 
Government Legislation Centre.

The planned Regulation is to define the foods to which 
vitamins and/or minerals are mandatorily added, 
together with the levels or maximum levels of these 
substances, as well as a list of substances other than 
vitamins and minerals prohibited in the manufacture 
of foods. 

Significantly, although it is not clear from the title 
or scope of the Regulation, the justification of the 
draft indicates that the planned legislation will 
specifically address dietary supplements. This was 
strongly criticised by the Polish Association of the Self-
Medication Industry (PASMI) and the Polish Council for 
Supplements and Nutritional Foods (KRSiO).

These organisations took the view that, in order 
to avoid legislative chaos, issues concerning the 
composition of dietary supplements should be 
regulated by amending another piece of legislation 
that is already in force, i.e. the Regulation of the 
Minister of Health on the composition and labelling of 
dietary supplements.

They - and other sectoral organisations – also 
commented on the list of banned substances, 
requesting that some items be removed from the 
draft or that others be added. Moreover, it was 
pointed out that the ban on some of the substances 
included was already set out in EU law. 

Comments on the draft Regulation on 
enrichment substances added to food 

The draft, its justification and the comments 
collected during public consultations can be 
accessed via the link below.

Link
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