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Abstract

Introduction: In 2010, the European Union (EU) introduced new pharmacovigilance legislation that established an additional moni-
toring (AM) measure for certain medicines following their marketing authorization. Since 2013, a black inverted triangle ('¥), accom-
panied by a brief explanatory sentence, has been displayed on their leaflet and in the summary of product characteristics. This symbol
is uniformly used across all EU member states to indicate medicines subject to AM.

Aim: To analyze the medicines under AM listed by the European Medicines Agency (EMA) and compare them with those available on
the pharmaceutical market in Bulgaria.

Material and methods: A descriptive analysis was performed on the EMA list of medicines under AM as of February 23, 2024
(EMA/245297/2013 Rev. 119). Additionally, the study assessed the market access and affordability of these medicines in Bulgaria by
examining their inclusion in the Positive Drug List (PDL). Public electronic registers of the National Council on Prices and Reimburse-
ment of Medicinal Products in Bulgaria were used for this analysis.

Results: The EMAS list comprised a total of 358 medicines, of which 90 were available on the Bulgarian pharmaceutical market as
of February 2024. The analysis revealed that the majority of these medicines were new active substances (n=27, 30%), new biologicals
(n=12, 13.3%), and medicines requiring post-authorization safety studies, PASS (n=21, 23.3%).

Conclusion: Notably, only 25% of medicines under AM authorized in the EU were marketed in Bulgaria, with a significant proportion
of these being new active substances, particularly in therapeutic areas such as oncology, hematology, and neurology.
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Introduction mary of Product Characteristics (SmPC) are labelled with

a black inverted triangle (V), accompanied by a short sen-
After receiving marketing authorization, some medicinal  tence explaining the meaning of the symbol, which reads,
products in the European Union (EU) are subject to addi-  “This medicinal product is subject to additional monitor-
tional monitoring (AM). Their package leaflet and Sum-  ing "2
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The concept of AM for medicinal products was intro-
duced with changes to the EU pharmacovigilance legis-
lation in 2010 and came into effect in 2012.[1?) The black
inverted triangle, previously used in the United Kingdom
(UK) to identify new active substances, has been adopted
by the European Medicines Agency (EMA) to identify me-
dicinal products under AM.>* Similarly, after the adop-
tion of Regulation (EC) No. 1027/2012 (which came into
effect in 2013), Spain discontinued the use of the yellow
triangle, which had previously been used to indicate new
active substances.*!

The black inverted triangle is now used across all EU
member states to denote medicines subject to AM. Since
autumn 2013, this symbol has been printed on the package
leaflets of these medicines, but it is not displayed on the
outer packaging.!®! In addition to the EU and the UK, the
Black Triangle Scheme has also been introduced in Austra-
lia since 2018.16)

When a medicinal product is placed under AM, health-
care providers (HCPs) and patients are encouraged to report
any suspected adverse drug reactions (ADRs) to the compe-
tent authorities. The AM concept serves as an example of
a regulatory risk-minimization measure undertaken at the
EU level.”] It aims to reduce the risk associated with me-
dicinal products that are not well-studied and for which the
available drug utilization data is not sufficiently comprehen-
sive and conclusive.’) However, only limited data regarding
the impact of the black triangle symbol on reporting levels
of ADRs is published in the scientific literature.®)

Although the concept was introduced 13 years ago, only
a few studies have assessed the awareness of HCPs and
patients regarding the black triangle symbol and AM pro-
cess.[*12] All medicinal products undergo monitoring after
receiving marketing authorization, but the black inverted
triangle indicates that a medicine is subject to enhanced
surveillance. This is typically due to the lack of sufficient
information, for example, when the medicine is new to the
pharmaceutical market or when evidence on its long-term
use remains limited.!”!

The assignment of black triangle status is mandatory in

the cases presented in Fig. 1.1!]

In addition to the cases presented in Fig. 1, other me-
dicinal products may also be placed under AM based on
an opinion from the Pharmacovigilance Risk Assessment
Committee (PRAC) of the EMA.[!

EMA maintains a list of medicines under AM, which
was first published in 2013 and has since been reviewed
monthly by PRAC. Medicinal products can be added to the
EMAS list either after their initial marketing authorization
or at any time during their lifecycle.[>!3) These medicines
remain under AM for five years or until PRAC decides to
exclude them from the list. The up-to-date list of medicines
subject to AM is publicly available on the EMAs website.
The list contains the following information: product name,
active substance(s), reason(s) on the list, marketing authori-
zation holder, link to product information (European public
assessment report, EPAR), and date of inclusion on list.!'*]

The national competent authorities of EU member states
(for Bulgaria - the Bulgarian Drug Agency) are required to
provide a link to the EMAs list of medicines under AM on
their official websites.

Aim

Our primary objective was to analyze the medicines un-
der AM listed by the EMA and compare them with those
available on the pharmaceutical market in Bulgaria. Addi-
tionally, we evaluated the access to these medicines at the
national level by examining data on their inclusion in the
Positive Drug List (PDL), as well as their reimbursement
status and payment levels.

Materials and methods

A retrospective documentary analysis was conducted on
the EMASs list of medicines under AM as of February 23,
2024 (EMA/245297/2013 Rev. 119), published on the offi-

Medicinal product that contains a new active substance and is

authorized in the EU after 1 January 2011.

A medicinal product that is a biological (e.g., vaccines, blood
and blood products, etc.) and is authorized in the EU after 1 2

January 2011.

Medicinal products that were granted a conditional marketing
authorization or approved under exceptional circumstances
and those authorized with specific obligations on the recording
of suspected adverse drug reactions.

Medicinal product for which a marketing authorization holder is
required to conduct a post-authorization safety study (PASS).

Figure 1. Medicinal products with a mandatory black triangle status.[!]
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cial website of the Agency. The availability and affordability
of these medicines in Bulgaria were evaluated through a
descriptive analysis of data from the Ceiling Prices Register
and the PDL.

For this study, public electronic registries of the National
Council on Prices and Reimbursement of Medicinal Prod-
ucts (NCPR) were searched, along with the EMAS list of
medicines under AM, available at www.ema.europa.eu.

The analyzed medicinal products were classified into the
following groups:

» New active substances;

« New biological products;

o New active substances that are also new biological

products;

o Medicinal products subject to post-authorization
safety studies (PASS);

o Medicinal products authorized under exceptional
circumstances;

« Medicinal products authorized under conditional ap-
proval;

o New active substances that are also new biological
products and are authorized under conditional ap-
proval;

o Medicinal products that are new active substances,
new biological products, and are subject to PASS;

o Medicinal products that are new active substances
and are authorized under conditional approval;

o Medicinal products authorized under exceptional
circumstances and subject to PASS;

o Medicinal products subject to restrictions regarding
safety and efficacy.

Additionally, medicinal products under AM available
on the Bulgarian pharmaceutical market were classified by
therapeutic areas in which they are applied.

SmPCs and EPARs of the medicinal products under AM
that were included in the EMAS list in 2023 and the first
two months of 2024, as well as those available on the Bul-
garian pharmaceutical market as of February 2024, were
comprehensively analyzed.

Medicinal products under AM with orphan designation,
biosimilars, and those used in the treatment and prevention
of COVID-19 available to Bulgarian patients were reviewed
and classified by reason for inclusion in the EM A’ list, ther-
apeutic area/indication for use, and data about inclusion in
PDL, as well as reimbursement status/payment level. The
study utilized publicly available datasets, eliminating the
requirement for ethical approval.

Results and discussion

As of February 2024, the EMA’ list of medicinal prod-
ucts under AM (EMA/245297/2013 Rev. 119) included
358 medicines. Among these, 90 medicinal products were
available on the Bulgarian pharmaceutical market as of 29
February 2024. Price registration is a mandatory require-
ment for the placement of a medicinal product, authorized

Medicinal Products Under Additional Monitoring

under the EU centralized procedure in accordance with
Regulation (EC) No 726/2004, on the national market in
Bulgaria.

Based on the criteria for inclusion in the EMA list for
AM, the medicinal products available in Bulgaria were clas-
sified into several groups (Table 1).

The available medicinal products under AM on the Bul-
garian pharmaceutical market were classified according
to their therapeutic areas of application. The majority of
medicines under AM belonged to the therapeutic areas of
oncology (n=25, 27.8%), hematology (n=12, 13.3%), and
neurology (n=11, 12.2%) (Fig. 2).

Only 25% of AM medicines authorized in the EU were
marketed in Bulgaria. In contrast, a similar study conduct-
ed in Spain revealed that more than 60% of medicines un-
der AM authorized between 2017 and 2019 in the EU were
available on the national level, primarily antineoplastic and
immunomodulatory drugs.!'”)

Financial accessibility of medicinal prod-
ucts under AM

The analysis of financial accessibility reveals that, as of
February 29, 2024, eighty-four medicines under AM (con-
sidering valproates separately, n=11) were included in the
PDL (Supplementary Table). Forty-five medicines under
AM were added in both Annex 1 and Annex 2 of the PDL
(Fig. 3).

Annex 1 includes medicines that are either fully reim-
bursed (100%) or partially reimbursed (up to 50% or 75%)
by the National Health Insurance Fund (NHIF). Medicinal
products included in Annex 2 are paid by the hospital bud-
gets and are reimbursed at a 100% rate.

For 14 medicines under AM, only a limit price was
registered, without reimbursement status (Fig. 3). Conse-
quently, these medicines must be paid for out-of-pocket by
patients, as they are not reimbursed by the NHIE.

COVID-192 medicines under AM

As of February 29, 2024, three medicinal products subject
to AM and indicated for the treatment or prevention of
COVID-19, were available on the Bulgarian pharmaceu-
tical market (Comirnaty®, Veklury®, and Paxlovid®). Two
of these medicinal products - Comirnaty® and Veklury®
(INN remdesivir) — were not listed in the PDL. Nonethe-
less, Bulgarian patients still have access to these medica-
tions through a special mechanism established at the EU
level, given their indication for the prevention and treat-
ment of COVID-19, respectively.

Veklury® (INN: remdesivir) was the first medicine to re-
ceive centralized conditional marketing authorization from
the European Commission for the specific treatment of
COVID-19 in patients with pneumonia requiring supple-
mental oxygen. In Bulgaria, Veklury® is provided through
the EU Framework Agreement for the joint award of public
contracts for medical countermeasures, ratified by the Na-
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Table 1. Medicinal products under AM available on the Bulgarian pharmaceutical market (distribution according to the criteria by

which the medicine is assigned the status “under additional monitoring”) as of February 29, 2024.

Bulgarian national

EMAs list* Difference
. market*
Reason(s) on the EMA list n=358 n=090 n =268
9 B %

n (%) n (%) n (%)
New active substance 102 (28.5) 27 (30.0) 75 (28.0)
New biological 70 (19.6) 12 (13.3) 58 (21.6)
PASS 44 (12.3) 21(23.3) 23 (8.6)
Medicinal products authorized under CMA 8(2.2) 2(2.2) 6(2.2)
Medicinal products authorized under exceptional circumstances 23 (6.4) 4 (4.4) 19 (7.1)
New active substance + new biological 56 (15.6) 16 (17.8) 40 (14.9)
New active substance + new biological + CMA 15 (4.2) 1(1.1) 14 (5.2)
New active substance + new biological + PASS 3(0.8) 0(0.0) 3(1.1)
New active substance + CMA 13 (3.6) 5(5.6) 8(3.0)
New active substance + new biological + CMA + PASS 5(1.4) 0(0.0) 5(1.9)
New active substance + authorized under exceptional circumstances 5 (1.4) 0(0.0) 5(1.9)
New acFive substance + new biological + authorized under excep- 7(19) 0(0.0) 7(26)
tional circumstances
New active substance + new biological + authorized under excep-

. . 1(0.3) 0(0.0) 1(0.4)

tional circumstances + PASS
New active substance + PASS 2(0.5) 0(0.0) 2(0.7)
New biological + PASS 1(0.3) 0(0.0) 1(0.4)
Exceptional circumstances + PASS 1(0.3) 1(1.1) -
New active + CMA + PASS 1(0.3) 0 (0.0) 1(0.4)
Restrictions with regards to the safe and effective use of the medici-

1(0.3) 1(1.1) -
nal product
Total 358 (100.0) 90 (100.0) 268 (100.0)

CMA: conditional marketing authorization; PASS: post-authorization safety study; * Note: One annex of EMAS list is counted as 1 pro-

duct e.g., valproates.

tional Assembly of the Republic of Bulgaria by law (pro-
mulgated in SG No. 26 of 2020). This provision falls under
Framework Agreement No. SANTE/2020/C3/048, signed
between the European Commission and the marketing
authorization holder of Veklury®. Under this Framework
Agreement, the Republic of Bulgaria, represented by the
Minister of Health, ensures the necessary supply for the
treatment of Bulgarian citizens.!!®)

Bulgaria also has guaranteed access to adapted vaccines
by virtue of Supplementary Agreement No. 5 to the Pur-
chase Agreement for the further development, production,
purchasing options, and supply of COVID-19 vaccine for
EU Member States (SANTE/2021/03/020).017) As of Febru-
ary 2024, the only COVID-19 vaccine available and admin-
istered in Bulgaria is Comirnaty®.

Paxlovid® (nirmatrelvir/ritonavir) is a medicinal prod-
uct indicated for the treatment of COVID-19. It is dis-
pensed by a medical prescription and is used for the out-
patient treatment of mild to moderate COVID-19 cases
in adults who do not require supplemental oxygen. Pax-
lovid®is included in Annexes 1 and 2 of the PDL.

Orphan medicines under AM

Our analysis shows that, as of February 2024, 18 medicinal
products under AM available on the Bulgarian pharmaceu-
tical market had an orphan designation, representing 20%
of the total AM medicines. Most of these products (n=7)
belong to ATC code L: Antineoplastic and immunomod-
ulating agents, followed by ATC code A: Alimentary tract
and metabolism (n=>5). (Fig. 4).

Medicinal products under AM added to
the EMA list in 2023

In 2023, a total of 36 medicinal products were added to the
EMA list of AM. As of February 29, 2024, only two of these
medicines were available on the Bulgarian pharmaceutical
market — Tibsovo® (INN: ivosidenib) and Bekemv® (INN:
eculizumab). As of this date, only a limit price had been
registered for Tibsovo®, and the product was not included
in the PDL. Tibsovo® (ivosidenib) is an orphan medicine,
indicated for the treatment of adult patients with acute
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Oncology

Hematology/
Haemostaseology

Neurology

Immunology/
Rheumatology/
Transplantation

Pneumology/
Allergology

Metabolism

Infections +
Antibiotics +
Vaccines

n=2527.8%

n=1213.3%

n=1112.2%

n=77.8%

n=77.8%

n=66.7%

n=66.7%

Medicinal Products Under Additional Monitoring

Cardiovascular n=333%
Ophthalmology n=33.3%
(L

Dermatology n=22.2%
COVID-19 n=33.3%
v “* Reproductive n=33.3%
ﬁ Endocrinology n=11.1%
a Psychiatry n=11.1%

Figure 2. Distribution of analyzed medicinal products under AM according to the therapeutic area in which they are applied, n=90
(Created with BioRender.com). Note: One annex of EMAS list is counted as 1 product (e.g., valproates).
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Figure 3. Reimbursed medicines under AM in Bulgaria (valid for February 2024); (a) absolute frequency; (b) relative frequency. Note:
Medicinal products containing sodium valproate or valproic acid are evaluated separately rather than as one product, as outlined in the

EMA list of AM (n=11).

ATCR n=1

ATCB n=1

ATC A - Alimentary tract and metabolism
] ATC B - Blood and blood-forming organs
[l ATC] - Anti-infectives for systemic use
[l ATC L - Antineoplastic and immunomodulating agents
[l ATC M - Musculoskeletal system
ATC N - Nervous system

] ATCR - Respiratory system

Figure 4. Orphan medicines under AM available in Bulgaria classified according to the ATC system.
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myeloid leukaemia or cholangiocarcinoma./’8 Tibsovo® is
subject to restricted medical prescription. The reason for its
inclusion in the list of medicines under AM is that it is a
new active substance. Tibsovo® was registered in the Ceil-
ing Prices Register maintained by the NCPR on July 6, 2023.

As of February 29, 2024, Bekemv® (eculizumab) was in-
cluded in the PDL, Annex 1 and was reimbursed at 100%.
Bekemv® is a medicine used to treat adults and children
with paroxysmal nocturnal hemoglobinuria. Bekemv® is a
biosimilar medicine and is also subject to restricted medi-
cal prescription.['®! The reason for its inclusion in the AM
list is that it is a new biological product. Bekemv® received
marketing authorization on April 19, 2023 and was added
to the PDL in Bulgaria on December 20, 2023.

Does the status of AM lead to anincrease
in ADRs reporting?

The inverted black triangle does not indicate that a medi-
cine is dangerous. It aims to raise awareness and encourage
HCPs and patients to report any suspected ADRs related
to medicines under AM, thereby facilitating the ongoing
benefit-risk assessment.

In September 2017, EMA conducted a question-
naire-based online survey across various countries in the
European Economic Area (EEA) to assess both patients’
and HCPs' awareness regarding the concept of AM.!!%
The findings revealed that approximately 50% of respon-
dents had previously encountered the black triangle sym-
bol, while 20% of all respondents, regardless of their prior
awareness, misinterpreted its meaning. The survey includ-
ed 34 respondents from Bulgaria, of whom 23 were pa-
tients, and the remaining 11 were HCPs.[1%]

A study by Segec et al. aimed to assess whether the inclusion
of medicines in the AM list increases the reporting of ADRs
for those medicines in the EEA. The analysis of the EudraV-
igilance database indicated limited evidence of a modest and
gradual increase in ADR reporting for some new products.
However, no significant increase was observed for products
subject to AM due to the requirement to conduct a PASS. [}

A questionnaire-based study from Finland evaluated the
awareness of HCPs (physicians, pharmacists, and nurses)
regarding medicines under AM.!! The results showed that
only 40% of HCPs engaged in patient care consistently or
frequently recognized whether a particular medication is
subject to AM. Furthermore, 53% of HCPs rarely or never
informed patients about a medicine’s AM status. Among all
HCPs surveyed, pharmacists demonstrated the best knowl-
edge, although they did not fully acknowledge their role
in enhancing pharmacovigilance efforts.”) A more recent
Spanish study highlighted that community pharmacists
could play a significant role in ensuring the appropriate and
safe use of medicines under AM.2%!

According to a nationwide Bulgarian study conducted
among 316 adults, only 21.5% of respondents were aware of
the meaning of the inverted black triangle symbol.!?]

These findings suggest that the concept of AM is not
widely recognized among the general public, and the ac-
companying symbol still remains largely unfamiliar. Lim-
ited awareness, both among the public and, in some cases,
HCPs, may contribute to the underreporting of ADRs re-
lated to medicinal products under AM or may even result
in the avoidance of intake of these medications. This raises
concerns regarding the appropriateness of labeling medic-
inal products without first or concurrently implementing
educational initiatives to inform the public about the sig-
nificance and purpose of such labeling. Furthermore, the
development of specialized methodologies for post-mar-
keting data collection related to AM is essential, as these
approaches should extend beyond conventional methods
for ADR reporting and evaluation.?!]

Conclusion

Our analysis revealed that as of February 2024, only 25% of
the medicines under AM authorized at the EU level were
marketed in Bulgaria. The majority of these medicines
were classified as new active substances, followed by those
requiring PASS and new biologics. Notably, most of these
medicines were associated with therapeutic areas such as
oncology, hematology, and neurology. Since medicines un-
der AM continue to be authorized in the EU each year, it
is essential to raise awareness among both HCPs and the
general public regarding the inverted black triangle sym-
bol. Increased understanding of its significance could help
improve ADR reporting, thereby strengthening pharma-
covigilance and ensuring better patient safety.

Author contributions

Conceptualization: R.S.: methodology: R.S.; investigation:
R.S.and D.A; recourses: R.S. and D.A., software: R.S.; writ-
ing—original draft preparation: R.S.; writing—review and
editing: R.S. and D.A; visualization: R.S.; supervision: R.S.

We do confirm that the manuscript has been read and
approved by all the authors, that the requirements for au-
thorship as stated above in this document have been met,
and that each author believes that the manuscript rep-
resents honest work.

Conflict of interest

We have no conflicts of interest to disclose.

Acknowledgements

There has been no financial support for this work, which
could have influenced its outcomes.

Folia Medica | 2025 | Vol. 67 | No. 3



References

1. EMA. Guideline on good pharmacovigilance practices: Module X
- Additional monitoring. 2013, EMA/169546/2012. Available from:
https://www.ema.europa.eu/en/documents/scientific-guideline/
guideline-good-pharmacovigilance-practices-module-x-additional-
monitoring_en.pdf (Accessed August 10, 2024).

2. Regulation (EC) No 726/2004 of the European Parliament and of
the council of 31 March laying down Community procedures for the
authorization and supervision of medicinal products for human and
veterinary use and establishing a European Medicines Agency, Of-
ficial Journal L-136, p. 1-33. Available from: https://eur-lex.europa.
eu/legal-content/EN/TXT/PDF/?2uri=CELEX:32004R0726 (Accessed
August 16, 2024).

3. Manso G, Neira E, Ortega S, et al. Medicines under additional moni-
toring in the European Union. Farm Hosp 2019; 43(1):19-23.

4. UK Government. The Black Triangle Scheme. Available from:
https://www.gov.uk/drug-safety-update/the-black-triangle-scheme-
or#:~:text=A%20Black%20Triangle%20symbol%20is,a%20new%20
route%200f%20administration. (Accessed August 16, 2024).

5. EMA. Medicines Under Additional Monitoring. Available
from: https://www.ema.europa.eu/en/human-regulatory-overview/
post-authorisation/pharmacovigilance-post-authorisation/medi-
cines-under-additional-monitoring. (Accessed August 16, 2024).

6. Australian Government. The Black Triangle scheme. Available from:
https://www.tga.gov.au/how-we-regulate/monitoring-safety-and-
shortages/report-adverse-event-or-incident/report-adverse-events-
medicines-and-biologicals/black-triangle-scheme#:~:text=How%25
20the%2520Black%2520Triangle%2520Scheme,Product%2520Infor
mation%2520(PI)%2520documents. (Accessed August 16, 2024).

7. Agyemang E, Bailey L, Talbot J. Additional risk minimization mea-
sures for medicinal products in the European Union: a review of the
implementation and effectiveness of measures in the United King-
dom by one marketing authorisation holder. Pharmaceut Med 2017;
31(2):101-12. doi: 10.1007/540290-017-0184-8

8. Segec A, Slattery J, Morales DR, et al. Does additional monitoring sta-
tus increase the reporting of adverse drug reactions? An interrupted
time series analysis of EudraVigilance data. Pharmacoepidemiol
Drug Saf 2021; 30:350-9. doi: 10.1002/pds.5174

9. Sandberg A, Ehlers P, Torvinen S, et al. Regulation awareness and
experience of additional monitoring among healthcare profession-
als in Finland. Healthcare 2021; 9(11):1540. doi: 10.3390/health-
care9111540

10. Januskiene ], Segec A, Slattery J, et al. What are the patients’ and

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

Medicinal Products Under Additional Monitoring

health care professionals’ understanding and behaviors towards ad-
verse drug reaction reporting and additional monitoring? Pharmaco-
epidemiol Drug Saf 2021; 30:334-41. doi: 10.1002/pds.5162
O’Callaghan J, Griffin BT, Morris JM, et al. Knowledge of adverse
drug reaction reporting and the pharmacovigilance of biological
medicines: a survey of healthcare professionals in Ireland. BioDrugs
2018; 32:267-80. doi: 10.1007/540259-018-0281-6

Getova V, Gueorgiev S, Getov 1. Evaluation of patients’ knowledge on
the black triangle symbol and meaning-Bulgarian perspective. En-
liven: Pharmacovigilance and Drug Safety 2020; 6(3):019.

Carvalho da Silva SP, Jesus M, Roque F, et al. Active pharmacovigi-
lance study: a follow-up model of oral anti-cancer drugs under ad-
ditional monitoring. Curr Oncol 2023; 30(4):4139-52. doi: 10.3390/
curroncol30040315

EMA. List of medicines under additional monitoring. Available from:
https://www.ema.europa.eu/en/human-regulatory-overview/post-
authorisation/pharmacovigilance-post-authorisation/medicines-
under-additional-monitoring/list-medicines-under-additional-mon-
itoring (Accessed August 16, 2024).

Pacheco-Loépez P, Fernandez Zamora C, Carvajal-Sanchez M, et al.
5PSQ-207 Analysis of the medicines under additional monitoring
authorized in the European Union from 2017 to 2019. Eur ] Hosp
Pharm 2021; 28:A156-A157.

National Operational Plan for Responding to the COVID-19 Pan-
demic. Available from: https://www.gov.bg/bg/prestsentar/novini/
natsionalen-operativen-plan-za-spravyane-s-pandemiyata-ot-CO-
VID-19

SANTE 2021/03/020 (15 December 2020). Annex to the Commis-
sion Decision on approving an Advance Purchase Agreement on
COVID-19 vaccines. The European Commission. Available from:
https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/
public-health/eu-vaccines-strategy_en.

Tibsovo: EPAR - Product Information. Available from: https://www.
ema.europa.eu/bg/documents/product-information/tibsovo-epar-
product-information_bg.pdf

Bekemv: EPAR - Medicine Overview. Available from: https://www.
ema.europa.eu/en/documents/overview/bekemv-epar-medicine-
overview_en.pdf

Aizpurua-Arruti X, Benrimoj SCI, Goyenechea E, et al. Outcomes of
community pharmacy interventions on patients with medicines un-
der additional monitoring. Integr Pharm Res Pract 2024; 13:115-25.
Getova V, Staynova R, Gueorguiev S. Challenges in pharmacovigi-
lance - particularities in certain patient groups and pharmacological

classes. Science Pharmacology 2018; 9(1):11-6.

Folia Medica | 2025 | Vol. 67 | No. 3

Folia Medica



R. Staynova et al.

9 Xauu $3 =10c pwioydwA] eWIOUWIN)eur oyfourg
(%001) T Xouuy R quinag SSVA o onseqoyduid] [0 tosmnosrg +  LOXATOT q teurq LoMoung Tl
0 Xouu S 1coe ﬁmuﬂwoﬁhﬁﬂ ot SISBLIOS, PWNZD{oWIT X[ozuwig -
(%SL) 1 v X aquiordsg  puv 2ueISqns SAIOE MON ISeLI0S 12OV¥#01 qeumzppatuiq PzwIg 11
(%00T) T Xouuy SaX. mwom [eo130701q MON] eLINUIqO[30TUAY [BUINIOOU [eWSAX0Ied ¢ STVVFHOT qewnzIjnoa qAWRG 01
[Ldy
(%001)T 020t [ea180101q mau
3 . .
XoUuuy pue (9G/)] Xouuy A A1ENIqa,]  pue 2OURISQNS JATIOR MIN HORBIURG9P TEMOPUIIM 0V'II0S qetmznierq naod’e
(%001) Sax £10e SSVd snsoyewraArg sndn orw)sAS ¢ 9ZVVHOT qewrnuwifeq eis[uag g
T Xauuy pue (%001) [ Xauuy [ady ’ ’
1102 [eo130[01q Mau
(9%001) T Xouuy SaX. SIOWN] SULIDOPUIOININ F01110T qewnpAe OIoUdARY */,
Toquaydeg  pue 20UBISqNS AT MIN
0 sooueyswnoIn (T T-L) ewoydwA] onsejqoydw4] [j9o-1,
(%001) T xouuy SOK w d ¢ [euon (1T1v £09dT10T surqerepu dueLly ‘9
Y daoxo Iopun pazuoymy  -1,) erwoeynay onse[qoydwA] 9jnoe [[0-1, o
(%001)1 Xouuy Sax 170 Arenue( [eo130[01q MAN BLINUIQO[SOWH »  HSVVHOT uejdooeaddad Jeaedsy °g
(%001) $102 (doo) [oTayuR[IA
7 Xauuy pue (9%6/) 1 NMSQ Sk aun( Ssvd aseastp Areuownd 9A1IONIISQO OTUOIYD) o 0Tveod oprur - mdig oiouy y
’ ’ ’ -0Iq WNIUIpIpIWn
swise[doau
[BOIATOD QULIIN PUE BUWIOUIDILD [[30 [eUdYy ©
ewourdIed Suny [[90-[[eWs-UON o
(%00T) ¢ Xouuy Sax. a%w [eo130701q MAN swise[doau [BaUO0ILI] o 1094101 qewnzioeasq SAswAy ¢
11
eV swse[doau uerreaQ) o
swise[doau jsearg o
swise[doau [£30910[0))
120¢
- 3 .
ON quae( 20UL)SqNS JATOC MIN suedmaouwy  90qvoId SU2)OTRJLI) JIRY T
(e00n) sk s1oc SSvd v eirydowsy  20adzod fo%ad toukpy 1
7 Xouuy pue (9%0071) [ Xouuy Arenue( - ejTe Sooo3o0nIma ’
eedng Wy
[PA9] JUdWISINQUIIdY Ul T Ul OIS SYINL Wy jo (HS9IN) s/uonestpur snnadesdyy, dpod-DLV NNI Jwreu dpeiry,
' : * uouorsnpur JSI[ SYNH Y} Uo uosedy ot
uoIsnpuy
Jo aeq

(207 A1en1qag 10] pIfea) Joyrew [eonnasewrreyd uerreSng a1} uo d[qe[rese Ny Iopun sjonpoid [eunipay °| xipuaddy

9|qp] Aupjudawa|ddng

eJIpa\ eljod

Folia Medica | 2025 | Vol. 67 | No. 3



Medicinal Products Under Additional Monitoring

eJIpaN eljod

(%001) LN €10z SSvd PSS B+ €0OVEOA XoIIseIdpop apelxg ‘67
7 Xauuy pue (9%001)[ Xouuy [ady PeRO[ISA0 UOI] o ’ '
(%001) 120T VIND
Ayd dg e d KIAq -
7 Xauuy pue (9%007)1 Xouuy So& [ady 90UB)ISQNS JAIIOE MIN HAOLE AB[ISHIL [PUICS OEXVO0IN e TPSAIAd "8e
(%00T) 120t aanrey .
SOX 90UB)ISqNS JATIOR MIN SOVXE0d JBISNPEXOI OZUAIAT /T
7 Xauuy pue (9%001)1 Xouuy Ioquaydag ASUPDY OTUOIYD YIIM PIJRIDOSSE BILIDUY o
(%001) Sax 610c SSvd vemqudowary »  zoagcod [09od eyre Soooyooany yo1adsyg 97
7 Xauuy pue (9%001)[ Xouuy aun( o
(%001) Sax feoe eo18o[o1q mou eondQ snipAwoImaN ¢ 6TDVHOT qewnzifenes Jukidsug ‘¢z
7 Xauuy pue (9%001) [ Xauuy Am[ pue soueISqNS ATIOR MIN : o :
I20UE.D OLIJSEL) o
VINO uedd) X
(9%00T1) 7 xauuy S9x 170z Arenue( SOUPISANS FATIFE MIN 190ued Jun [[90 [[EWS-UON] * FOAAT0T ~XnIep qewnznyser) mIdyuy g
swisejdoau Jsearq o
(%001) €102 $9OURISTNOI [RUOT) (od d
) stsopreyooes{[odoonyy e asejnsInpr aseadery
7 Xauuy pue (%001)1 Xouuy A [udy  -daoxs 1epun pazrioyiny I1 SISOpHEY M W 604VITY ANSINP! 1€
- ON fcoe 90UB)ISQNS AT’ MIN uondooenuo) e 8TVVE0D suouandso1p SI[PAOI(T 7T
aun( : : [0119159 :
(%001) ¥10T (@doo) [o1330ULI0] ITenuan)
) S
7 XaUuuy pue (%G.) T Xouuy A I2qUIAdd ssvd aseastp Areuowrnd 9A1}ONIISQO OTUOIYD) S0Tveod OpIIoIq wnruipipe 1prend ‘1e
1202 [eo13ojo1q mau aumdRA
- - . I £ .
N Arenue( pue 20UBISQNS JAIOE MIN HOHOJUL SIA 61-AIACO LONEZ0L VNYW 61-AIAOD JRUIITHOO 10T
$107 EI AR
- ON SSvd uondooenuo) e SIYVE0D SUOUIPBULIOTYD BIR[g 61
aun( ‘[OTPEIISITAUTYID
(%001) T xouuy sk £10c Ssvd aseasIp JYPNe ¢ OIXVIIV 1eysni3ip e3[PpI12D 81
Areniqag : : ¢
(%00T) g Xouuy SOX 5 MMVON 30UB)ISqNS ATIOR MIN erwaeyna| onkooydw4] oruoryy) o ZOTAT0T qrurniqerese souanbore) */1
IOQUISAON
ON 120z [udy 90UB)SqNS JATIOR MIN UOTJEPIS SNOSUOD) ¢ FTADSON WE[OZeTUTWI oARJAq 9T
1102 SSvd
- ON ‘590UB)STUNOILD [RUOT sasourdsnjodI[-pIoIod [eUOINAN ¢ ZTIVITV eJe aseuodirod LBINJULIY "G T
aun
{ -1daoxs 19pun pazLoyIny
(%001) v10T (@doo) 21eIpAyIp Irenuon)
) deIewnj [0I2)OULIO IS
7 Xauuy pue (%G/) 1 Xouuy A bele|iichElg| ssvd aseastp Areuowrnd 9A1IONIISQO OTUOIYD) S0Tveod Jereuny F?FWWW BTy y 1
(%001) €10¢C (@doo) Irenusn)
7 Xauuy pue (%G/) [ Xouuy o4 ady Ssvd aseastp Areuowrnd 9A1ONIISQO TUOIYD) =0dde0d  oprtolq wmtpIPe SLIelaIg "¢l

Folia Medica | 2025 | Vol. 67 | No. 3



R. Staynova et al.

JI9oUe)) [edIAI])

610¢ [eo130701q MU 190UE)) SUn [[9)) [[EWS-UON * .
(%00T) T Xouuy oK [ PUe 20ULISS 2ATE MAN ewoupiey o0 eseg +  EOX 0T qeurdruas okeiqry ‘1%
BHIOUIDIE)) [[20) snowenbg snosuejny)
(%001) SOX Lcoe 90UB)ISANS A’ MIN serwopidysdq « 9TXVOID URIISIOUT oabat 0%
7 Xduuy pue (9%001)1 Xouuy Arenue( : RIIA[019)sa[OYPIAdAL] S '
(%00T) 020T
d . :
7 xouuy pue (%001)1 XUTY SOk Lrenue( SSvd SISOI9]dS (AN YEVVTOT qewinznjuore BPENWIT "6¢
(%001) SIX reoe [eo130701q MON stisorops A[dNMA ¢ ZSVVFHOT qewnuniejo eydwisay ‘g¢
7 Xauuy pue (%001)[ Xauuy ady ’ ’ ’ ’ ’
(%001) SO ceoe 90UB)SqNS ATIOC MIN ¢ adAy smpw sajqei + SOVAE0D suouaIuy RIPUAIY L€
7 Xouuy pue (96/) I Xouuy YoIRIN ’ STUOIYD) AOUSDIPNSUT [RUY © :
JI0}JeOBXI[D
(9%001) T XouUuy SOX 0coe 20UB)ISqNS A’ MIN SIS0Iqy onsAD ¢ ZTEXV L0 g%tmuﬁw“ LOLI)JBY "¢
1sndny J10)JedRAT
(%S.) 1 Xouuy SOX 0coe 90UB)ISQNS JAIIOE MIN projewnayy SHUYMY o SFYVHOT qrunody ©o9asA( “G¢
1290300
(%001) v10¢ (adon) aprw eydyp
zxouuy (%S/) 1 xauuy RS Aepy SSvd aseastp Areuownd 9AONIISqO JTUOIYD) * £09dE0d -01q WNIUIPIPIWN [ 2SNIU] PE
(%001) ¢ xouuy SK E10z SSvd BWOPA ddnmp 90X V0T aprwopiewod praouwi] "¢¢
Toquuadag
snIAN
Sursorlyuy ‘snrdpuodg e
SISBIIOS{ *
(%001) s3% 1coe [e2180[01q MAN ?zﬁ:&:wwmwmﬂmmﬁ . p0aviol qewnuiepe  GeIpulnH ge
7 Xauuy pue (%G/) [ Xauuy I9QUISAON QATIEID[() STIO]) *
PIOJRWNAYY ‘SHLIYITY o
PIOJEWINAYI [IUIAN( ‘SHLIYIIY o
OIRLIOS ‘SHILIYITY o
swoipu4s orrydoursoaradAy] e
oAnIsod TdV
D4 OruoIy)) ‘snoudSoPAIA ‘eruaynoy
REN RS
¥10T .
- ON SSvd  -stp aanesdjrjordopAw-onsedsApopA ¢ TOVATOT qruneuw 291D 'T¢
12quaydag BUIODIBSOIqUOIRWLIA(] ©
SIOWN) [EUIO}S [BUTISIJUIOIISED) o
ewoydwA]
-eruaynay onse[qoyduwiA] [[20 1051231 o
120¢ VIND ¢ . i
(%001) ¢ Xouuy SOk 1qUIPAON 9DURISQNS AATIIE MAN un{ [[92-[[eWS-UON ‘BWOUTIIED) €TXIT10T qrunasesd 03214€D) "0¢

eJIpa\ eljod

Folia Medica | 2025 | Vol. 67 | No. 3

10



Medicinal Products Under Additional Monitoring

eJIpaN eljod

wejoeqapaI
(%001) ¢ Xouuy BN im:mmmm 90UR]ISqNS JATIOR MIN SUOTO9JUI [e119}0Bq dANe3oU-WeID «  9SHTO0[ Urje)se[n o11qIeddy “/LS
d wauadrur
(%001) 0202 PIUIOSSTIEH} 619 *
SOX. 90UB)ISQNS AL’ MIN SowoIpuAs onse[dsApofaAIN » 90V XE0d ydooragedsny 2142019y "95
7 Xauuy pue (9%001) [ Xauuy EE eray -
(%001) S10T suonoayul Joex) A103errdsay e )
¢ Xouuy pue (%001) [ Xouuy LN dy SSvd s1501q o1SAD) * TIVINTOf UISBXO[JOA] Iesumo 'sg
7 Xouuy pue (% ooﬂvﬁﬁuw\wmwﬁw RS wwmm SOUBISANS IALOT MIN SISORPSIAANMNN ©  0SYVHOT powsauod £10AU0] "€G
(9
eorSojorq mou
(%001) T Xouuy Sk E%MM pue ouzﬁmh:m‘oiwu.u MIN [192-¢ ‘ewoydwdT PIXAT0T unopaa qewnzmefod WAAT[Og "€S
(9%001) ¢ Xauuy sak 020z Isndny 0ULISANS JATIOE MIN swisejdoau jsearg e ¢OINATOT qstjodre Aeibig 'zg
1202 . qewnznjsern) .
(%001) T Xouuy sk Arenue( [ev130[01q MaN swseidoau jsearg ¢ ZOAXIOT qeunzniad 03sayd ‘1§
(%001) 720t i . ITABUOILI ]
7 Xouuy pue (9,001)1 Xouuy A Areniqa SOUBISQNS SALIE MIN uons9gul snIiA 61-AIAOD 0€davsof ApaewI plAO[Xed “0S
eo130[01q mMau
) ON Mww\m pue wucﬁmnﬂ:m.oiwu.u MON HIUORAG »  S1AVOTY eeasad wbrdeaov
swse[doau [ed1AI2D JULIA)) o
[[90 [eUY BWOUIL))
Sun( [[90-[[eWS-UON ‘BWOUIIL])
120t swsedoau [eaU0ILId ] © )
(%001) ¢ xouuy LN mdy [ea130]01q MAN swsedoau aqm werdoyreq « 1094107 qewnzioeasq oSeaekQ "8y
swise[doau uerIeAQ) o
swsejdoau Jsearg e
swisejdoau [830310]0)) *
(%00T) 7 Xouuy SO 020z dy 20UR)SqNS JAIOE MAN  JUE)SISaI-uonensed ‘swisejdosu onjeisory e 90401 sprurejnjorep ebaqnN /¥
} S10¢ JYSOMIBAQ) uordoxdnq ]
N [udy SSVd £y1s2qQ * (SAALNS suoxaneu equISEN “9F
JUIOOBA
_ 020T . 9edn(uod x pue .
ON saquad [es130]01q MaN snI3uTuaN 80HV L0/ ceT-M > v dnois gpendUIN ‘S
[ed00503uTUSU
(%001) '020T Sumruay )
7 Xouuy pue (9%007)] Xouuy & Krenue( 3OULISANS SARIE MIN -Sursdejoy ‘ssoraps apdnmpy « &7V V70T pouruodis yuszkely by
(9%00T) 7 Xouuy SOX  7z0g Arenue( ‘oouesqns m>:um<>wm Sun [[oo-[ews-uoN ‘®woUDIR) ¢  ¢/XXI0T qIse10)0S senjdwn ¢f
(%001) ¢ xouuy Sk 610T AeN VIND Sun[ [[oo-[ews-UON ‘®WOUDIR) ¢ SOTAT0T qrupepo] enbialo ‘7§

90UB)ISQNS AL’ MIN

gl

Folia Medica | 2025 | Vol. 67 | No. 3



R. Staynova et al.

9 Xouu 9 feoe reardojorq mou swisejdoau 3searq aanedau-ardiiy, « e AApopo1y,
(%001) 2 v A I9qQUID(]  PUB 20UBISNS dAT)OR MIN t Jearq aan 1GHL £IXAT0T -A08 qeumznyoes PPOIL L
(%001) 1 Xouuy Sax SLEMHM VIND AydonsAp remosnw auuayong e COXV60IN uaIneje (BUIB[SURIT, "¢/
- ON €707 Ley 20UBISNS JATIO® MIN] ewounIRIOM3UE[OYD) * 79XXI10T TUSPISOAT 0AOSQLT, ‘7L
q I BTN PIOPAN MOV (IUSpISOAL © qLL
(%001) SOX ceoc [e21B0[01q M3u BWYISY o [1XAC0Y qeuwnyadaza)y andszay, "1/
7 XoUuy pue (94G/) I Xouuy 1oquaydag  pue 20ueISqNS JATIOR MIN ’
(%00T) ¢ Xouuy Sax 610¢ aun( 20UBISqNS AT)OR MIN Bw%um%mw“mwwwm “ FOMXIO0T quedozere) PUUIZ[B], "0/
(%00T1) S107 $9OURISWNOI [eUon dsoudods b
s, eisejeydsoydo . BJ[e 9se)0jSe ISUSIG
7 Xauuy pue (9%007) I Xouuy A roquaydeg  -dooxa xopun pazrioyiny seeqasey H E1dvIly el 1% =DISHANS 69
jonpoid
(%00T1) 0202 [BUIDIPaW 33 JO asn .
g Xauuy pue (%0S) I Xouuy oA Arenue( 9ATIO9}J9 pUe 9fes 31} 03 1opIosip aarssarda + - LZXVION SUIEISS oevads 89
SpIe3aI YIIM SUOTIOLIISIY
0,
¢ xouuy pue (%001) Nﬂx\wmwﬂw SIK g uM M\M VIND JuR)SISaI-SNIPHNIA ‘SISO[MOIqNY, * SOMVT0[ aurmbepaq £OINIIS “£9
0
(%00T) ¢ Xouuy sax B@EMMMWM 25UBISqNS AT)OR MIN BIWANYT PIOPAN JIUOIYD ¢ 90VHIO0T qrurwse XI[QUIDOS 99
0202 [eo130[o1q Mau
(%001) T xouuy SoK SUN( U 3>ULISGNS IATIOL MON] ewopAw apdnp « 004107 qeurrxnjest BSI[DIES "G9
(%001) Teoe [ev180701q mou
dnge dec -
7 Xauuy pue (%001)] Xouuy 5o Areniqa]  pue 20UBISqNS ATIOR MIN snsojewrayA o sndn ISVVY0T qewnjoijrue opuydeg ‘9
Jela0e
(%001)1 XouUy sax reoe 25UBISqNS AT)OR MIN rwofwon e  $SODT0H ouoAsIIaIoU 0324y €9
1oquuaydag ’ : [o1peIISd
x1708N]1
(%001) 0z0T 3 dhr < 3 Ao -
7 xouuy pue (001)1 XUy sag 1y [ea130[01q MaN 7 2dAT, smppw sapqeIq e 90(d0OTY apnnjSewas sns[PqAy 79
sndrydurog «
(%001) 9, 0c0e eo130701q M3 snrduedlod srdoosoroTy « BUITXN)LI QouaIxIy
T ¥ouuy {(%5.) T Xouuy A mady [P0 MON projewmays sspugiry «  OVAIOT PRI @I TS
[1°D-g “Oruory) oniooydwiy erwoynoy o
'020T VIND Juny [[9o-[[ews-UON “‘eWouIe)) o
(%001)  xouuy oA sndny 90UL)SqNS JATIOR MIN HE N Hw.u:mw . VIXHIOT qrananue 14O 09
0G/) T Xouu SOX 0707 Arenue( 20UBISNS JATIOR MIN] SIILIYIY PIOJRWNAy ¢ FHVVHOT runoepedn boaury ‘65
v q Qv p Y vV q P
(%001) L10T d 3od v15q .
¢ xouuy pue (%007) 1 Xouuy SoX sun SSvd g eIIydowdH «  $0Qdc0d  [099d ©}oq sodeuou BIXYIY 8¢

edIpa

eljod

Folia Medica | 2025 | Vol. 67 | No. 3

12



Medicinal Products Under Additional Monitoring

eJIpaN eljod

- ON 1270z Arenue( 90UB)ISQNS AT MIN BZUIN[JU] © STXVSOL [IXOqIeUr JIABXO[Bq eZNJoY /8
€102 apLIo[yd>
- d . 3 :
ON QL2 SSvd Stuse[doau S1e3sold €OXXO0TA 1p ¢7zey wnipes 051JoX '98
(9%00T1) €10C SIOUL)SWNIILD [BUOT) "
. bepu4p
7 Xouuy pue (9%0071) I Xouuy o4 dy  -deoxs 1opun pazuoyiny Ssoploittty 80XXL0N STPIHESEY e[PPEPUSA 'S8
- ON 720 AeIN 90UB)SQNS ATIOE MIN SIOPIOSIp JUTRISIA ¢ 90ADTON juedaouurr eImpAA $8
i 120C [eo130[01q MU d . 3 ]
ON 1aquaidag  puE 30UBISqNS SATIOR MAN BISE[dOIpUOdY LOXASOW SPNILIOSOA ¢O00ZXO0A "€8
2 xouuy pue (%001) ﬁm\wmww 3 w%m SSvd Al sisoprreyooesfjodoonjy ¢ ZTGVITV e 9seJnsopo JWIZIWIA ‘78
2 Xouuy pue (%) %M\M MMMW SOX AMMM 90UBISqNS JATIO® MIN aInyre I3 dTUOIYD o ZZXAT0D yenSorIoa oanbiap T8
- ON 020z An( a0URISqNS SATIO® MAN UoT3JUI SNITA 6T-qIAQD * avsol TIAISOPUIDX Amppap 08
swse[doau [B21AID QULId) o
[[9D [eUY ‘BWOUDIR)) *
Sunj [[9-[[eWS-UOU “BWOUIdIE))
9 xouu 9 ceoe eordojorq Mo suseldoau [eau03LIad « BUWINZIOBAD ewozSaA
(%001) € v X aquadsg [e2130]01q MON swserdoou oqm werdoqeg 004 T0T q 1oeAdq qPUWIIZIIA "6/
swise[doau uerreAQ o
swisejdoau Jsearq e
swse[doau [e30a10[0)) *
ELISRIN
9 ) € Xouu 9 ceoe rearBojorq mou SUOT}OIJUT [EID000WNIU © ( 9yeSnfuoo aprre .uuwm OUBANIUXEA
(%00T1) € 4 A ATenue(  pue 20uRISqNS SATIOR MAN HoIJuI | d c0TvL0 : pLIey. A 8L
-£jod [eoooooumaud
(Ir=u
‘proe oroxdpea
SIOPIOSIp JuTeISIIA
(%001) T Xouuy o 5102 SI5DI0SID TeTod proe oroxdpea pue ajeoxdea
10/ pue (9%001) T Xouuy A Arenue( SSvd P .v% mﬁu . mm T109V€0N 9jeo1dea wnipos wnIpos) $ad
e -ue)sqns paje[ar
pue ayeoxd(ep *//
(%00T1) 7202 [eo13o[o1q mau BUIDP JB[NOBW JT)aqeI(] o
\% .
7 Xouuy pue (9G/) Xouuy Sk 1oqueydog  pue 20UB)ISqNS JATIOR MIN UOTJBIOUIZOP TB[NOBUI JOA * 60V'110S qetpLe OUISAQPA 9L
(%001) ¢ Xouuy SOX imﬁwMWw 90UB)SQNS AT’ MIN swisedoou 3searg ¢ ¢OHATOT qruneon) esAyny, ‘gz

13

Folia Medica | 2025 | Vol. 67 | No. 3



R. Staynova et al.

3517 Sn(q 2anIsod 11Ad ‘Apnis L195es uonjeziroyine-isod :gSyd
owreu £r1ejorrdord-uou feuonjeurdur :NNJ ‘Aouay sounipay ueadoing ;YA cUonezLIOyINe SUnoyIew [eUOHIPUOD (YA {edTwayd onnadeIdy) [edrwojeue DTy SULIOjluow [euonIppe ;Y

Tefruasorq ¢ $3nap ueydiQ , :930N

(%001) T xouuy SoK ocoe [¢2130[01q Mou swseldodu yoewors €00XT10T qewnzniser} oed197 06
NNy pue 20UBISANS AT)OR MIN swse[doau jsearq e q
snAQ
STJI[0D DATJRII( *
9SBASTP SUTOI))
eanjernddns snruapeIpry o
%001 1202 SISELIOS]
£ Xouuy pue (%) ﬂw EEW 9 S [eo130701q MIN sue ofeosg +  /0AV V0T qewmuwiepe WAPNZ 68
snuIylIreopuods [eIxy o
STILIY}IE POYe[oI-SIISIYIUL o
snuryyre oryyedorpr ofruaAn
STJLI}IE PIOJRWNAYY *
(%00T) ¢ Xouuy Sax BQEMVMMM 20UR)SqNS JATIOC MIN eIWNI[ PIOPAW N0V o ¢IXATOT qrunLd ceredsoy gg

eJIpa\ eljod

Folia Medica | 2025 | Vol. 67 | No. 3

14



