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3APABHA MONMUTKKA N TNPAKTUKA

MHOEKC HA 30PABHUA CTATYC
HA BBJITAPCKOTO HACEJIEHUE
KATO MHCTPYMEHT 3A OLIEHKA
HA 3QPABETO HA HABO
AOMWHUCTPATUBHA OBJIACT -
METOAOOJTIONMYEH Noaxoa

Exartepuna LiBeranoBa-I'eopruena’,
IMaamven Tumutpos®®

YHoe b6vaeapcku ynusepcumem
2Hayuonanen yeHmsp no o0ujecmeeno 30pase u aHaiusu
310z203anaden ynusepcumem ,,Heopum Puncku*

PE3IOME

Bweeoenue: Mooenupanemo Ha 30paguusi cmamyc Ha Ha-
cellenuemo e 8adceH UHCMPYMEHM 3d OCUSYPABAHEMO Hd
NO-KauecmeeH JHCuom, 0dsally 8b3MOICHOCH 0d ce 83emam
no-006pe UHGOPMUPAHU YAPABIEHCKU PelleHUsl.

lle]l.' ﬂa ce npedcmaeﬂm nokasamejaunme u mexHume meoatce-
cmu 6 nvpeust uHoeKc 3a OYEHKa HA 30])(167—11/!}1 cmamyc Ha Ha-
cejlenuemo 6 E‘b]lZapuﬂ HA HUBO admunucmpamueiia obnacm
u ce 0b6CcvLOAM  CcurHume cmpaHu Ha UHOeKca U He208ume
OcpaHudYerusl.

Mamepuan u memoou: Hnoexcom na 30pasHus cmamyc e
U320MeeH b3 0OCHOBA HA OanHu 3a 53 npomeHnausu. M3zeedenu
ca 17 cmamucmuyecku 3HAUUMU 30PA6HU NOKA3AMels, Npu-
Jazauxy mpu Memooda 3a OyeHKa Ha medcecmume (TuUHelHa
peepecust, anga wa Cronbach, ananrus na erasHume KOMNo-
HEeHmu), TUHelHa azpeeayusi U CIMaHOapmu3ayus Ha pe3yi-
mamume om 0 0o 100. Unoexcvm e uzuucien na Hueo 28 ao-
MuHucmpamusHu ooracmu 8 bvreapusi.

Pesynmamu: Pesynmamume couam covujecmeena pasiuxka
Meducoy pasauunume aomMunucmpamusuu ooaacmu 6 bvaea-
pust. Yemanossnisa ce napacmeaujo Hepagencmeo mexncoy 00-
nacmume 6 bvaeapusi.

3aknrouenue: Hnoexcvm no36onsnea u0eHmupuyupaemo na
npobnemu, Xapakmephu 3a Ysiama Cmpaund, HO U SICHO No-
Ka36a HeoOX00UMOCMMA Om NPOGeNCOAHemo HA NOIUMUKU
Ha pezuonanen npunyun. MHoexcoem Ha 30pasHusi Cmamyc e
UHCMPYMEHM, KOUMO NOKA38A PA3IUYUSIMA 8 30PAGHUsL CMA-
myc no mecma, noSUWLABA OCEBEOOMEHOCTIMA 3d 30PAGHUME
Gaxkmopu u nokazamenu U CMUMYIUPA YCUAUAMA 3d NOOO-
opsasane na 30pasemo 6 oownocmma. Cam no cebe cu unoe-
KCbM HA 30pasHusi cmamyc cvc ceoume 17 npomeHiusu ne
Modice 0a onuwe HanwbaHO 30PAsemo HA HACENCHUEmO 8 Od-
dena obnacm, Koemo Haua2a U3Cie08ane Ha 6CULUKU 30PABHU
nokazamenu, 6KJIIOYEHU 8 AHATU3A.

KurouoBu 1ymMu: HHJIEKC Ha 3J[PaBEH CTATYC,
00IIECTBEHO 3/[paBe, IETCPMHUHAHTH Ha 3/1PaBETO
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HEALTH POLICY AND PRACTICE

BULGARIAN POPULATION
HEALTH STATUS INDEX AS A
TOOL OF HEALTH ASSESSMENT
AT ADMINISTRATIVE DISTRICT
LEVEL - METHODOLOGICAL
APPROACH

Ekatherina Tzvetanova-Georgieval,
Plamen Dimitrov>?®

New Bulgarian University
2National Center of Public Health and Analyses
3South-West University “Neofit Rilski” — Blagoevgrad

ABSTRACT

Introduction: The population health status modeling is
an important tool ensuring the improved quality of life
and better management decisions.

Aim: To present the weight of both health indicators
and health determinants of the first health status index
of the Bulgarian population (BG health index) and
discuss the index’s strengths and limitations.

Material and Methods: The population health status
index is based on 17 statistically significant variables
out of 53 health indicators. A combination of weighting
methods was used — linear regression and principal
component analysis. Linear aggregation was used
and then the result was standardized from 0 to 100.
The BG health index is calculated for all 28 Bulgarian
administrative districts.

Results: There are significant disparities between the
administrative districts in Bulgaria. Moreover, there is
a widening inequality between them during that time.

Conclusion: The BG health index facilitates the
identification of country-specific problems and clearly
demonstrates the necessity for regional policies. It is a
tool that shows differences in health status by location,
raises awareness of health factors and indicators,
and has the ability to stimulate community health
improvement efforts. The BG health index, with a total
of 17 health indicators, couldn’t describe the health
status in specific districts on its own. Thus, analysis
should be based on a wider list of health indicators such
as the ones included in the index construction process.

Keywords: Population health status index,
population health, determinants of health



3APABHA MONMATUKA U MPAKTUKA

BbBEOEHUE

CBBpPEMEHHOTO Pa3BUTO OOIIECTBO Ce XapaKTepu3npa ¢ Ha-
pacTBaHe Ha NMPOABIDKUTEIHOCTTA HAa XUBOTA B KOMOHMHA-
IUsl ChC 3acTapsBaHE Ha HACEJICHUETO. 3APABHUAT CTATyC
Ha HACEJICHHETO ce SIBSBa BakeH (PAKTOP 3a OCHUTYpsIBAHE
Ha YCTOWYMBO pa3BHTHE Ha Te3W oOmecTBa. [IpoyuBaHusTa
cogaT, 4e 3paBHU IETEPMHUHAHTH ((paKTOpH), KAaTO 3APABHO
MOBE/ICHNE, KIMHUYHA TPUXKA, COIMHATHO-UKOHOMUYECKH H
¢usnyecku GakTopH, OKa3BaT BIUSHUE BHPXyY Hero (1, 2, 3).

CBeToBHaTa 3[paBHA OpraHu3anus AePUHUpPA COIMAITHUTE
JIETEPMHUHAHTH Ha 3/IpaBeTO KaTo ,,yCIOBU, B KOUTO XopaTa
ce paxkJaT, pacTar, paboTAT, JKUBEST U OCTapsIBAT, KAKTO M
MO-IIMPOK HAOOP OT CHIIU M CUCTEMH, KOUTO O(OPMSIT yCJI0-
BUsITA B eXkeaHeBueTo M (4). HepaBencTBoTO B 00IIECTBA-
Ta OKa3Ba CHIIECTBEHO BIMSIHUE BbPXY 3JPaBHUS UM CTaTyC.
ToBa ce ABIKM HA CIOKHHUTE, HHTETPUPAHU U TPHUIIOKPHU-
Balu C€ COMAJIHU CTPYKTYPU U MKOHOMHYECKU CUCTEMU,
KOMTO BKJIIOYBAT COIlMaliHAaTa cpena, (u3nueckara cpena,
3/IpaBHUTE YCIYTHU, KAKTO U CTPYKTYPHHUTE U OOIIIECTBEHUTE
dakropu (5).

[ogpoOHusT TUTEpaTypeH 0030p ot 1951 rogmHa Hacawm,
npencraseH ot l[Beranosa-I'eopruesa (6), 1aBa ocHOBaHHUE
Jla ce 3aKJIIOYM, Ye MHJEKCHTE KaTo MOJETH 3a OIEHKa Ha
3JIpaBHHUS CTATyC ca ycremHa ¢popma 3a aHaius. Te ca pa3ou-
paeMu, MHTYUTHBHH U JIECHU 32 HHTEPIPETALUsl, KOSTO 1103~
BOJISIBA ITOCJIAHUSTA UM J1a IOCTUTHAT JI0 TOJIsiMa ayAUTOPHSI.

LEN

Llenta Ha HacTOsIaTa pa3paboTKa € Ja MpeICcTaBH METOMIO-
JOTUsATA Ha ITPBHS MHICKC 32 OLICHKA Ha 3JIpaBHUS CTATYC,
KOMTO OIleHBA M KJIacupa 28-Te aIMUHUCTPATUBHH 00IaCTH
B bbirapus. CprbTcTBalIa el € ONMCAHUETO Ha CHIIHUTE
CTpaHM Ha HHAEKCA M HEroBUTe orpaHnyeHus. [logodeH moa-
XOJ TIO3BOJISIBA 3aBJIOOYCHOTO pa3dHWpaHe Ha TONYUYCHHUTE
pe3ysTaTu M 1aBa OCHOBAHUE 3a MO-I00pe 00O0CHOBaHM IIO-
JUTHYECKHU PeIIeHHs 3a Mofo0OpsBaHe Ha 30paBHUS CTATyC y
Hac.

MATEPUANN U METOAU

KoncTpyupaneTo Ha unjekca ce 6asupa Ha 53 3/1paBHH 1O-
Ka3aTens, YNUTO JJaHHU ca chOpaHu 3a 28-Te aJMUHUCTpa-
THBHU oOnacTu 3a nepuoza ot 2010 go 2022 r. (6). M360psT
Ha MOAXOASIIIN MTOKa3aTeIy 3al04YBa C 1Ba OCHOBHU CIIHCHKA
¢ uHauKaropu: (i) 3ApaBHU HHIUKATOPHU - CIIUCHK, U3TOTBCH
3a bwirapus (2); (i) OCHOBHM 3/IpaBHH WHIMKATOPU Ha €B-
poreiicko HuBo (12). 3a 1a MOXKe MOAETBT 1a PabOTH B AbJI-
rOCpOUeH IlIaH, MoAOOPBT HAa MHJMKATOPH CE€ OCHOBaBa Ha
CIETHUTE KPUTEPUU:

¢ 1a Ca BAJIMJAHU, pa3MO3HATH U IIPpUJIaTaHU OT APYT'U aBTOpHU
" CKCIICPTU,

* J1a OTYUTAT BAXXHH aCHEKTH OT 3/IpaBETO Ha OOIIECTBOTO U
BBPXY TAX J]a MOXKE J1a CE BB3/ACHCTBA;

¢ Ia ca HAJIMYHU Ha HUBO aAMUHHUCTPAaTHBHA 06J'IaCT;

¢ Ja ca JOCTBHIIHHU Ha HHUCKA IICHA UJIN 6e3HJ'IaTHI/I;

HEALTH POLICY AND PRACTICE

INTRODUCTION

Contemporary developed societies are distinguished by
elevated life expectancy in conjunction with an ageing
population. The health status of the population is an
important factor in ensuring the sustainable development
of these societies. Research has demonstrated that health
determinants (factors) such as health behaviour, clinical
care, socioeconomic and physical factors have an impact
onit (1,2, 3).

The World Health Organization defines social
determinants of health as ,,the conditions in which people
are born, grow, work, live, and age, as well as the broader
set of forces and systems that shape the conditions
of their daily lives™ (4). It is evident that disparities
within societies exert a considerable influence on the
health status of the populace. This phenomenon can be
attributed to the intricate, interconnected, and overlaying
social structures and economic systems that encompass
the social environment, the physical environment, health
services, as well as structural and societal factors (5).

Tzvetanova-Georgieva (6) presents a comprehensive
literature review about population health evaluation,
extending from 1951 to 2024. The efficacy of population
health status indexes as analytical tools is evident, owing
to their clarity, intuitiveness and interpretive simplicity,
which ensures wide audience reception.

AIM

To present the weight of both health indicators and
health determinants of the first health status index of the
Bulgarian population (BG health index) and discuss the
index’s strengths and limitations.

MATERIAL AND METHODS

The dataset used to construct the population health
index includes 53 health indicators covering the period
between 2010 and 2022 for all 28 administrative districts
(on NUTS 3 level) (6). The health indicators were
selected based on two lists: (i) Health indicators — a list,
prepared for the Bulgarian population (2); and core health
indicators oat the European level (12). To ensure the long-
term viability of the index, the selected indicators should
meet the following criteria:

* to be valid, recognized and applied by other authors
and experts;

* to represent key aspects of public health that can be
influenced;

* to be available at NUTS 3 level;

* to be available free of charge or at low cost;
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3APABHA MONMUTKKA N TNPAKTUKA

* 1a Ce aKTyaJH3uPaT PEIOBHO;

¢ Ja Moratrt aa 6'I),HaT HM3IIOJI3BAHU IIPpU MOAXOMA, ITPHU KOHTO ¢
MO0-MaJIKO MHAUKATOPHU MOXKE J1a C€ U3BJICYC IIOBLCUC I/IH(i)Op'
Manus.

Wsnoms3BanuTe nanau ca crOpanu ocHoBHo oT HCH, cnenBan
ot HI1IO3A u HOU (tabum. 1).

Tabnuuya 1. IsmoyHuyu Ha 0aHHU 3a U34UC/IeHUe Ha
30pasHume uHOUKamopu

HEALTH POLICY AND PRACTICE

* to be regularly updated;

* to be useful in an approach where fewer indicators
could provide more information.

Most of the data are collected mainly from the NSI,
followed by the NCPHA and the NSSI (Table 1).

Table 1. Data sources for population healt indicators

U3TOYHUK Ha AaHHU NMpomeHnunsun
Data source Variables

MMWHUCTEPCTBO Ha BbTPELWHNUTE paboTu

1
Ministry of Interior
MuHUCTEPCTBO Ha 06Pa30BaHMETO U HayKaTa

3
Ministry of Education and Science
MMWHMUCTEPCTBO Ha OKONHATA cpefa U BOAUTE

2
Ministry of Environment and Water
My6anyeH perncTbp Ha aBTOMATUYHUTE U3MEPBATENHW CTaHLMM 32 MOHUTOPUHT Ha
KauyecTBOTO Ha aTMOChepHUA Bb3ayX 1
Public Register of Automatic Monitoring Stations for Ambient Air Quality
HaumoHanHa 34paBHOOCUTYpUTENHA Kaca

1
National Health Insurance Fund
HauuoHaneH ocuryputeneH nHctutyT (HOU)

4
National Social Security Institute (NSSI)
HauunoHaneH ctatucTmyeckn MHCTUTYT (HCU)

34
National Statistical Institute (NSI)
My6anueH perncTbp Ha NCMX0N03UTe

1
Public Register of Psychologists
HaumoHaneH ueHTbp no obuiectseHo 3apase M aHanusu (HLO3A)

13
National Center for Public Health and Analysis (NCPHA)

Brbrpeku ue He BCHUKH MOKa3aTeln ca BKIIOUSHH B MHJIEKCA,
Te OCTaBaT Ba)KHA YacT OT aHaJIM3a HAa HUBO aIMUHHCTPATUB-
Ha oOunacr. [IpennoxeHara METOONOTHS € B CbOTBETCTBUE C
YCTAHOBEHHUTE JIOOPH MPAKTUKHU 32 KOHCTPYHUPaHE HA KOMIIO-
3UTHU uHAekcu (7).

Cw3mazeH e maHeneH HaOop OT maHHU ¢ 364 HaOIFOICHHUS.
[Ipu Hanw4Yve Ha JUIICBAIIN CTOWHOCTH, T€ ca T0OABSIHU Ha
6a3a Ha cpelHa apUTMETHYHA CTOWHOCT. [osiMaTa pa3nmka B
MEpPHHUTE EAVHULIN Ha PA3JINYHUTE NHANKATOPH Hajlara TpaH-
cdopmalius Ha JaHHUTE Ha 0a3a Ha MHH-MaKC HOpMaJIH3alus
o cienHata Gopmyia:
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It is worth noting that even if not all indicators are
included in the index, they remain crucial for in-depth
analysis of each district. The methodology applied
is aligned with the best practices for constructing
population indexes (7).

The index is constructed based on panel data comprising
364 observations. Missing values are completed using
average values. As the data are on different scales, they
were transformed by applying the following mix-max
normalization formula:
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worst—X

worst—hbest ’

KBJICTO WOrst € Hali-HeOIaronpusTHaTa CTOWHOCT Ha CHOT-
BETHHS MHAWKATOP 3a 3IpaBHUA CTaTyc, best ¢ Hal-6maro-
MpHUsATHATA.

Memoou 3a OUYEHKa Ha medcecmume Ha nokasameiume

3a j1a ce HaNpaBH OIICHKA Ha TEKECTUTE HA MOKA3aTEIUTE, Ca
U3M0JI3BAHU JIBa CTATHCTUYECKU METOJA — JIMHEHHa perpe-
CHSl U aHAJIM3 HA [VIABHUTE KOMIIOHEHTH — U €IMH METO] 3a
OIICHKa Ha HanexkaHocTTa — Ada Ha Cronbach.

Tpunoscena e u MHO2OMEPHA TUHEUHA Pe2Pecsl CbC CLeOHUS.
6U0:

Y=a+ X, + X+ + BnXy,

KBJIETO 0L € HE3aBUCHMa KOHCTaNTa, £, f,, ..., ,b’,1 ca xoeuiu-
SHTHUTE TPe]] He3aBUCUMHUTE TPOMEHIINBH, TIOKA3BaIIH BPH3-
KaTa CbC 3aBUCHMAaTa IIPOMEHJINBA, a Xl, X, oo X,1 ca UHIU-
KaTOPUTE 3a OLIEHKA Ha 3/IpaBHUS CTaTYC.

3a 1a ce NpUIIOKH TO3W METOJ € HeOOXOAMMO M3YHCIICHUE-
TO Ha 3aBUCHMaTa MPOMEHJIMBA, KOATO OICHSBA 3ApaBHUS
craTyc. 3a Jja ce KOHCTpyHUpa Ta3u IPOMEHIINBA, € PUII0KEH
MOJXOIBT, OMKcaH oT Remington u exur (8). 3MpaBHUSAT cTa-
TyC ce ompeaess OT KaueCTBOTO U MPOABIKUTEIIHOCTTa Ha
JKUBOT, KaTO CE€ B3eMaT MPETETJIeHUTE CTOWHOCTH HA CIIETHU-
T€ UHANKATOPHU:

*0.50 - MPOABJIKUTCIHOCT Ha ) KUBOT, U3MEPEHA IIPE3 MMPEK-
JACBPEMCHHA CMBPTHOCT;,

¢ (0.50 - xauecTBO Ha )KUBOT ChC ciieqHUTe KOMIToHEHTH: (.20
- HMCKO TErJIo Ipu paxkjaane, 0.10 - camooneHka Ha 31paBHUS
cratyc, 0.10 - maU Ha 1O0MIO pr3mIecko 3apase, 0.10 - THU Ha
JIOIIO MICUXUYECKO 37IPaBe.

MetonwsT Awnanus ua eragnume rxomnonenmu (Principal
component analysis — PCA) onpenenss MUHUMAJIHUS Opoi
MPOMCHJIMBH, AOCTAThUYHU 3a OMHCBAHETO HA JAJICH IPO-
OneM. Pe3ynrarhT oT aHaNM3a € KOHCTPYyUpaHe Ha eIMH WK
HSIKOJIKO (haKTOpPa, KOUTO Ca ChCTABCHH OT HAKOJIKO 3HAUUMU
MIPOMCHJTHBH B CJACIHUS BUI;

Fiiqi*y1+q2y2 + -+ q;yi,

KBJICTO ¢, 2 KOSQULHEHTHTE Ha JIMHEHHATA KOMOMHALHS TIPH
i=1 mo m (Opost Ha NPOMEHJIMBUTE B HajieH BaKkTop), a y,
Vyp +- ¥, €& BKIKOYECHUTE 3IPABHH MOKA3aTENH 3a OLCHKA Ha
3[paBHHUSA CTATYC.

AHaNM3bT ¢ peaTu3upaH Ha 0a3a Ha KOpeanusTa Ha POMCH-
JIUBUTE, 3aI0TO CE€ IeJIM OLICHKA Ha Bpb3KaTa MEXIy MOKa-
3arenuTe. [IpUIoKCHUSIT METOI Ha poTalus ¢ Varimax, Thi
KaTo ce THPCAT (HaKTOPH, KOUTO Ca OTHOCUTEITHO HE3aBHCUMU
enuH OoT npyT. Ha 0a3a Ha BapuarmmsiTa, KOSTO OTJICITHUTE HH-
INKAaTOPH OOSICHSIBAT CJIE]] POTAIHATA, CE OTIPEIEIISI IPHHOCHT
Ha BCEKU €IMH OT TAX B 00IIaTa OIEHKA Ha 3IPaBHUS CTATYC.

HEALTH POLICY AND PRACTICE

worst—X

worst—best ’

where the worst is the least favorable indicator’s value
for the population health, while the best is the most
favorable.

Weights Determination

Two methods are applied to define the weights of
the health indicators: a linear regression model and a
principal component analysis. In addition, Cronbach‘s
alpha is used to estimate the reliability of the model.

The multivariate linear regression model takes the
following form:

Y=a+ X, + X5+ -+ BpXn,

where a is intercept, 8, B, ..., B, are coefficient of the
independent variables, which show the relation with the
dependent variable, while X, X, ..., X are population
health indicators.

The dependent variable is calculated using the approach
adopted by Remington et al. (8). The health status of the
population is defined by life expectancy and quality of
life, with the following weights:

* 0.50 for length of life, measured as the premature
mortality rate.

* Quality of life is defined by four components: 0.20 for
low birth rate; 0.10 for self-assessment of health status;
0.10 for days of poor physical health; 0.10 for days of
poor mental health.

Then, principal component analysis (PCA) determines
the minimum number of variables needed to describe
a specific issue. The output is one or more factors,
containing several statistically significant variables:

Fi:qu*y1+q.y2 + -+ 4y,

where q; are linear coefficient combination with i =1 to
m (number of variables in the factor), while y,, y,, ..., ¥
are the health indicators of the health status.

It is applied correlation analysis aiming evaluation of
the correlation between indicators. Varimax rotation
ensures construction of factors that are relatively
independent of one another. The contribution of each
factors to the overall assessment of health status is
estimated based on the explained variation after the
rotation.
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Aepezauu}z HA nokaszameaume

[Ipusoxen e IMHEHHUAT METOJ, KOMTO € elUH OT Hail-4ecTo
M3MO0JI3BaHUTE 3a arperaius Ha KOMIO3UTHU UHAeKcH. [Tpu
HEro ce CyMupaT IpEeTEerJieHUTe U HOpMaJIM3UPAHU UHIUBU-
JlyaJlHU UHJIMKATOPHU.

D
HISC = Z Wq Id(."
d=1

cragwy=1u0<sw;=>1,

saBcHukn d=1,2,....Duc=1,2,...,M.

Ts e mpusoXKeHa Ha BBPXY OCPEAHEHUTE TETJIa, ITOyYeHH OT
MIpHUJIATaHEeTO Ha JTMHEHHA PEerpecys U OT aHaJIN3a Ha TJIaBHHU-
T€ KOMIIOHEHTH.

Cmanoapmu3supare Ha noryuenume pesyimamu

3a 1a ce mocTUrHe 100pa HHPOPMATUBHOCT HA KOMITO3UTHUS
WHJICKC, € MPHJIOKEH TOAXO0J 3a CTaHAapTU3anus Ha Oa3a Ha
MUHHMAJIHUTE U MAKCUMAJTHUTE My CTOWHOCTH B cKasia ot ()
1o 100.

(HIS, — min) * (100 — 0)

HI. =min + :
¢ (min — max)

’

kbaeTo HIS ca momydenuTe TOYKM Ha BesiKa 00JIACT MPH ar-
peranmsaTa Ha MHIUKAaTOpUTe. Taka ckaiara Ha HHIEKCA € OT
0 mo 100, kpaeTo 100 e obmacTTa ¢ Hall-BUCOK 3[IpaBeH CTa-
TYC Ha HaceJleHUeTo, a 0 — ¢ Hall-HUCBK.

PE3YNTATU

WHuaekcsT Ha 3ApaBHUS CTaTyC Ha HacEJICHUETO B brarapus
BKJIIOYBA 17 cTaTHCTHYECKH 3HAYMMHU TPOMEHITUBH, ITPE/CTa-
BeHU Ha ur. 1. B mHeKkca ca BKIIOUCHH MOKA3aTeIH, KOUTO
BB3JICHCTBAT BBPXY 3/pPaBHUS CTAaTyC B pa3iMYHA ITOCOKA.
TroTroHonmy1IeHe npu Bb3pacTHU (10%), 3aTiIbCTSIBaHE NPH
BB3pacTHHU (7%), pakJaHus OT HeN'bJIHOJECTHH (7%), Oe3pa-
6oruna (7%), BIIolIeH XpaHUTEIEH pexuM (6%) 1 MIIaJIexKHy,
KOWTO HHUTO yd4aT, HUTO padoTsT (6%), ca eqHN OT IoKa3a-
TEJINUTE, KOUTO BIUSAT Hal-CHIIHO BBPXY 3APaBHUS CTATYC,
KaTo IMOBHIIABAT BEPOSITHOCTTA 32 HETOBOTO BiomasaHe. Cbe
chIlaTa BEPOSTHOCT, HO C MHOTO 10-ca00 BB3AEHCTBHE, ca
MIOKa3aTeIuTe 3a O0IIeCTBEHA CUT'YPHOCT — 3JIONOIYKH (4%),
camoyouiicTBa (4%), youiicta (5%) n apecTr Ha MaJIOJICTHH
n HerrbiaHONETHH (3%), KaKTO M 3aMBPCSIBAHETO HA aTMOC-
Gdepuus BB3aYyX (4%). OT 3ApaBHUTE ITOKa3aTeNN, KOUTO Ha-
MaJIsiBaT BEPOSITHOCTTA OT BJIONIABAHE HA 3J[PABHUS CTATYC,
Hall-CHJITHO BB3ACHCTBHE MMa MaMOTPa)CKUAT CKPHHHUHT —
8%. Bcuuku ocTaHany okas3aTenu ¢ TaKbB THII Bb3JEHCTBHE
uMart MpuHOC 6% — BaKCHHALMSI CPEILY I'PHUII, 3aBBPIICHO BU-
cire oOpa3oBaHue, MeIMaHa Ha JJOXOAUTE HA IOMaKHHCTBATA,
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Variables aggregation

The health index uses the linear aggregation method,
one of the most common methods for constructing
composite indexes. It sums up the weighted and
normalized health indicators.

D
HISC = z Wd IdC’
d=1

WichdeZIHOSWdEI,

foralld=1,2,..,.Duc=1,2,...,M.

It aggregates the average weights of each indicator
derived from linear regression and PCA.

Standardization of output

To ensure that the composite index provides meaningful
information, a standardization approach based on
minimum and maximum values was applied, with the
scale set from 0 to 100.

(HIS, — min) = (100 — 0)
(min — max)

HI, = min +

’

where HIS is the aggregated points received for each
administrative district. The result is scaled between
0 and 100, where 100 represents the district with the
highest health status and 0 represents the least healthy
district.

RESULTS

Bulgarian population health status index contains 17
statistically significant variables, shown on fig. 1. The
index includes indicators that affect health status in
different ways. Adults smoking (10%), adults obesity
(7%), teenage births (7%), unemployment (7%), poor
diet (6%), and youth not in employment nor in education
(6%), are one of those indicators that affect health
status the strongest, thereby increasing the likelihood
of its worsening. Public safety indicators are just as
likely to occur, but with a much weaker impact — injury
deaths (4%), suicide (4%), homicides (5%), and juvenile
arrests. The same effect has air pollution (4%). Among
the health indicators that reduce the likelihood of a
decline in health status, mammography screening has
the strongest impact—8%. All other indicators with
this type of impact contribute 6%—flu vaccination,
completion of higher education, median household
income, access to the Internet, and primary outpatient
care physicians.
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JOCTBIT 0 UHTEPHET, JICKapH 3a MbPBUYHA U3BHHOOTHHUYHA
meaununacka nomoi (ITMMIT).

[lonmydeHuTe OCpeTHEHU TeTIa ca U3MOI3BAHU 32 OIPEICIISTHE
Ha TIPUHOCA Ha BCEKH €IMH OT YETUPHUTE 3paBHU (haKTOpa:
3apaBHO noseneHue — 30%, kauHu4HY Tpuku — 20%; couu-
aHO-MKoHOMHKYecKa cpena — 40%, pusmaecka cpema — 10%.

HEALTH POLICY AND PRACTICE

The resulting weighted averages were used to
determine the contribution of each of the four health
determinants: health behavior — 30%, clinical care —
20%, socioeconomic environment — 40%, and physical
environment — 10%.

30pasnu pakmopu
Health determinants

371paBHO MOBE/ICHUE
Health behavior
30%

30pasnu noxazamenu
Health indicators

TrOTIOHOITyIIIEHE TIPY BH3PaCTHU
Adult smoking

3amIbCTABaHE IPH BH3PACTHA
Adult obesity

1

7%

-

ButotiieH XpaHHUTEIEH peXXUM
Poor diet

0
6

Pak1aHusl OT HEIBIHOJIETHA
Teenage births

7%

Kiunngna rpmka
Clinical care
20%

ALl

Jlexapu 3a [TUMII
Primary outpatient care physicians

50

)
|
)
|
]

MawmorpagcKi CKpUHHHT

Mammography screenin;

BakcuHarmu cperiy rpuit
Flu vaccinations

8%

%

ConuaiHo-UKOHOMUYECKA CPE]
Socioeconomic environment

40%

a

1

3aBbpliIeHO BUCIIE 0Opa3oBaHie
Completion of higher education

Mutaiexu, KOUTO HUTO y4art, HUTO paboTsaT
Youth not in employment or education

1

bespaboTuiia
Unemployment

Menuana Ha JOXOAUTE Ha JOMaKHHCTBATa
Median household income

)
)

3MonoTyKH
Injury deaths

YouiictBa
Homicides

CamoyouiicTBa
Suicides

ApecTd Ha MaJIOJICTHH W HEITbJIHOJIETHU
Juvenile arrests

3ambpcsiBaHe Ha aTMOC(EPHHS BB3IYX

30pasen cmamyc
Health status

y

TpONBIDKUTENHOCT Ha KUBOT
Length of life
50%

KauecTBO Ha )KHMBOT
Quality of life
50%

J

®Dusnvecka cpena

Air pollution

Physical environment

10%

INY I NN

JloCThII 10 HHTEPHET
Access to the Internet

®uaypa 1. lHdekc Ha 30pasHusi cmamyc Ha 6b/i2apCcKomo
HacerneHue

AHanusupaHu ca u30paH MO-IIMPOK OpOW WHIUKATOPH Ha
HHUBO aJJMUHUCTpaTUBHA oOiacT 3a 2023 ., 3a 1a ce u3Benar
HSIKOJTKO BaYKHU TeHACHINH (Ta0. 2). ChIIOCTaBeHH Ca TPUTE
o0acTy ¢ Hali-BUCOK PaHT B KJacarusaTa (Haif-31paBy) U TpH-
Te 00IacTH, KOMTO Cca KJIaCHUpaHU Ha TIOCIEIHUTE TPU MeCTa
(Hali-He3apaBH). 3a MBJIHOTA Ha aHAJIM3a ca MPEIOCTaBEHU
aHHU 332 HUBAaTa Ha TE3W IIOKa3aTelIM B ocTaHaianuTe 22 00-
JIACTH M cpeaHo 00110 3a 28-Te obnacTu. [Ipu Tpute Ha-HE3-
JIpaBu 00JacTu ce HaOJIoaBa pas3iinka OT HaJl TPH II'BTH MPH
WH/IMKAaTOPHUTE 3a: NHPEKIIMH, IIPEIaBaHU T10 TI0JIOB BT, Pak-
JaHUsS OT TUWHEHKBPHU, JOCTABUMIIM HA YCIYTH B 001aCcTTa
Ha TICHXUYHOTO 37paBe, Oe3padoTuiia. Hax aBa metH € pas-
JIUKaTa MPH: MJIAJICKA, KOUTO HUTO y4aT, HUTO paboTsIT, Iena

10

Figure 1. Bulgarian population health status index

A broader range of indicators at the administrative
region level for 2023 was analyzed to identify several
key trends (Table 2). The three regions with the highest
ranking (healthiest) were compared with the three regions
ranked in the bottom three places (least healthy). For the
complete analysis, data on the levels of these indicators in
the remaining 22 regions and the overall average for the
28 regions are provided. In the three least healthy regions,
a more than threefold difference is observed in the
indicators for: sexually transmitted infections, teenage
births, mental health care providers, and unemployment.
The difference is more than twofold for: youth who
are neither in school nor employed, children in single-
parent households, homicides, suicides, and deviations
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B JIOMAKMHCTBA C €IMH POAMTEN, YOUIICTBa, caMOyOuiicTBa,
OTKJIOHEHHSI B KQUECTBOTO Ha MUTEHMHUTE BOAM. Te3u pesyd-
TaTH TOKa3BaT HEOJAronmpHsATHA COIHAHA Cpela CIIPSMO
KJIACHPAaHUTE Ha IIBPBUTE TpU MecTa. Hax 1 BT U mooBuHa
pasiuKa ce YCTaHOBsIBA IIPH: HEOCUTYPEHU JIHIa Hax 19 roqu-
HU, ICHTAITHU JICKAPH, 3JIOTOTYKH.

Tabnuya 2. CpasHeHue mexdy Hali-30pasume u Hal-
He3dpasume adMuHuUcCmpamusHu obnacmu rno
u3bpaHu uHOukamopu Ha uHOekca 3a 2023 e.

HEALTH POLICY AND PRACTICE

in drinking water quality. These results indicate an
unfavorable social environment compared to the top
three-ranked regions. A difference of more than one and
a half times is observed in: uninsured adults, dentists, and
injury deaths.

Table 2. Comparison between the healthiest and least
healthy administrative districts based on selected indica-
tors of the BG Health Index for 2023

3ApaBHU NOKasa-
Tenu
Health indicators

MepHa eguHuua
Measurement
unit

O6uwo
Total

Ton 3 Haii-3gpa-
BU obnactn

Top 3 healthiest
districts

Ton 3 Haii-He3apa-
BUTe 0bnactu

Top 3 least healthy
districts

OcTtaHanute
Other

CboTHOWe-
Hue 6onHu/
3apasu
Least
healthy/
healthy ratio

O6wWwo agMUHUCTpa-
TUBHM 0bnacTn
Total administrative
districts

28

22

3APABEH PE3YNTAT
HEALTH STATUS

MpexaespemeHHa
CMBPTHOCT
Premature death

npomun
per mille

19.96

20.73

21.04

19.71

1.02

CamooueHKa Ha
31paBHOTO CbCTOA-
HUe Ha aHKeTupa-
HUTe Anua Hag 20
roANHM

Poor or fair self-
assesment of helath
status

%

3.94

3.72

5.44

3.76

1.46

[Hu Ha nowo pusu-
Yyecko 3apase

Poor physical health
days

6poit AHM
number of days

12.29

11.67

13.00

12.27

111

[Hu1 c nowo ncu-
XUYHO 34paBe
Poor mental health
days

6powt AHU
number of days

23.93

21.00

26.00

24.05

1.24

Hucko Terno npu
parkgaHe
Low birthweight

%

10.29

8.29

11.54

10.39

1.39

3APABHO NOBEAEHU
HEALTH BEHAVIOUR

m

TioTIOHONYLWeHe
npu Bb3pacTHU
Adult smoking

%

34.73

32.63

43.22

33.86

1.32

3aTabcTABaHe nNpu
Bb3PacTHU
Adult obesity

%

23.55

21.57

27.34

23.30

1.27

dursnyecka Heak-
TUBHOCT Physical
inactivity

%

26.50

31.01

25.68

26.00

0.83

BnoweH xpaHuTte-
JIeH pexxmm
Poor diet

%

30.64

28.32

39.36

29.76

1.39
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HEALTH POLICY AND PRACTICE

MpekomepHa KOHCy-
MauMaA Ha aNKoXon
Excessive
consumption of
alcohol

%

6.87

7.63

8.92

6.49

1.17

MNTN cnen ynotpeba
Ha anKkoxon

Traffic accident
after alcohol
consumption

6pon
number

52.75

105.00

41.67

47.14

0.40

NHbekuunn, npena-
BaHM MO NO/IOB NbT
Sexually transmitted
infections

Ha 100 000
per 100 000

5.52

3.42

10.99

5.06

3.21

ParkgaHus oT TUM-
HenaXbpu
Teenage births

npomun
per mille

21.17

9.68

35.77

20.74

3.69

K/IMHUYHA TPUKA
CLINICAL CARE

Heocurypexu nuua
Haza 19 rognHu
Uninsured adult

%

31.84

25.83

39.93

31.56

1.55

Nekapu ot MMM
Primary outpatient
care physicians

6poii Ha nekap
number per
physician

1717.52

1691.16

1904.74

1695.58

1.13

[eHTanHu nekapu
Dentists

6poli Ha feHTa-
NeH nekap
number per
dentists

1125.89

731.67

1458.37

1134.30

1.99

JocTaBunum Ha
ycayru B obnactta
Ha NCUXMUYHOTO
34pase

Mental health care
providers

6poit Ha Ncuxm-
aTbp
number per
psychiatrists

6980.72

4026.41

12 621.06

6 614.44

3.13

MeanumHCKn
cnewumanuncTm no
34paBHU FPUXKK
Healthcare
professionals

6poit Ha mea.
cneuunanuct
number per
healthcare
professional

166.20

154.76

173.42

166.77

1.12

MpepoTBpatum
npeacToi B 60NHU-
uarta

Preventable
hospital stays

Ha 100 000
per 100 000

2 550.76

1744.55

2295.43

2 695.52

1.32

Mamorpadckmu
CKPUHWHT
Mammography
screening

%

4.82

5.67

4.54

4.74

0.80

BaKcuHauuu cpeuty
rpun
Flu vaccinations

%

3.03

2.26

2.78

3.17

1.23

COUMANHO-UKOHOMMUYECKA CPEOA
SOCIOECONOMIC FACTORS

3aBbpLUEeHO cpeaHo
obpasoBaHue
Completion of high
school

%

57.31

51.63

50.15

59.06

0.97

12
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3aBbpLUeHO BUcCLlWwe
obpasoBaHue
Completion of
higher education

% 22.74 35.03 18.31 21.67 0.52

[eseToknacHuuM,
KOWUTO Ce 0YaKBa
ha 3aBbpwar go 4
roanHu

Ninth graders who
are expected to
graduate within 4
years

% 84.23 87.16 85.27 83.69 0.98

Mnagexun, Konto
HUTO y4aT, HATO
paboTaT

Youth not in
employment or
education

% 15.97 9.32 19.87 16.35 213

Pesyntatn or HBO
no 6BATAPCKU e3U1K
Results from the
National External
Assessment in
Bulgarian Language

% 49.65 59.85 43.28 49.13 0.72

Pesyntatn or HBO
no matemaTuKa
Results from the
National External
Assessment in
Mathematics

% 31.13 41.34 27.57 30.23 0.67

bespaboTtuua

% 6.03 2.97 9.67 5.95 3.26
Unemployment

OTHocuTeneH asn
Ha begHuTe

Relative share of the
poor population

% 8.00 8.80 8.07 7.88 0.92

HepaseHcTBO B
pasnpeaeneHneTo
Ha poxoaa
Inequality in income
distribution

CbOTHOLWEHME

- 6.71 7.22 7.55 6.52 1.05
ratio

Pasnuka B 3annawa-
HEeTO MeXay MbKe CbOTHOLIEHNE
U KEeHU ratio

Gender pay gap

0.92 0.89 0.93 0.93 1.04

MegaunaHa Ha goxo-
AUTE HA LOMAKUH-
cTBaTa
Median household
income

ieBa

leva 9 852.40 12 620.17 8247.10 9 693.88 0.65

KoeduumeHT Ha
LXKUHU
Gini coefficient

KoepUUMEHT

L 35.03 38.15 35.86 34.49 0.94
cofficient

Jeua B poma-

KWHCTBA C e4M1H
poauten % 5.44 2.54 7.35 5.57 2.89
Children in single-
parent households

LeTtcku Aacam Ha 1 000 aywwun

Childcare centers per 1000 people 127.82 151.14 104.98 127.75 0.69
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3nononyku 6poit Ha 100 000
Injury deaths number per 100 25.00 14.63 25.29 26.37 1.73
000
Yéuiictsa 6poii Ha 100 000
Homicides number per 100 1.11 0.56 1.35 1.15 2.40
000
CamoybwuiicTBa 6poii Ha 100 000
Suicides number per 100 9.68 4.12 9.86 10.41 2.40
000
number per 1 7.75 6.62 8.78 7.77 1.33
NeTHU
. 000
Juvenile arrests
OU3SNYECKA CPEOA
PHYSICAL ENVIRONMENT
3ambpcABaHe Ha aT-
MmocdepHUA Bb3ayX ug/m3 24.84 24.57 21.92 25.28 0.89
Air pollution
OTKNOHEHUA B
KayecTBOTO Ha 6powi Ha 1 000
nuTeiHNTe BOAM number per 1 0.25 0.13 0.26 0.27 2.01
Drinking water 000
violations
CobcTBEHOCT Ha
KXuauue % 55.67 58.33 58.82 54.87 1.01
Homeownership
JocTtbn Ao uHTep-
HeT % 76.49 82.05 74.26 76.03 0.91
Access to the
Internet
MaTtepuanHu num-
LweHun o
Material deprivation % 22.96 20.14 28.58 22.58 1.42
APYITU NMOKA3ATENU
OTHER VARIABLES
HaceneHwue 3a cpegHo Ha
2022r. obnacr 6447 710 666 447 129 287 184 568 0.19
Population in 2022 average per adm.
district
OBCBHBXOAHE DISCUSSION

Cp3/1aBaHETO HA MH]IEKC HA 3PAaBHUS CTATyC HAa HACEIEHUETO
B brirapus e BajkHa CcTBIIKa 3a mMomo0OpsiBaHEe Ha OOIIeCTBe-
HOTO 3[IpaBe U OJaroJeHCTBHETO Ha HaceyseHueTo. Toil maBa
BB3MOXKHOCT JIa C€ OTIPEICTAT Pa3IMIHN TEHACHIINH U Hepa-
BEHCTBA B OOIIECTBOTO HA HWBO aJIMHHHCTPATHBHA OOJIACT.
WHpopmamnuaTa oT HHICKCA HA 3APAaBHUS CTATyC MO3BOISIBA
Jla ce IpUJIarat MOJINTHKHY KaKTO Ha HUBO IbpKaBa, Taka U Mo
PETHOHM, KOUTO Ja MOJ00PAT HEpaBEHCTBATA B PA3THIHHUTE
obnacTtu Ha beirapus.

Penuna nepxasu (Hamp. CAILl, ABctpanus, ABctpus u Hc-
MaHus) U3I0J3BAT TAKWBa HHCTPYMEHTH, KOETO UM T103BOJISI-
Ba Jla IpujaraT no-e(puKacHu 1 e(peKTUBHU MOJUTHKH 32 T10-
nmoOpsiBaHe Ha 00mecTBeHOTO 3apase (8, 9, 10). Te mpuarat
METOJIONIOTMH, CXO/IHU Ha MPE/ICTaBeHaTa B HACTOsIIATa pas-
paboTKa, B KOSITO ca B3€TH MPEABU]] U HACOKUTE, NaJeHH OT

The construction of an index of the population’s health
status in Bulgaria is an important step toward improving
public health and the well-being. It makes it possible to
identify various trends and inequalities within society
at the administrative district level. The information it
provides enables the implementation of policies at both
the national and regional levels to address inequalities
across different regions of Bulgaria.

A number of countries (e.g., the United States,
Australia, Austria, and Spain) use such tools, which
allow them to implement more efficient and effective
policies to improve public health (8, 9, 10). They apply
methodologies similar to the one presented in this
study, which also consider the guidelines provided
by the Organisation for Economic Co-operation and
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Opranu3anusara 3a HKOHOMHYECKO CBHTPYJHUYECTBO U pas-
Butue (OMCP) 3a ch3maBaHeTO HA KOMIIO3UTHU HHEKCH (7).

CuwIHM CTPaHM HA HHIEKCA

Ee3cnopHo JaHHUTE, MPEACTABECHU KaTO MHACKC, ITI03BOJIABAT
TpancopmalusTa UM BBB BUJl, KOWTO 3aMHTEPECOBAHUTE
CTpaHu MOrat JICCHO J1a U3I10JI3BaT. I/IH,Z[eKC'LT JaBa Bb3MOX-
HOCT Jla Ce o4epTae e[Ha MO-JeTailiHa KapTHHA Ha BCSKa
enaHa obmact B bearapusi.

OpraHu3upaHeTo Ha JaHHUTE B KJIacallusd caMo 1o cebe cu
MPHUBIINYa BHUMAHHUETO Ha OOIIECTBOTO KbM TEHJICHIINUTE
HeoOxonumoctTa ot neiicteue (8). Criopen Hazelkorn (11) ra-
KbB THIT IPAaKTHKH, IPUJIaraHd BbB BHCIIETO 00pa3oBaHMUE,
BBBEXK/JAT KOHKYPEHTEH €JIEMEHT, KOMTO TOBJINSBA MTOJI0KH-
TEJTHO BBbPXY MHCTUTYIIHOHAJIHOTO MOBEJCHUE U Ka4eCTBOTO
Ha ycllyTraTa.

CpaBHeHI/IeTO MCKAY OTACJTHUTEC aAJMHUHUCTPATUBHU 00-
JJaCTH € KJIKY0BO, 0c00cHO B CTpaHH" KaToO BT:J'Il"apI/IH, KBJACTO
CTPYKTYpaTa Ha MMOKa3aTCJIUTE € CUJTHO HCXOMOI'CHHA. I/IH,HB'
KCBT IIO3BOJIsABA SACHO Ja CC I/I,Z[éHTI/I(bI/IHI/IpaT HEpaBCHCTBATa
MCKIY obacTure u Ja ce npeanprueMaT MEpPKH, KOUTO Ca HE-
O6XO,HI/IMI/I B pCTUOHAJICH KOHTCKCT.

OrpaHuveHusi Ha HHIEKCA

3a BCHYKH MOJCTH M KJacalliH, OLCHIBAIIM 3/{PABHHUS CTa-
TyC, BaXH MPABUIIOTO, Ye HIMa Mep(HEKTEH MOJEN, KOUTO 1a
MO3Ke J1a 0000IIH 3/[paBeTO HA ISIOTO HaceneHue. Tosa Ha-
Jara TO3M MHCTPYMEHT Jia C¢ M3II0J3Ba KaTo CE BKIJIIOYAT U
JPYTH 3[paBHU MOKA3aTENH, KOUTO JIa OMUCBAT BCAKA aJMU-
HUCTpaTHBHA 00JIaCT.

Koraro ce ananu3upar pe3yaTaTuTe rojinHa 3a FoINHAa, CIIe/-
Ba JIa C€ OTYMTA, Y€ MOJ0OPEHUETO B KIIACAIUSTA HA JlajieHa
00J1acT B JajieHa rOJMHa MOXE Ja C€ IBJIKH HE caMo Ha I10-
JIOOPEHOTO 3/IPaBHO CHCTOSHUE B Ta3u 00JACT, HO M Ha BJIO-
[IIABAHETO Ha 3[[PABHUS CTATYC HA HACEIICHUETO B OCTAHAIIH-
Te 00JacTH.

BoIipekn de yecTo KiracanuuTe ce ImyOaMKyBaT Ha TOJUIIHA
6aza, TpsOBa Aa ce MMa MPEABUI, Y€ JAaHHUTE WMaT HEXO-
MOTEHHa CTPYKTypa, HUBO M YecToTa Ha IyOnukysaHe. Ha-
MpUMep 3IpaBHUTE HHTEPBIOTA, peanmsupann oT HIIO3A, ce
mpoBexaar Ha 6 roguau. OT Apyra cTpaHa, MMa MOoKa3aTeH,
KOUTO Ca U3MEPEHH Ha 0a3a Ha MOJEJ C PeIHLa JOMYCKaHUs
(HampuMep ToKa3aTeN MPEIOTBPATHM MPECTON B OOITHUIA).
OcBeH TOBa, ©Ma MOKA3aTeNH, JOPH U OUIIHATHU TaKWBa,
KOUTO Ca C JIOIIO Ka4eCTBO Ha M3MEPBAHETO (HaIpHMep Ync-
TOTa Ha aTMOC(HEPHHS BB3AYX).

bobaemnero Ha uHAEKCA

I/IH,Z[GKC’BT Ha 3JIpaBHUA CTAaTyC MOXKC Ja CIY>KH KAaTO HH-
CTPYMCHT, KOWTO Ja HaCO4YBa BHHUMAHUETO Ha 06H_[€CTBOTO
" 3aMHTCPCCOBAHUTE CTPAHU KBM HpO6J’I6MI/I B OTACIIHUTE
06J'IaCTI/I, KbM KOHUTO Aa CC HACOYaT peCypcCH 3a MO-3adbJ-
00YeHO IpOyUYBaHE — HAIIPUMEP MPUIUHH 32 3JI0yHoTpeda ¢
AJIKOXOJI, BUCOKH HHWBA Ha 3aTIIBCTABAHC W BHMCOKHM HHMBA Ha
pa)kJaeMoCT OT MOMHYETa 1o 18 roquuu.

HatpymnBaneTro Ha JaHHU B KOMOMHAIINS C TOpa3BHBaHE Ha
MHJIEKCA I1Ie TI03BOJIH B O'B/ICIIE /1a CE TIPOCIEASAT TeHACHITHH,

HEALTH POLICY AND PRACTICE

Development (OECD) for the creating of composite
indices (7).

Strengths of the Index

Undoubtedly, presenting data as an index allows it to be
transformed into a format that stakeholders can easily
use. The index enables a more detailed picture of each
region in Bulgaria to be painted.

Ranking the data draws public attention to trends and
the need for action (8). According to Hazelkorn (11),
such practices, when applied in higher education,
introduce an element of competition that positively
influences institutional behavior and service quality.

Comparing individual administrative districts is
particularly important in countries like Bulgaria, where
the structure of indicators is highly heterogeneous. The
index enables disparities between districts to be clearly
identified and measures to be implemented in a regional
context.

Limitations of the Index

For all models and rankings that assess health status,
the rule applies that there is no perfect model capable
of summarizing the health of the entire population. This
necessitates that this tool be used in conjunction with
other health indicators that describe each administrative
region.

When analyzing results year by year, it should be noted
that an improvement in a region’s ranking in a given year
may be due not only to improved health in that region,
but also to a deterioration in the health status of the
population in other regions.

Although rankings are often published on an annual basis,
it should be noted that the data have a non-homogeneous
structure, level, and frequency of publication. For
example, the health surveys conducted by NCPHA are
conducted every 6 years. On the other hand, there are
indicators that are measured based on a model with a
number of assumptions (e.g., the preventable hospital
stays indicator). Furthermore, there are indicators,
even official ones, that suffer from poor quality of
measurement (e.g., air quality).

The Future of the Index

The Health Status Index can serve as a tool to draw
the attention of the public and stakeholders to issues in
specific areas where resources should be directed for
further study—for example, the causes of alcohol abuse,
high rates of obesity, and high rates of childbirth among
girls under 18.

The accumulation of data, combined with further
development of the index, will make it possible in the
future to track trends and evaluate various policies. The
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Jla ce MPAaBST OLICHKY Ha Pa3JIMYHU MMOJUTUKH. Pa3paboTkara
Ha IoKa3aTeln 3a OLCHKA Ha 3/IpaBOCIOBHOTO XpaHEHE € Ba-
keH acriekT. CriefiBa Jia ce pa3mupu o0XBaThT Ha MOKa3aTe-
1M, ChOMpPaHU Ha HUBO aJIMMHUCTPATUBHA 00JIACT, CBBP3aHH
¢ 6enpnoctra. OT rneHa Touka Ha (usnyeckara cpena, € He-
00X0IMMO J1a UMa U3MEPBaHKS Ha KAYeCTBOTO Ha aTMocdep-
HHUA Bb3AYX B I[IOHE €1HAa TOYKa BbB BCAKAa aIMUHUCTPATUBHA
obnacT u 1a ce usmepnar He camo ®ITY 10, a u GITY 2.5. He
Ha MOCJIEHO MSICTO CJIeBa Jia CE PA3IIUPAT U IIOKa3aTeJINTe,
KOMTO OLIEHSIBAT 3/IpaBHMsI CTATyC 4pe3 J00aBsHE Ha camo-
OLIEHKH 32 (PU3MYECKO M NMCHXUYECKO 3/paBe, ChOMpaHe Ha
JlaHHM 3a Opos Ha xopata Ha 100 000 nymu, TMarHOCTUIIM-
paHu ¢ quadeT U ¢ PaKoBU 3a00JIsBAHMS, OTHOCUTEIICH ST
Ha OHKOJIOTMYHO 6OJ'lHl/lTe, MMPEKMUBECIIN 5 u nioBeue T'OAUHMU.

3a Ja MOKE Oa €€ M3IIO0JI3Ba KATO MHCTPYMCHT 3a B3€MaHC-
TO Ha ONTHMAJIHU PCHICHHSA OT PA3JIMYHU 3aUHTEPECOBAHU
CTpaHHu, MHACKCHT Ha 3/IpaBHUA CTATYC CJICABA J1a 6”[),H6 noa-
ABbpiKaH U HO,HO6p$IBaH CHUCTCMHO U B 6"[))161116.

3AKINIOYEHUE

WHOekchT Ha 3ApaBHUA CTAaTyC € IIOJIE3CH HHCTPYMEHT,
KOHWTO MOXKE Jla C€ M3IOJ3Ba, 33 J1a C€ ONMPEeAeNsT Pa3uKu
B 3/IpaBHUSA CTAaTyC Ha HaceJICHHETOo 1Mo obmacth. Tol mo3BO-
JIsIBA J1a C€ TIOBHIIM MH(POPMHUPAHOCTTA HA HACEICHHUETO IO
MHOTO (DaKTOpH W TOKA3aTeH, KOUTO BIUSSAT HA 3IPAaBHUS
cTaTyc, KaKTO U Ja ce CTUMYJIHpAT YCHIIHATA 3a OH00psBa-
HE Ha 3[[paBeTO Ha HaceleHueTo. KimacupaHeTo Ha aJMUHHU-
CTPAaTUBHUTE O0JIACTH yJIECHSIBA CPABHEHUETO MEXIY TAX U
MOJKE J1a JIaJie MO-SICHA HACOKH 3a IocjeaBaly geucteus. He
TpsOBa n1a ce 3a0pass, 4e cam 1o ce0e CU MHISKCHT HE MOXKE
Jla OTUIIIE HAITBJIHO 3/IPaBHUS CTaTyC Ha HACEJIEHUETO B Ja-
JieHa 00J1acT, KOeTO Hajlara 3a/TbJIOOUEH aHallu3 Ha peauia
JIPYTH TOKA3aTeIH.

HEALTH POLICY AND PRACTICE

development of indicators for assessing healthy eating is
an important aspect. The scope of indicators collected
at the administrative region level related to poverty
should be expanded. From the perspective of the physical
environment, it is necessary to measure air quality at
at least one location in each administrative region and
to measure not only PM10 but also PM2.5. Last but
not least, the indicators assessing health status should
be expanded by adding self-reports on physical and
mental health, collecting data on the number of people
per 100,000 diagnosed with diabetes and cancer, and the
relative share of cancer patients who have survived 5 or
more years.

To serve as an optimal decision-making tool for
various stakeholders, the health status index must be
systematically maintained and improved.

CONCLUTION

The Bulgarian Population Health Status Index is a useful
tool for identifying differences in health status across
regions. It raises public awareness of the various factors
and indicators that influence health, and stimulates
efforts to improve public health. Ranking administrative
districts enables comparisons to be made between them
and provides clearer guidance for follow-up actions.
However, it should be noted that the index alone cannot
fully describe the health status of the population in a
given district, necessitating an in-depth analysis of a
number of other indicators.
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LEHTPAITUSUPAHA CPELLY
OELEHTPAJTIMU3UPAHA NNIOT'MCTUKA
HA NNEKAPCTBEHUTE NPOAOYKTU B

BOJIHWYHOTO CHABOABAHE
NMPU KPU3N

Opaun Henes!, Aranac Toures?,
Ietko Caaues!, EBrenu I'puropos?®

Hayuonanen yenmsp no obuecmseno 30pase u anaiusu
2Meouyuncku ynueepcumem - I[1n1o8oue
SMeouyuncku ynusepcumem - Bapna

PE3IOME

Hacmoawama cmamusa pasenedcoa opeanuzayuoHHume,
UKOHOMUYECKUme U pe2ylamopHume acnekmu Ha J102Ucmuy-
Hama eepuea Ha 1eKapcmeenume nPoOyKmu 6 CUCmeMmama Ha
oonnuynomo crnaboasawne 6 Penyoauxa bvaeapus. B ycrosusi-
ma Ha Hapacmeawu 2eonOIUMUYEecKy PUCKoge, NaHOeMuyHu
3anaaxu u enoOaIHU HApYUeHUs 6b8 sepucume Ha 0OCMAG-
KU, YCMOUYUBOMO OCUSYPABAHE HA JeKAPCMEEHU NPOOYKMU
ce npespuiya 6 KIlo4o8 eiemMenn Ha 30Pa8HaAma CU2ypHOCH.
Hzcnedsanemo ananusupa cuvecmsysawama CcmpyKmy-
pa na gapmayesmuyHama 102UCMUKA, KOSAMO MPAOUYUOH-
HO (QynKyuonupa upe3 OeyeHmpaiuszupan nazaper Mmooei,
BKIIOUGALY NPOUZBOOUMENU UAU GHOCUMENU, JUYCHIUPAHU
Mvpeosyu Ha eopo u 6oIHUYHY anmeku. B mozu konmexcm e
U3BbLPUIEH CPAGHUMENEH AHAIU3 MEICOY YEeHMPATUIUPAHU U
O0eyeHmpanu3upany Opeanu3ayUuoOHHU Mooeau Ha cnaboseare
¢ Jlekapcmeeny npoOyKmu, oyenenu ype3 Habop om uHOuKa-
mopu 3a eeKmusHOCH, PUCK U YCIMOUYUBOCH NPU U3EHPEO-
HU cumyayuu.

B cmamusama ce pasenexcoam npeoumcmeama u oepanute-
Huama Ha osama moodena. [lpeocmasenu ca u mexcoyHapooHu
npaxmuxu om ovpaucasu xkamo Janus, Mexcuxo, Hopoanus,
CAL] u ovpocasume om EBponeuickus cvio3, KOumo 0emon-
cmpupam pasnuunu nooxXoou 3a ynpagienue Ha ieKapcmee-
Hume 00CMAasKu U NOOObPIHCaAHe HA CIMPAMe2UIecKU pe3epeil.

Ha 6azama na uzevpuienusi anaius e pazpabomen KoHyen-
myanen Xubpuoen mMooen HA Dapmayesmuyrda 102UCTUKA,
KOUMO KOMOUHUPA YEHMPATUZUPAHOMO CMPAMESUYECKO
naHUpane u 00208apsiHe Ha 1eKapCmeeH RPOOYKMU C 0eyeH-
MPATUSUPAHO ONEPATNUBHO PA3NPEeTieHUE UPe3 PeUOHATHU
noeucmuyHu cmpykmypu. Moodenvm npedsusicoa unmezpupa-
Ha OUSUMAIHA CUCEMA 30 MOHUMOPUHS HA HATUYHOCIUME
u nompebieHuemo Ha HAYUOHAIHO HUBO, KOEMO NO360/156d
no-epeKmueno ynpagienue Ha pecypcume U pasHo uoenmu-
Quyupane na nomenyuarnu Jdeduyumu. I[Ipednoscenusm
n00X00 yeau 0a NoGuYU YCMOUYU80CMIMA HA CUCEMAMA 3d
Jlekapemeeno cHabosieane, Kamo cruemae UKOHOMULecKama
ehexmugHoCm HA YEHMPATUZUPAHUIE MEXAHUIMU C 2bEKA-
6oCcmma Ha OeYeHmpaIu3Upanume J102UCMUYHU CIMPYKIMYPU.

KurouoBu xymu: jiekapCTBEHH NPONYKTH, JIe4eOHU
3aBejieHus1, OOJTHMYHA JIOTHCTUKA, [IEHTPaIN3aIusl,
JIELIeHTpaIn3anns, yCTOHYMBOCT, 3ApaBHA CUTYPHOCT
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ABSTRACT

This article examines the organisational, economic and
regulatory aspects of the logistics chain for medicinal
products in the hospital supply system in the Republic
of Bulgaria. In the context of growing geopolitical risks,
pandemic threats and global supply chain disruptions,
the sustainable supply of medicinal products is becoming
a key element of health security. The study analyses the
existing structure of pharmaceutical logistics, which
traditionally operates through a decentralised market
model involving manufacturers or importers, licensed
wholesalers and hospital pharmacies. In this context, a
comparative analysis is made between centralised and
decentralised organisational models for the supply of
medicinal products, assessed using a set of indicators
for efficiency, risk and sustainability in emergency
situations.

The article examines the advantages and limitations
of both models. International practices from countries
such as Denmark, Mexico, Jordan, the United States and
the European Union are also presented, demonstrating
different approaches to managing drug supplies and
maintaining strategic reserves.

Based on the analysis, a conceptual hybrid model of
pharmaceutical logistics has been developed, combining
centralised strategic planning and procurement of
medicines with decentralised operational distribution
through regional logistics structures. The model
provides for an integrated digital system for monitoring
availability and consumption at national level, enabling
more efficient resource management and early
identification of potential shortages. The proposed
approach aims to increase the sustainability of the drug
supply system by combining the economic efficiency
of centralised mechanisms with the flexibility of
decentralised logistics structures.

Keywords: medicinal products, healthcare
facilities, hospital logistics, centralisation,
decentralisation, sustainability, health security
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3APABHA MONMUTKKA N TNPAKTUKA

BbBEOEHUE

JlorucTuyHaTa Bepura Ha JeKapCTBEHU MPOJYKTH IMpecTa-
BJISIBA CTPATErMYECKU EJIEMEHT OT 3jpaBHAaTa CHUCTeMa Ha
Bcsika eqHa cTpana. [langemusta or COVID-19 u HapacTBa-
[IMTE FEONOIMTUYECKH PUCKOBE O 14epTaxa He0OX0AUMOCT-
Ta OT HAJIMYMETO Ha YCTOMYMBH MOAETH Ha cHaOasBane (1).
[MangemuvHaTa Kpu3a e Mam@adHO SIBJICHUE, KOETO Iapasiu-
3Upa COLHUANHUS ¥ WKOHOMHYECKHsS P, HaIXBbPISIUKH
BB3MOXXHOCTHTE Ha 3/paBeona3BaHeTO. B TO3M KpUTHUCH
MEePUOJT IbpiKaBaTa MOOMIIM3HpA BCUUKH PECYPCH U HAJIOKH
KOHTPOJI ¥ OPaHUYEHHS BbPXY OT/ICITHH aCHEKTH OT COL[HAI-
HUTE U UKOHOMHYECKUTE OTHOIICHHUS B UMETO Ha ONa3BaHEe
Ha 00IIECTBEHOTO 3/IpaBe.

B bbarapus joructudHata BEpUra Ha JEKapCTBEHUTE IIPO-
JIyKTHU 32 OOJHMYHATA TIOMOII TPAAUIIMOHHO (QYHKIMOHHPA
Ype3 MOCIe0BaTeIHa CUCTeMa OT YYAaCTHHUIU — IPOU3BO-
JTUTEIN WJIM BHOCHUTENH, JIMIIEH3UPAHU THPTOBLU Ha €Ipo
1 OOMHUYHU aNTeKH, 4pe3 KOUTO JIEKAaPCTBEHHUAT MPOTYKT
JIOCTUTA 0 MAIMeHTa B PAMKHUTE Ha JIeYeOHOTO 3aBeICHHUE.
To3u Mozmen ce xapakTepus3upa C JACLUEHTpaJM3UpaHa Ma-
3apHa OpraHu3aIus, IpU KOATO MHOXECTBO JUCTPHOYTOPH
OCBIIECTBSIBAT JOCTABKH KbM DPa3IMUHU JeYeOHH 3aBejie-
HUs, a PETyIaTOPHUTE HHCTUTYIIUN YIPAKHIBAT IPEIUMHO
KOHTPOJIHH U Ha/I30pHU (yHKIHMH. B Ha4anoro Ha Ta3u cBo-
eo0pa3Ha Bepura CTOHM IMPOU3BOJUTEISAT Ha JIEKAPCTBEHHMS
MPOAYKT (KaTo YeCTO TOH € U MpUTEkKaTell Ha pa3pelIeHueTo
3a ynorpeba (ITPY). Ako nekapCTBEHUST MPOIYKT HE C€ IPo-
W3BEkK/1a B cTpaHaTa, poiisita Ha [IPY Moxe na ce u3nbiaHsBa
oT (upMa BHOCHUTEIN, KOSITO UMa OTOpU3alMs Jia pasnpoc-
TpaHU JICKAPCTBOTO Ha Obarapckus maszap (2). OOUKHOBEHO
[IPY wu3bupa u ymbIHOMOINABA ONPEACTICHH JTUICH3UPAHU
THProBIM Ha eIpo (HapH4aHHU CBHIIO ,,JUCTPUOYTOpHU™) Ha
pasnpoCcTpaHsBaT HEroBUs NMPOAYKT Ha OBJITapCKHUs Iasap.
ToBa o3HauaBa, ue hapMareBTHYHUTE KOMIIAHUH M1 TEXHHU-
TE€ MPEJCTABUTENH OIPENENSIT KOU AUCTPUOYTOPH MOrar Jia
JIOCTaBST JIEKAPCTBATA UM JI0 allTeKH U OOMHUIM (OOTHUYHU
anTeKkH), a HAI[MOHAJHUTE PErylIaTOpHU OpraHu, kato M3,
HNAIJI, HCHPJITI, aHamar perinaMeHTHpaHU MPaBOMOIIMS J1a
ce HaMmecBaT B TO3M u300p. TaxHaTa pois € eJUHCTBEHO Ja
ch3aaT MHCTUTYILMOHAHATa paMKa M Ja KOHTPOJIUpPAT
MIPOLIECHUTE.

HEALTH POLICY AND PRACTICE

INTRODUCTION

The pharmaceutical supply chain is a strategic element
of every country‘s healthcare system. The COVID-19
pandemic and growing geopolitical risks have
highlighted the need for sustainable supply models(1) .
The pandemic crisis is a large-scale phenomenon that
paralyses the social and economic order, exceeding the
capabilities of the healthcare system. During this critical
period, the state mobilised all resources and imposed
controls and restrictions on certain aspects of social and
economic relations in order to protect public health.

In Bulgaria, the logistics chain for medicinal products for
hospital care traditionally operates through a sequential
system of participants — manufacturers or importers,
licensed wholesalers and hospital pharmacies, through
which the medicinal product reaches the patient within
the healthcare facility. This model is characterised by
a decentralised market organisation, in which multiple
distributors supply various healthcare facilities, while
regulatory institutions primarily exercise control and
supervisory functions. At the beginning of this unique
chain is the manufacturer of the medicinal product
(who is often also the marketing authorisation holder
(MAH)). If the medicinal product is not manufactured
in the country, the role of MAH may be performed by an
importing company that is authorised to distribute the
medicine on the Bulgarian market(2) . Usually, the MAH
selects and authorises certain licensed wholesalers (also
known as ,,distributors®) to distribute its product on
the Bulgarian market. This means that pharmaceutical
companies or their representatives determine which
distributors can supply their medicines to pharmacies
and hospitals (hospital pharmacies), and national
regulatory authorities, such as the Ministry of Health,
the Bulgarian Drug Agency, and the National Council
on Prices and Reimbursement of Medicinal Products,
have no regulated authority to intervene in this choice.
Their role is solely to create the institutional framework
and control the processes.

®uaypa 1. OCHOBHU ydacmHUUU U emanu 8 foeucmu4yHama
gepueza Ha siekapcmeeHume npodykmu 8 6os1HUYHama
nomouw
Hsmounux: asmopcka paspabomka

Figure 1. Main participants and stages in the
logistics chain of medicinal products in
hospital care
Source: Author ‘s own work
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B yciioBusTa Ha Kpu3u obaye — KaTo IMaHJEMUH, IPUPOTHH
OeJCTBUS WJIM BOGHHH KOHQUIMKTH — JICLIEHTpaJn3upaHaTa
opraHuzanus Ha CHaO/IsIBAHETO MOXKE J1a JIOBE/IE 10 HEpaBHO-
MEPHO pasmpeesieHie Ha peCypCuTe, IOTUCTUIHH 3aTPpyaHE-
HUS U HEIOCTUT HAa KPUTHUYIHU JIEKAPCTBEHU MPOAYKTH. Te3u
00CTOSITEJICTBA TTOCTABST BBIIPOCA 32 POJISITA HA LCHTPAJIU-
3UpaHU MEXaHWU3MH Ha yIpaBlIeHHE, KOUTO MO3BOJSABAT KO-
OpIIMHUPAHE Ha JIOCTABKHUTE, NO-e(hEKTUBHO Pa3Mpe/ieieHue
Ha peCypcUTe U OrpaHUYaBaHe Ha PUCKA OT HEJOCTHT.

OOnvaifHO THPTOBUMTE HA €IPO C JIEKAPCTBEHU NMPOAYKTH
(mucTpubyTOpHTE) Ca MOCPETHUIIUTE, KOUTO OCUTYpsIBaT Qu-
3MYECKOTO MPUABIKBAHE HA JIGKAPCTBEHUTE NMPOAYKTH OT
TIPOU3BOUTENSI/BHOCUTENSI KbM OTACIHUTE JIeueOHU 3aBe-
JeHUs. 3albJDKATEITHO U3UCKBAHE € Te Jla MPUTEeXkKaBaT pas-
peleHne 3a THProBUs Ha €Ipo, n3gajaeHo ot M3mbinuTen-
Hata areHius no nekapctBara (MAJI) nmo pena na 3JIIIXM,
W Ja cra3BaT M3WCcKBaHUATa Ha JloOparta muctpuOyTopcka
npaktuka (GDP), pernaMeHTHpaHU ChC CHOTBETHATA Hape/-
6a. bBOTHMYHNTE anTeKku ce sBsBaT €lIHa KpalHa TOYKa Ha
JUCTPUOYLHSITA ITPEN JIEKaPCTBOTO Ja IOCTUTHE MAI[MEeHTa
(1 ma 6bp1e ynorpebeHo oT Hero). Besiko neueOHO 3aBeneHuUe
3a 0OJTHMYHA ITOMoOII TPsIOBa Ja pasnojara ¢ OOJTHUYHA arTe-
Ka WJIM JIOTOBOD C TaKaBa, ChIIIACHO M3MCKBAHUATA HA 1JI. 57
ot 3akoHa 3a JedeOHHUTe 3aBeqeHns. bolHnYHaTa anTeka ce
CHa0JsIBa C JICKAPCTBEHH MPOAYKTH €IWHCTBEHO OT JIUIICH-
3MpaHy THPTOBIU HA €O, KATO € U3KJII0UeHa Bh3MOXHOCTTA
TS J1a TIOJTy4aBa JISKapCTBA AUPEKTHO OT APYTH OOTHHUIIN MITH
OT YaCTHH allTeKN, KAKTO ¥ APYTH KaHAJIN 32 TUCTPUOYIIHSL.

B koHTeKkcTa Ha MaHAEMHYHA KpH3a MPHU 3aCHICH HATHCK
BBPXY PECYpPCUTE, pa3pelIeHHST OT 3aKOHOAATEICTBOTO
croco0 JedeOHNTE 3aBeIeHNUS Ja TTOTyYaBaT JapeHHs OT Jie-
KapCTBEHHU MPOAYKTH, YECTO ce SIBSIBAa KPUTHUCH MEXaHU3BM
3a MOXJbpXKAaHe HA TepaneBTHYHHS npouec. Te3n mapeHus,
YeCTO MPEAOCTaBSIHH OT (hapMaleBTUYHN KOMIAHUH, MEX-
JYHApOIHU OPTaHU3alNHU WK YaCTHH JIUIA, TPAOBa a OTro-
BapsT Ha CTPOT'M M3UCKBAHMS 32 KAYECTBO, CPOK HA TOTHOCT U
cepTH(UKAIKS, 32 J1a ce TapaHTHpa 6e30MacHOCTTa Ha TaIlH-
eaTute. Upe3 mogoOHN XyMaHHTAPHU KECTOBE OONHHUIIUTE
yCISBAT J1a KOMIICHCHPAT HEJOCTHTA B IOCTABKUTE H /14 OCHU-
TYPST JOCTBII 10 JKU3HEHOBAKHH JICKAPCTBEHU IMPOIYKTH B
MOMEHTH Ha MKOHOMHYECKa HECTAOWIIHOCT M JIOTUCTUYHH
3arpynHeHus (3).

B mpoueca nHa nuctpubymnusara MAJI mogaepka akTyajeH
peTuCTHp Ha JiekapcTBaTa B HepocTur (reHepupan ot CEC-
ITA, cwvriacHo omucanara npouenypa B 3JIIIXM) u moxe
9Ype3 Hero Ja Mprjiara MeXaHU3MU 3a OIpaHMYaBaHe Ha W3-
Hoca (peeKcrnopTa) Ha OMpeeIeH! JIEKAPCTBEHU MPOAYKTH,
KOTaTo Ha BBTPEIIHUA ma3ap uMma Hegoctur (4). ITo To3u Ha-
guH MAJI ce ctpemu na nmpenoTBpaTH KPU3UCHU CUTYaIlHH,
MIPH KOUTO Mapa’jielHaTa ThProBUs (M3HACSHE HA JIEKapCTBa
KBM JPYTH CTPaHH) U3UEPIIBa HATUYHOCTUTE B OBITapCKUTE
GomHUIM.

HEALTH POLICY AND PRACTICE

However, in crisis situations — such as pandemics, natural
disasters or military conflicts — decentralised supply
organisation can lead to uneven distribution of resources,
logistical difficulties and shortages of critical medicinal
products. These circumstances raise the question of
the role of centralised management mechanisms that
allow for the coordination of supplies, more efficient
distribution of resources and mitigation of the risk of
shortages.

Wholesalers of medicinal products (distributors) are
usually the intermediaries who ensure the physical
movement of medicinal products from the manufacturer/
importer to individual healthcare facilities. They are
required to hold a wholesale trade licence issued by the
Executive Agency for Medicines (EAM) in accordance
with the Law on Medicinal Products for Human Use
(LMPHU) and to comply with the requirements of Good
Distribution Practice (GDP) as regulated by the relevant
ordinance. Hospital pharmacies are the final point of
distribution before the medicine reaches the patient (and
is used by them). Every hospital must have a hospital
pharmacy or a contract with one, in accordance with
the requirements of Article 57 of the Law on Medical
Establishments. The hospital pharmacy is supplied
with medicinal products only by licensed wholesalers,
and it is not allowed to receive medicines directly from
other hospitals or private pharmacies, or through other
distribution channels.

In the context of a pandemic crisis with increased
pressure on resources, the method permitted by law for
medical establishments to receive donations of medicinal
products is often a critical mechanism for maintaining the
therapeutic process. These donations, often provided by
pharmaceutical companies, international organisations
or private individuals, must meet strict requirements
for quality, shelf life and certification to ensure patient
safety. Through such humanitarian gestures, hospitals
are able to compensate for supply shortages and ensure
access to vital medicines in times of economic instability
and logistical difficulties(3) .

During the distribution process, the BDA maintains
an up-to-date register of medicines in short supply
(generated by SESPA, in accordance with the procedure
described in the Law on Medicinal Products in Human
Medicine) and can use it to apply mechanisms to restrict
the export (re-export) of certain medicinal products when
there is a shortage on the domestic market(4) . In this
way, the BDA seeks to prevent crisis situations in which
parallel trade (export of medicines to other countries)
depletes stocks in Bulgarian hospitals.
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Quaypa 2. Ponsa Ha M3nbrHumernHa azeHyus ro
niekapcmeama rpu Hedocmuea Ha 5ieKapcmeeHu
npodykmu
H3mounuk: aemopcka paspabomra

I'mobanHuTe TEHJIEHIMU U OBP30Pa3BUBALIUTE CE MHOBALMH
B 00J1acTTa Ha MEMIIMHATA U papMalusTa U3UCKBAT HOBH Ha-
TJIacy M KalaluTeT 3a CIpaBsiHe ¢ IMpeAn3BHKaTescTBara. B
TOBA YMCJIO T€ BKJIIOYBAT U HOBUTE YMEHHS M KOMIICTEHIMH
Ha MPAKTUKYBAIIUTE JICKapH U (apMaIleBTH, PEryJIaTOPHATE
opranm W 3amiamamure wHeTATyuu (5). Hactosmara mo-
TUCTHYHA Bepura B beirapus e neneHTpanu3upana u mas3ap-
HO OpHEHTHpPAaHA: MHO)KECTBO IPOU3BOAUTEIN U BHOCUTEIN
JIOCTABAT 4Ype3 Mpexa OT HE3aBUCHUMH TUCTPUOYTOPH KBM
MHOTO Ha Opoi OOJHWYHU anTekw. To3u MOAEN IMpeIoCcTaBs
M3BECTHA I'BBKABOCT W KOHKYPCHIUA MCEKIY JII/ICTpI/IGyTO-
puTe — OONHUIIMTE MOraT Jia U30upar opepTH OT Pa3IUYHH
¢bupmu, a AUCTPUOYTOPUTE OT CBOSI CTPaHa Ce KOHKYpPUPAT 3a
JIOTOBOPH ¢ OONTHUYHUTE JIe4eOHHM 3aBeieHus1. ToBa 1o cBosita
CBITHOCT JepUHUPA JCLEHTPATU3UPAHHS MOJIC] Ha OpraHu-
3a1us Ha CHaOJISIBAHETO, ITPH KOWTO OTACTHHUTE JIe4eOHH 3aBe-

Figure 2. Role of the Executive Agency for Medicines

in the event of a shortage of medicinal

product

Source: Author s own work
Global trends and rapidly developing innovations in
medicine and pharmacy require new attitudes and
capacity to deal with challenges. These include new skills
and competencies for practising doctors and pharmacists,
regulatory authorities and paying institutions(5) . The
current logistics chain in Bulgaria is decentralised and
market-oriented: numerous manufacturers and importers
supply a network of independent distributors to a large
number of hospital pharmacies. This model provides a
degree of flexibility and competition between distributors
— hospitals can choose offers from different companies,
and distributors compete for contracts with hospital
facilities. This essentially defines the decentralised model
of supply organisation, in which individual healthcare
facilities make their own decisions on the supply of
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JACHUA CAMOCTOATEIIHO B3E€EMAT PEIICHUA OTHOCHO JOCTABKUTE
Ha JICKapCTBCHU MPOAYKTH, OOMKHOBEHO Ype3 KOHKYPCHTHH
nasapHu MEXaHU3MU U JOTOBOPH C pa3JInuHU ,HI/ICTpI/I6yT0pI/I.

3a pas3inKa OT HEro IpH HEHTPATH3HPAHHS OpPTraHU3aIHo-
HEH MOJIeJI Ha YIpPAaBJICHUE Ha JIOTHCTUYHATA BEPHUTa, NPH
KOWTO CTpPATErMYeCKUTE PEUICHUs OTHOCHO CHAOASIBAHETO,
pasmpesieNeHNeTo U KOHTPOJIa Ha JIEKAPCTBEHUTE MPOLYKTH
ce B3eMaT OT eIWH LIEHTpaJIeH opraH (IbpXKaBHA MHCTHUTY-
[UsT UM HAIMOHAJIEH KOOPAWHALMOHEH IEHTHP). To3u Mmo-
JIell TIpeAroiara OKpyIHsIBaHe Ha OOIECTBEHUTE TMOPBHUKH,
LEHTPaIU3UpaHo yIPaBICHUE HA 3al1acCUTe U KOOPAUHUPAHO
pasnpeienieHre Ha PeCypPCUTEe MEX Y JIeUeOHNTE 3aBE/ICHHUS.
3a pasnuKa OT AeLeHTPAIN3UpaHUs MO, LIEHTpaIu3ipaHa-
Ta JIOTHCTUYHA BEpUTa Ce XapaKTepH3Hpa ¢ eMHHA TOYKa Ha
yIpaBJeHUE ¥ KOHTPOJI, IIPH KOSATO JIbpP)KAaBaTa MITH CIICIHA-
JU3UpPaH HAlMOHAJIEH OPraH MOeMa poJsATa Ha IJIaBeH KOOp-
JUHATop. B TO3M ciyvail [OCTaBKUTE Ha JIEKAPCTBEHU MPONY-
KTH U KOHCYMaTHBH CE OKPYIHSBAT Ype3 00IIM OOIIECTBEHH
HNOpBUKH. Makap TO3M MOJIEN /1a OrpaHHuaBa Ia3apHaTa KOH-
KYPEHLIMS Ha MECTHO HUBO, TOM OCUT'yPsIBa [10-BUCOKA yCTOM-
YHBOCT U TPEIBUAMMOCT, 0COOCHO B YCJIOBHSI Ha KpU3a, KaTo
eMMMHUHHUPA JOTUCTUYHHS Xa0C U rapaHTUPa HAJUYHOCT Ha
KPUTUYHHU MEJUKaMEHTH A0PU B Hali-0TJaledeHUTEe TOUKU Ha
CTpaHara.

HEALTH POLICY AND PRACTICE

medicinal products, usually through competitive market
mechanisms and contracts with different distributors.

In contrast, in the centralised organisational model of
supply chain management, strategic decisions on the
supply, distribution and control of medicinal products
are taken by a central body (a state institution or
national coordination centre). This model involves
the consolidation of public procurement, centralised
inventory management and coordinated distribution
of resources among healthcare facilities. Unlike the
decentralised model, the centralised logistics chain
is characterised by a single point of management and
control, with the state or a specialised national body
acting as the main coordinator. In this case, supplies of
medicinal products and consumables are consolidated
through joint public procurement. Although this model
limits market competition at the local level, it ensures
greater sustainability and predictability, especially
in times of crisis, by eliminating logistical chaos and
guaranteeing the availability of critical medicines even
in the most remote parts of the country.

@duaypa 3. OpzaHusayus Ha ducmpubyyusima Ha
niekapcmeeHu rnpodykmu npu deueHmparnusupaH u
ueHmparnusupaH fnosucmu4eH mooer
Hszmounux: asmopcka paspabomka
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KomOunanus ot aBara Mojena — HEHTPATU3UPAHNS U JICIICH-
TpaJIN3UpaHUs, Ce SBSIBA XHUOPHUIHHUAT JOTMCTHYEH MOJCII.
Tolt mpencTaBisiBa MHTETPUpPAH OPTaHU3AIMOHEH ITOIXO,
KOMTO KOMOWHMpa MpEeINMCTBATa HA HEHTPATU3UPAHUTE H
JCIEHTPATN3UPaHUTEe CUCTEMHU 3a cHaOnsgBane. Ilpu To3m
MOJIET CTpaTernuecKuTe (PyHKIINU — KaTo IUIaHNpaHe Ha Ha-
[MOHAJTHUTE PE3EPBH, yIPABICHNE HAa KPUTHYHH JICKapCTBe-
HU TPONYKTH, KOOPAWHAIMS TPU U3BBHPEIHN CUTYAIlMH H
MIPOBEX/IaHE Ha MEHTPAIU3UPAHN OOIIECTBEHU TMOPBUKH 32
OIIpEJIeNICHN JICKAPCTBEHW MPOAYKTH WM TEPareBTUIHH
TPyIH — C€ OCBINECTBSIBAT OT HEHTpAJCH ABPXKABEH OpraH
WM CTICMAIN3upana CTPyKTypa. B chImoTo Bpeme omepa-
THUBHUTE TPOLIECH, CBBP3aHH C €KETHEBHOTO CHAOIIBAHE HA
Je4eOHUTE 3aBEACHUS, MOTaT J]a OCTAaHAT JACHEHTpPATH3Npa-
HU, KaTo OOJHUIIUTE 3ama3BaT Bh3MOXHOCTTA /1a CKJIIOYBAT
JIOTOBOPH € Pa3IINYHM JOCTABUHIIN B PAMKHTE Ha PEryiaTop-
HO ompefenieHn mpaBuia. [logoObHa opranu3annonna KoHdu-
Typamnusi MO3BOJISIBA €JHOBPEMEHHO IOCTHTAaHE HAa HWKOHO-
MHUHU OT Mamiada, 1Mo-go0po CTPaTEermuecko ympaBjieHUE Ha
pHCKa ¥ TTO-BHCOKA YCTOMYMBOCT Ha CHCTEMara IpH KPHU3H,
0e3 /1a ce eNMMUHNpPA HABJIHO Ma3apHaTa KOHKYPEHIHUS U
OllepaTUBHATA I'bBKABOCT HA OTJCITHUTE JICUCOHN 3aBE/ICHHUSL.
B T031 cMuCBHIT XUOPUAHUAT MOJIEN MOXKE Jla C€ pa3riekaa
KaTo OaJaHCHUpPaH MHCTPYMEHT 3a yIpaBJICHNE Ha JISKapCTBe-
HaTa CUTYPHOCT, KOHTO ChUeTaBa KOOPAMHAIMOHHATA POJIS
Ha JAbpXaBaTa ¢ €(EeKTHBHOCTTA HA JACHECHTPATM3UpPAHUTE
JOTUCTUYHH MEXaHU3MH.

B nHayunarta muTepaTypa ChIIeCTBYBAaT MHOKECTBO U3CIIE/IBA-
HUSA, pasrIeXIallyd OTICTHHI acTleKTH Ha (apMaleBTUIHUTE
BEPHTH 3a JOCTaBKH, BKIIOYHTEIHO YIIPABICHHUE HA 3aTacH-
T€, YCTOWYMBOCT Ha JIOTUCTUYHUTE CUCTEMH U PETryJIaTOPHU
MEXaHW3MH TIPU HEJOCTUT Ha JieKapcTBa. Berpekn ToBa ce

Figure 3. Organisation of the distribution of medicinal
products in a decentralised and centralised
logistics model
Source: Author ‘s own work

A combination of the two models — centralised and
decentralised — is the hybrid logistics model, which
represents an integrated organisational approach that
combines theadvantages of centralised and decentralised
supply systems. In this model, strategic functions —
such as planning national reserves, managing critical
medicines, coordinating emergency situations and
conducting centralised public procurement for certain
medicines or therapeutic groups — are carried out by a
central government body or specialised structure. At
the same time, operational processes related to the daily
supply of healthcare facilities can remain decentralised,
with hospitals retaining the ability to enter into contracts
with different suppliers within the framework of
regulatory rules. Such an organisational configuration
allows for economies of scale, better strategic risk
management and greater system resilience in crises,
without completely eliminating market competition
and the operational flexibility of individual healthcare
facilities. In this sense, the hybrid model can be seen as
a balanced tool for managing drug security, combining
the coordinating role of the state with the efficiency of
decentralised logistics mechanisms.

There are numerous studies in the scientific literature
examining individual aspects of pharmaceutical supply
chains, including inventory management, the resilience
of logistics systems and regulatory mechanisms in
the event of drug shortages. However, there are only
a limited number of systematic analyses that compare
centralised and decentralised models of drug supply in
the hospital sector, especially in the context of crisis
situations and the specific regulatory environment
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HaOJI01aBa OIPaHUYCH OPOil CHCTEMATHYHH aHAJIU3U, KOUTO
Jla pas3riiexiaT B CPaBHUTENEH IUJIaH LEHTPaIU3UPAHUTE U
JICLICHTPaIM3UPaHUTE MOJICIIM Ha CHAOJsIBaHE C JIeKapCTBe-
HU NPOAYKTH B OOJTHUYHHUSI CEKTOP, 0COOEHO B KOHTEKCTa Ha
KPU3UCHHU CUTYyallMu U Ha cnenrduyHaTa peryjaropHa cpe-
na Ha beirapus. B HayuHa nuTepaTypa CpPaBHUTEIIHO PAIKO
ce aHaJIM3UPaT Bb3MOXKHOCTHTE 32 KOMOMHUpPaHEe Ha J[BaTa
MOJX0/Ia Uupe3 XUOPHIHM OPraHU3AIMOHHU MOJEIH, KOUTO
CchYETaBaT MPEAMMCTBATA Ha LEHTPAIM3UPAHOTO CTPATErH-
YeCKO yIpaBJIeHHE C OllepaTUBHATA I'bBKABOCT Ha JICIIEHTpa-
nu3upaHuTe cucreMu. JIuncea u 3a1610049€H aHATM3 HA TOBA
KaK T0JI0OHHM MOJIEJIM MOrat Jia Ob/aT NPUIIOKEHH B PAMKH-
T€ Ha CHIICCTBYBalllaTa HOPMATUBHA paMKa U UHCTUTYI[HUO-
HaJIHa CTPYKTypa Ha ObJrapckara 3/paBHa cucrema. B To3u
KOHTEKCT HACTOSIILIOTO M3CJIeIBAHE aJpecHpa UMEHHO Ta3u
Hay4YHa M MpaKTUYeCKa Mpa3HUHA, KaTo pas3riiexjaa JIorHc-
TUYHaTa BE€pUIra Ha JICKAPCTBCHUTEC IMMPOAYKTHU B 0OJHMYHA-
Ta oMol 1mpe3 nprusmMartra Ha OpraHU3allMOHHUTE MOACIIN HA
yIpaBJeHUe Ha CHAO/IsIBAHETO.

LEN U 3A0A4YU

I_IGJ'ITa Ha HACTOAMIOTO U3CJICABAHE € 1a CC aHaJIu3rupa eq)eK-
TUBHOCTTa H YCTOﬁqHBOCTTa Ha pa3jIuvHUTE OpraHuisa-
IMMOHHH MOACIH 3a CHa6,I[$IBaHC C JICKApCTBCHU NPOAYKTHU B
OOTHUYHUS CCKTOP — HCHTpAJIN3UpaHn, JCLUCHTPAJIN3UPAHU
n XI/I6pI/I,Z[HI/I — W JAa €€ OLUCHU TCXHUAT NOTCHIMAJI 3a IrapaH-
TUPAHC HAa HCIPCKBCHAT AOCTBHII A0 JICKAPCTBA IIPU U3BBH-
peAHU CUTyalluu, 3acCTpallaBalin O6H.ICCTBCHOTO 3/ApaBc,
KaToO ycnopeaHo € TOBa €€ MPOyYHU NMOTCHUUAIBT 3a MUHU-
MHU3HUPpaHC HA JIOTUCTUYHUSA PUCK U TapaHTHUPAHC HaA JICKAp-
cTBeHaTa 0€30MacHOCT B BI:JIFapI/IH IIpU KPU3UCHU CLICHAPUH.

3a MoCTUraHe Ha Tas3u 1IeJ1 CE MOCTABAT CIACTHUTE H3CJICa0Ba-
TCJICKHU 3a1a4YM:

* aHAJIN3 Ha CTPYKTYypaTa Ha JIOTUCTHYHATA BEpUTa Ha JeKap-
CTBEHUTE MPOAYKTH B OOJTHUYHATA IOMOIII;

* uaeHTU(UIMPAHE HA OCHOBHUTE IIPEIUMCTBA U OTpaHUYe-
HUS Ha OCHTPAJIU3UPAHUS U JCUCHTPAIU3UPAHUS MOICIT Ha
cHaOsIBaHeE;

* W3cIeqBaHEe HAa MEXAYHApOJHH NMPAKTHKH 32 yTpPaBICHHUE
Ha JIEKapCTBEHHU JIOCTABKH MIPH KPU3UCHU CUTYAINH;

* OIICHKA Ha MOTEHITMANA 3a IpUJIarane Ha XUOpUIeH MO,
KOHTO Ja momoOpu yCTOMYMBOCTTA HA cHcTemaTa B bbira-
pusi.

MATEPUANTI U METOAU

Hacrosimoro w3cnenBane wn3noi3Ba KOMOMHHpPAH METOJO-
JIOTWYCEH TIOJXOA, BKJIIOYBAI JOKYMEHTAJICH aHaJH3, CPaB-
HUTEJICH MHCTUTYLIMOHAJICH aHaJIN3, CTPATErHUECKH aHaJIN3
Ha yIPaBJICHCKUTE MOJIEJIN U OIIEHKA HA PUCKA BbB BEPUTUTE
3a JOCTAaBKM Ha JIEKAPCTBEHHU NMPOAYKTH. MEKIyHAPOTHUST
OIIUT € U3I0I3BaH KaTo pe)epeHTHA paMKa.

AHanu3bT ce OCHOBAaBa HAa HSKOJIKO OCHOBHHU rpynu U3To4-
HUIU:

* HopMaTBHM JOKYMEHTH — HAILIMOHAJIHO U €BPONEICKO 3a-

HEALTH POLICY AND PRACTICE

in Bulgaria. The scientific literature rarely analyses
the possibilities for combining the two approaches
through hybrid organisational models that combine the
advantages of centralised strategic management with
the operational flexibility of decentralised systems.
There is also a lack of in-depth analysis of how such
models can be applied within the existing regulatory
framework and institutional structure of the Bulgarian
healthcare system. In this context, the present study
addresses precisely this scientific and practical gap by
examining the logistics chain of medicinal products
in hospital care through the prism of organisational
models of supply management.

AIM AND TASKS

The aim of this study is to analyse the effectiveness and
sustainability of different organisational models for the
supply of medicinal products in the hospital sector —
centralised, decentralised and hybrid — and to assess their
potential for ensuring uninterrupted access to medicines
in emergency situations threatening public health, while
at the same time exploring the potential for minimising
logistical risk and ensuring drug safety in Bulgaria in
crisis scenarios.

To achieve this goal, the following research tasks are set:

 analysis of the structure of the logistics chain for
medicinal products in hospital care;

« identification of the main advantages and limitations of
the centralised and decentralised supply models;

» research on international practices for managing drug
supplies in crisis situations;

» assessment of the potential for implementing a hybrid
model to improve the resilience of the system in Bulgaria.

MATERIAL AND METHODS

This study uses a combined methodological approach,
including  documentary  analysis, = comparative
institutional analysis, strategic analysis of management
models, and risk assessment in drug supply chains.
International experience is used as a reference framework.

The analysis is based on several main groups of sources:

* Regulatory documents — national and European
legislation and policies in the field of health security and
pharmaceutical logistics.
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KOHOZIATEJICTBO U MOJUTHKH B 00J1aCTTa Ha 3[[paBHaTa CUTYP-
HOCT U (papMarieBTHYHATA JIOTUCTHKA;

* HayuHu nmyOnukanuu U akaJeMH4YHa JIUTepaTypa - CTaTHH,
MyONMKYBaHW HAayYHHU CIHCAaHWSA B o0jacTTa Ha (apmare-
BTHYHATA NOJIUTHKA, 30paBHATa HKOHOMUKA U yIIPAaBICHHETO
Ha BEPUTHUTE 34 JOCTABKH;

° HOKJ’IEUII/I 1 aHAJIUTUYHU JOKYMCHTHU Ha MCXKAYHApOIHU Op-
TaHU3alluu,

e [TonmuTHKY ¥ ONIEPATUBHM MOJIEIH Ha OTHCITHH JIbPIKaBU —
nmonOpanu Ha 6a3a KPUTEPHHTE: pa3IndHa CTEICH Ha IICHTpa-
JM3aLus Ha CHCTEMaTa 3a JISKapCTBEHO CHAaOAsIBaHe, HAJIMUNe
Ha 100pe NTOKyMEHTHpPaHH MPAKTUKU WIH MOJUTHKH U I'eo-
rpadcko ¥ HHCTUTYIIMOHATHO pa3HoOOpasue.

CpaBHUTENHUAT aHAJIU3 MEXK 1y LEHTPAIU3UPAHUTE U JELIECH-
TpaJIM3NPAHNUTE MOJIEIN CE U3BBPIIBA Upe3 HAOOp OT MHANKA-
TOpH, TPYNUPAHU B TPH OCHOBHM KaTEropHH IMOKa3aTel: Mo-
Kas3aTenH 3a eeKTHBHOCT, TIOKAa3aTeIH 32 PUCK U TTOKa3aTeIH
3a yCTOMYMBOCT Ha cucTemara. KOMOMHUpaHUAT aHAJIN3 Ha
TE3W IOKa3aTeNn IO03BOJSABA Ja CE OLEHU CIIOCOOHOCTTA Ha
pa3IMYHUTE JIOTUCTUYHHU MOJEIH 1]a OCUTYPSABAT HETIPEKbC-
HaT OTOCTBITI A0 JICKapCTBECHU NPOAYKTHU KAKTO IPHU HOPMAJIHU
YCJ10BUA, TaKa U IIPU U3BBHPEAHU CUTYyalluN

SWOT u TOWS anauu3 Ha HeHTPaJIU3UPAHUS
MozaeI

3a na Ob/Ie OleHeHa CTpaTernyeckara MpUIOKMMOCT Ha TeH-
Tpalu3upPaHUs MOJET Ha TUCTPUOYIMS Ha JIEKAPCTBEHH MTPO-
JIyKTH, € HEOOXOIMMO HErOBOTO CHCTEMAaTU3UPAHO Pa3Iiexk-
JIaHe Tpe3 Mpu3Mara Ha BBTPEIIHUTE ¥ BBHIIHUTE (HaKTOpH,
BIMsen BbpXy (yHKiuoHupanero my. SWOT ananuzbr
M03BOJISIBA CTPYKTYPHPAHO HJCHTU(HUIMPAHE HA CHIIHUTE
u ciabuTe CTpaHW Ha MOJENa, KAaKTO M Ha BH3MO)KHOCTHUTE
W 3aIUIaxyTe, MPOM3THUYAIIM OT BBHIIHATA cpeja. 103 WH-
CTPYMEHT IIPEe/IOCTaBs aHAJTUTHYHA OCHOBA 32 (OPMYJIHUpaHE
Ha CTPATETNYECKN HACOKH U 3a OLICHKA Ha yCTOWYMBOCTTA Ha
MOyIeNa B yCIOBHSITA Ha MTa3apHa JUHAMUKA U U3BBHPEIHH CH-
Tyanuu.

HEALTH POLICY AND PRACTICE

» Scientific publications and academic literature —
articles published in scientific journals in the field of
pharmaceutical policy, health economics and supply
chain management;

* Reports and analytical documents of international
organisations

* Palicies and operational models of individual countries
— selected on the basis of the following criteria: varying
degrees of centralisation of the drug supply system,
existence of well-documented practices or policies, and
geographical and institutional diversity

The comparative analysis between centralised and
decentralised models is carried out using a set of indicators
grouped into three main categories: efficiency indicators,
risk indicators and system sustainability indicators. The
combined analysis of these indicators makes it possible to
assess the ability of different logistics models to ensure
uninterrupted access to medicines both under normal
conditions and in emergency situations

SWOT and TOWS analysis of the centralised
model

In order to assess the strategic applicability of the
centralised model of medicinal product distribution, it
is necessary to systematically examine it through the
prism of the internal and external factors affecting its
functioning. SWOT analysis allows for the structured
identification of the strengths and weaknesses of the
model, as well as the opportunities and threats arising
from the external environment. This tool provides an
analytical basis for formulating strategic guidelines and
assessing the sustainability of the model in the context of
market dynamics and emergency situations.

CU/THU CTPAHM (S)

CNABU CTPAHMU (W)

S1. lkoHOMMM OT Malaba u
NO-HWUCKK LeHN (MOHONCOHMYEH
edeKT)

W1. Single Point of Failure
(SPOF) —3aBucumocT oT
LEeHTPasNeH cKnag,

S2. EAMHHA LeHoBa NOAUTUKA
M eIMMUHUPAHE Ha MeXay-
6ONHUYHM LEHOBM PA3INYMA

W2. HamaneHa onepaTus-
Ha rbBKaBOCT NPU CMeLHN
[0CTaBKM

S3. CTaHgapTU3MpaHn n npo-
3payHu Npoueaypu Ypes LeH-
TpaneH eNleKTPOHeH nopTan

W3. ABMUHUCTPATUBHA
MHepuma n TpOMaBuM npoLe-
aypu

STRENGTHS (S)

WEAKNESSES (W)

S1. Economies of scale and
lower prices (monopsony
effect)

W1. Single Point of Failure
(SPOF) — dependence on a
central warehouse

S2. Uniform pricing policy
and elimination of price
differences between
hospitals

W?2. Reduced operational
flexibility for urgent
deliveries

S3. Standardised and
transparent procedures
through a central electronic
portal

W3. Administrative
inertia and cumbersome
procedures

S4. HaunoHaneH KOHTPOA BbPXY
HA/NIMYHOCTU Y BB3MOXKHOCT 33
CTpaTerMyeckun peseps

W4. OrpaHuyeHa aBTOHOMUA
Ha neyebHUTe 3aBeaeHUA

S4. National control over
stocks and possibility for
strategic reserves

W4. Limited autonomy of
healthcare facilities

S5. MNpodecnmoHanHo ynpasne-
HUe 1 BHeApABaHE HA MOAEpPHU
CKN1a0BM TEXHO/IOTUM

WS5. NMoTeHuunanHo 3abassaHe
npv BbBeX4aHe Ha MHOBa-
TUBHU Tepanuu

S6. 3acuneHa gbpxKasHa No3un-
LA NPU KPU3K U MEXAYHapoa-
HW Nperosopu

W6. leorpadcka KOHLEeHTpa-
LMA Ha IOTUCTUYHUA PUCK

S5. Professional
management and
implementation of modern
warehouse technologies

WS5. Potential delays in the
introduction of innovative
therapies.

S6. Strengthened state
position in crises and
international negotiations

W6. Geographical
concentration of logistical
risk
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Bb3MOXHOCTU (0) 3AMNIAXM (T)

O1. Aurntanmsauma n Haumo- T1. KopynunoHeH pucKk npu
Ha/Ha CUCTeMa 32 MOHUTOPUHT | mawabHu obwecTBeHu

B peasiHo Bpeme NopbYKK

02. EBponeicko puHaHcupaHe | T2. nobaneH HeJoCTUT Ha
M UHTErpauma ¢ MexaH1M3mm aKTUMBHU PpapmaLeBTUYHM
KaTto rescEU cybcTaHunm

03. Cb3aaBaHe Ha HaunoHaneH | T3. KnbepaTaku 1 TexHos0-
CTpaTerMyecku IeKapcTeeH rMYHU cpuBOBE
peseps

O4. U3rpaxaHe Ha pernoHan- | T4. TpaHCNOPTHU U UHOpa-
HW NIOFUCTUYHM XbbOoBe (XMBPU- | CTPYKTYPHM NpeKkbcBaHUA
neH mogaen)

05. 3akoHOAaTEeNHM NPOMEHMU T5. UHCTUTYUMOHANHA
3a BbBeXK/aHe Ha KpuTepui CbnNpoTuBa v obkansaHe Ha
,ycroiumsocTt” B 300 npoueaypu

Jokaro SWOT wnaentudunupa BpTpeminuTe GpaxTopu (Cui-
HU H CJIadM CTPaHM) U BBHIIHUTE (HAKTOPH (BB3MOKHOCTH
n 3amaxu), TOWS mpaBu cnenBaiiara, mo-Ba)kHa CThITKA —
KOMOMHHpA TM B KOHKPETHH CTPATErMYECKH HalpaBJICHUSI.
Llenta e na TpaHcGopMUpa aHATUTHYHUTE KOHCTATALUU B
YOPABJICHCKH CTPATErnu, KaTo Ce MOAMNOMOIHE B3€MaHETO
Ha CTPATErnYeCcKH PELICHUs U Ce MOKaXKe KaK ejHa ChcTeMa
MOXe MPOAKTHBHO J]a U3I0JI3Ba PECYPCUTE CHU U J1a MUHUMHU-
3Mpa PUCKOBETE.

OPPORTUNITIES (O) THREATS (T)
O1. Digitalisation and T1. Corruption risk in large-
national real-time scale public procurement

monitoring system

02. European funding and T2. Global shortage of
integration with mechanisms | active pharmaceutical

such as rescEU. ingredients
03. Creation of a national T3. Cyberattacks and
strategic medicine reserve technological failures

04. Construction of regional | T4. Transport and
logistics hubs (hybrid model) | infrastructure disruptions

O5. Legislative changes to T5. Institutional resistance
introduce a "sustainability" and appeals against
criterion in the Public procedures

Procurement Act

While SWOT identifies internal factors (strengths and
weaknesses) and external factors (opportunities and
threats), TOWS takes the next, more important step —
combining them into specific strategic directions. The
aim is to transform analytical findings into management
strategies, supporting strategic decision-making and
showing how a system can proactively use its resources
and minimise risks.

MM 3a CNeLWHN 3aABKHU, LI,VId)pOBMSBLI,VIﬂ

Bb3MOMHOCTH (O) 3ANNAXM (T)
CUHK SO ctparerum (Maxi—Maxi) ST ctparterum (Maxi—Mini)
CTPAHM (S)
1. LleHTpannsmpaHaTa Npo3payvyHOCT KaTo UH-
1. U3snonsBaHe Ha MKOHOMUKUTE OT MalLaba 3a u3rpaxaa-
CTPYMEHT 32 OrpaHuyaBaHe Ha KOPYNLUOHHMA
He Ha HaLMOHaNeH CTpaTerMyeckun peseps oyCK
2. MHTerpauma Ha LEeHTpanmM3nMpaHma eNekTpoHeH noptan | 2. HauMOHaNHUAT KOHTPOA BbPXY HAZIMYHOCTU-
C HaLLMOHANHA CUCTEMA 32 MOHUTOPUHT B peasiHo Bpeme Te 3a NPOTUBOLENCTBME Ha rnobaneH HepocTur
3. M3nos3BaHe Ha 3acu/ieHaTa AbprKaBHA NPeroBopHa 3. LleHTpanHaTa KoopAMHALMA NPU KPKU3K 3a
no3uLmMA 33 y4acTve B €BPONENCKU CbBMECTHU AOCTaBKM | MUHMMMU3MPAHE HA TPAHCMOPTHU NPEKbCBAHMA
4. 'HBecTMpaHe B MOAEPHMU CKAAL0BUN TEXHONOTUN Ypes 4. TexHONOrMYHa MoAEepHM3aLMA KaTo 3alLmTa
eBponencko puHaHcUpaHe cpelly KnbepaTtaku
C/IABM WO ctpaterum (Mini—Maxi) WT ctparteruu (Mini—Mini)
CTPAHMU (W)
1. HamansBaHe Ha SPOF pucKa Ypes usrpakaHe Ha pe- 1. Pa3paboTBaHe Ha aBapueH NaaH Npu CPMB Ha
TMOHAIHU NOTUCTUYHU XbboBe (xMbpuaeH moaen) LEeHTpaneH cknag,
2. MoBuWLWwaBaHe Ha MbBKABOCTTA Ype3 AUTUTANHU CUCTe- 2. BbBexxpaHe Ha HE3aBUCUM OLUTEH MEXaHU-

3bM 3a ronemu O6|J.I,eCTBeHVI NOPBYKU

HopmaTuBHa pedopma

3. OrpaHManaHe Ha aAMUHUCTPaTUBHATa MHepLUUAa 4pes 3. MoaabpraHe Ha MUHUMANHU H6ONHNYHN

6ydepHu 3anacum

4. KombuHMpaHe Ha LeHTPann3npaHo A0roBapsHe ¢ 4. 3aKoHOAATe/IHU rapaHL MK 32 YCKOPeHo
JeleHTpanvsnpaHo Gpusnyecko pasnpesesneHme

BbBeXJaHe Ha MHOBATUBHU Tepanuu
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OPPORTUNITIES (O) THREATS (T)

STRENGTHS (S) SO strategies (Maxi—Maxi)1. ST strategies (Maxi—Mini)
1. Use economies of scale to build a national strategic 1. Centralised transparency as a tool for limiting
reserve corruption risk.
2. Integration of the centralised electronic portal with a 2. National control over stocks to counter
national real-time monitoring system global shortages
3. Use of the strengthened state negotiating position to 3. Central coordination in crises to minimise
participate in European joint deliveries transport disruptions
4. Investment in modern storage technologies through 4. Technological modernisation as protection
European funding against cyber attacks

WEAKNESSES (W) | WO strategies (Mini-Maxi) WT strategies (Mini—Mini)

1. Reducing SPOF risk by building regional logistics hubs
(hybrid model)

1. Developing a contingency plan in case of
central warehouse failure

2. Increasing flexibility through digital systems for urgent
orders, digitisation

2. Introducing an independent audit
mechanism for large public procurement
contracts

3. Limiting administrative inertia through regulatory
reform

3. Maintaining minimum hospital buffer stocks

4. Combining centralised procurement with decentralised
physical distribution

4. Legislative guarantees for accelerated
introduction of innovative therapies

CpaBHMTeJIEH aHAJIU3 MEKIY HeHTPAJIU3HPAHUS U
ACHEHTPATU3MPAHUA MOIECJI

EdextuBHOCTTA Ha OOMTHUYHOTO CHaOnsIBaHE 3aBUCH (DyH-
JaMEHTAJHO OT apXUTEKTypaTa Ha JIOTMCTHYHATa BEpHra,
KOSITO B ChbBPEMEHHATa IIPAaKTHKa Bapupa MEXIy MOIEIUTE
Ha IThJIHA LEHTPAIM3aLUs U I1a3apHO-OPHEHTHPAHA JELeH-
Tpanu3auus. HacTosimusaT cpaBHUTENEH aHalIW3 Leldu J1a
U3Clie[Ba KaK Te3W B NMPOTHBOIIOJIOKHU KOHLEIIUU BIIHU-
AT BBPXY YCTOWYMBOCTTA HA JJOCTABKHUTE, KATO CHIIOCTABH
I'bBKABOCTTA Ha KOHKYPEHTHHS I1a3ap ChC CTpaTernyeckara

CUTYPHOCT Ha €INHHOTO IBP’KaBHO YIIPABIICHHE.

Comparative analysis between the centralised
and decentralised models

The efficiency of hospital supply fundamentally depends
on the architecture of the logistics chain, which in
modern practice varies between models of complete
centralisation and market-oriented decentralisation. This
comparative analysis aims to examine how these two
opposing concepts affect the sustainability of supplies by
comparing the flexibility of a competitive market with
the strategic security of unified state management.

Kputepuii LleHTpanusmpaH moaen [eueHTpanusmnpaH mogen
MoHoncoHnyeH edekT; yeAHaKBEHM HaLMO- OrpaHUYeH MIKOHOMMWM; BapupaLLM LLeHK
EdekTnBHOCT HaJ/IHU LLeHW; NO-CUIHA NPEeroBopHa nosuums MeXAay neyebHUTe 3aBeeHUs; 3aBUCMMOCT OT

cnpamo npoussoauTenu

UHAUBUAYA/THATA NOKyNnaTe/iHa cnocobHocT

Pa3xogu 3a ynpasneHue

Mo-HUCKM cpeaHN aAMUHUCTPATUBHM pPasxoam
Ha egMHMLLA NPOAYKT Npu ronemm obemu

[M0-BMCOKM OTHOCUTENTHU AAMUWHUCTPATUBHU
pa3xoaun nopagn MHOXeCTBO napanenHun
npoueaypu

PUCK (CTPYKTYpeH)

KoHueHTpupaH puck (Single Point of Failure);
CcMCTeMHa yA3BUMOCT NPU CPUB Ha LeHTpaNeH
cKnag,

[OnsepcnduumpaH p1cK; Bb3MOXKHOCT 3a 3a-
MecTBaHe Npu oTnaZaHe Ha OTAEeNEH AUCTPU-
byTop

OnepaTtuBHa rbBKaBOCT

Mo-HUCKa 3aBUCMMOCT OT LLeHTPasieH rpaduk u
NIOTUCTUYHA OpraHM3aums

BrcOKa Bb3MOXKHOCT 3a AIMPEKTHU PETMOHANHN
[0CTaBKM M 6bp3a peakuus

KoHTpon 1 npo3payHocT

LleHTpanmsnpaH MOHUTOPMHT; NO-NECHA NMpPO-
CNegumocT; yHubULMpaHu npoueaypu

PparmeHTUPaH KOHTPO; Pa3/INYHN MPAKTUKK;
no-TpyAHa HaLMOHaIHa KoopAnHaLMA

KoHTpoAn BbpXy HaZIMYHOCTH

HauMoHanHo ynpas/iieHne Ha 3anacuTe; Bb3-
MOXHOCT 33 CTpaTerMyecku peseps 1 npepas-
npegeneHve

JlokanHo ynpasnieHune; orpaHnM4yeHa BUAMMOCT
Ha HaUMOHaNHO HUBO
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KpusucHa ycroitumsoct

Bucoka Npu Hain4yne Ha cTpaTern4yecku pe-
3epB;, CMNIHA OAbpPXKaBHa KOoOpAUHaAUUA

3aBucK OT SIoKanHuTe bydepu; Mnca Ha ueH-
TpasieH MexaHM3bM 3a npepasnpegeseHne

CKOpOCT Npu CNEeLHN J0CTaB-
Ku

MoTeHumnanHo 3abasaAHe (24—-48 u.); Heobxoan-
Ma e fobpe usrpageHa TpaHCNopTHa MpesKa

Mo-6bp3a peakuma Ypes permoHaNHN AUCTPU-
byTopm

BbBexXaaHe Ha MHOBaL UM

Bb3MoKHO 3abaBAHe Nopaam LeHTpannsnMpaHm
npoLeaypy v aHeKcMpaHe Ha A0roBopu

|_|0-6'bp30 BbBeXAaHe Ype3 CaMOCTOATE/THU
60NHNYHYU peweHnAa

KoHKypeHTHa cpeaa

OrpaHuyeHa KOHKYPEHLMA; PUCK OT 3aBUCK-
MOCT OT MaNbK BpoW foCTaBYMLM

Mo-WMPOKa KOHKYPEHLUA MEXAY MHOXeCTBO
TbProBLUM Ha eapo

KopynuuoHeH puck

KOHLEeHTpUpaH npu ronemu obLLecTBeHn
MopPbYKK

[leueHTpannsmpaH, Ho No-mManbKk No mawab

TexHonornyHa moaepHusa-
uma

Mo-necHo BHeApABaHEe Ha aBTOMATU3MPAHU
CUCTEMMU U LeHTpaseH codTyep

TexHONOrMYHO HEPaBHOMEPHO PA3BUTHE MEXK-
oy neyebHUTe 3aBeaEHUA

leorpadcKa yctoiumsocT

YA3BMM NpU LEeHTpann3npaHa cknagoBa 0Ka-
uma 6e3 pernoHanHu xvbose

Mo-ycToMuYMB NpU perMoHanHu AUcTpubyTop-
CKM CTPYKTYpH

AAMWHUCTPATUBHA TeXecT

LleHTpanm3unpaHa, HoO NOTEHLUMANHO TPOMaBa

PasnpegeneHa, Ho gybavpalua ce

Cnpaseanus A0CTbN MeXAy
60nHULK

Bucoka cteneH Ha PaBHOMNOCTAaBEHOCT B LeHUTe
nycnosuATa

Bb3MOXKHMU pa3nnynAa B yCA10BUATA Ha CHaﬁ,ﬂ,ﬂ-
BaHe

[bnrocpoyHa ycToiumMBoCT

Bu1coka npu xmbpuaeH BapnaHT C permoHaaHm
bydepu

CpefHa; CMIHO 3aBMCMMA OT NasapHaTa AuHa-
MMKa

stronger bargaining position vis-a-vis producers

Criterion Centralised model Decentralised model
Monopsony effect; uniform national prices; Limited savings; varying prices between
Efficiency psony ! P ! healthcare facilities; dependence on individual

purchasing power

Management costs

Lower average administrative costs per unit of
output for large volumes

Higher relative administrative costs due to
multiple parallel procedures

Risk (structural)

Concentrated risk (single point of failure);
systemic vulnerability in the event of central
warehouse failure

Diversified risk; possibility of substitution in
case of failure of a single distributor

Operational flexibility

Lower dependence on central scheduling and
logistics organisation

High potential for direct regional deliveries and
rapid response

Control and transparency

Centralised monitoring; easier traceability;
unified procedures

Fragmented control; different practices; more
difficult national coordination

Control over availability

National stock management; possibility for
strategic reserves and reallocation

Local management; limited visibility at national
level

Crisis resilience

High if strategic reserve is available; strong
government coordination

Depends on local buffers; lack of central
redistribution mechanism

Speed of emergency
deliveries

Potential delays (24—48 hours); well-developed
transport network required

Faster response through regional distributors

Introduction of innovations

Possible delays due to centralised procedures
and contract annexation

Faster introduction through independent
hospital decisions

Competitive environment

Limited competition; risk of dependence on a
small number of suppliers

Broader competition between multiple
wholesalers

Corruption risk

Concentrated in large public procurement
contracts

Decentralised, but smaller in scale

Technological modernisation

Easier implementation of automated systems
and centralised software

Technological uneven development between
healthcare facilities
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Geographical sustainability without regional hubs

Vulnerable to centralised warehouse location More sustainable with regional distribution

structures

Administrative burden Centralised but potentially cumbersome Distributed, but duplicative

Fair access between hospitals | High degree of equality in prices and conditions | Possible differences in supply conditions

Long-term sustainability High in hybrid option with regional buffers Average; highly dependent on market dynamics

Me:xayHapoaeH OnmuT U J100pU MPAKTHKH

HpI/I TBbPCCHETO HA ONTHMAJICH MOACI Ha JIOTUCTUKA Ha JIC-
KapCTBEHHU NMPOAYKTH U KOHCYMaTHBH 3a HYKJUTE Ha Jieueo-
HUTC 3aBCACHUS 3a OoiHUYHA TIOMOII[ MOXEM J1a C€ IOYy4YUM
OT onyTa Ha JpYyTru AbpKaBu, BHCAPUIIN PA3JIUYHU CTCIICHU
Ha IeHTpainu3anus. Tyk e HampaBeH KpaThK 0030p Ha TaKbB
THUII IPAKTUKHW B pa3JIMYHU JbpiKaBHU.

International experience and good practices

In the search for an optimal model for the logistics of
medicinal products and consumables for the needs of
hospital care facilities, we can learn from the experience
of other countries that have implemented varying
degrees of centralisation. Here is a brief overview of such
practices in different countries.

Quezypa 4. LleHmpanusupaHu Modenu 3a fioaucmuka Ha

niekapcmeeHu npodykmu
Hzmounuk: asmopcka paspabomra
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Kpancrso Janus: Jlatckata cucreMa, upe3 OpraHu3anusaTa
Amgros, npencTaBiisiBa yCIelIeH npuMep 3a 0anaHc Mexay
LEHTpaJIU3UPAHO JOrOBapsiHe W JeLEHTpPaJU3upaHa JOTUC-
THKa (6). MozsenbT ce 0OCHOBaBa Ha KOHCOJHMAMpaHE Ha o0e-
MUTE 3a HOCTUTaHEe HA MKOHOMHMHM OT Maiiala IpH AbpiKaB-
HUTE TIOPBUKH, KATO CHIIEBPEMEHHO 3aI1a3Ba 'bBKAaBOCTTA HA
JUPEKTHHUTE IOCTABKH OT IPOU3BOJUTEN 10 OOJTHUYHA arTe-
ka. Ponsita Ha Amgros e cTpaTernyecka — MOHUTOPHHT Ha
Ka4eCTBOTO M yIpaBlieHHEe Ha Ae(QUIUTHTE, KOETO BOJIHU JIO
Oro/pkeTHa e(heKTUBHOCT U MMHMMHU3HpaHe Ha jiurcure (7).

Mexkcuko: Ot 2024 1. Mekcuko BBBEXJa MOJelia Ha T.Hap.
,Mera-anreka‘“ — ManadeH IbpKaBeH CKIIA, TEIISIIT TIPEoIO-
TsIBaHE HA XPOHUIHUTE ACPUIINTH B 3/IpaBHaTa cucteMa. Jlo-
TUCTUKATA € ITOBEpEHa Ha IbpKaBHA KOMIIAHUSA U apMUATA, C
aMOWITHS 3a TOKPUTHE Ha cTpaHaTa 110 48 gaca (8). Bernpekn
TOBA, MOAXOABT € OOCKT HA KPUTHUYCH aHAIH3 OTHOCHO CITO-
cOOHOCTTa Ha CBPBXICHTPATU3ANMITA A PEIIH CHUCTEMHH
MPOOIEMH KaTo KOPYMIIUS, JIOMIO TIJIaHNPAaHEe U PICK OT U3TH-
YaHe Ha CPOKa Ha TOTHOCT Ha MPOTYKTHUTE, BBIIPEKH YCIICII-
HUA TpeneneHT ¢ nucTpudymusara Ha COVID Bakcunw (9).

Kpancreo Mopaanus: C nonkpenara na EC u C30, Vop-
JaHMsT M3Tpak]ia MojiepHa MH(PACTPYKTypa, BKIIOYBAILA
LEHTpalleH CKaja u Mpexa oT 14 moacTpykTypu. To3u mojen
aKIIeHTHpa BBPXY (papMaleBTHYHATA CUTYPHOCT, TEXHOJIO-
rUYHATa 00€3MEeYeHOCT M MPOCIESANMOCTTA [0 Bepurara Ha
JOCTAaBKH. B reononutudeckus KOHTEKCT Ha bIu3kus U3TOK
CHCTEeMaTa OCUTYpPsIBa CTpAaTerHYeCKa yCTOMYMBOCT NPH KPH-
31 ¥ 0€KaHCKH BBJIHH, KaTO CIYKH 3a IPUMED 33 €PeKTUBHO

Figure 4. Centralised models for the logistics of
medicinal products
Source: Author's own work

Kingdom of Denmark: The Danish system, through
the Amgros organisation, is a successful example
of a balance between centralised procurement and
decentralised logistics(6) . The model is based on
consolidating volumes to achieve economies of scale in
public procurement, while maintaining the flexibility of
direct deliveries from the manufacturer to the hospital
pharmacy. Amgros plays a strategic role in monitoring
quality and managing shortages, which leads to budget
efficiency and minimises shortages (7) .

Mexico: From 2024, Mexico is introducing the model
of the so-called ,,mega-pharmacy* — a large-scale state
warehouse aimed at overcoming chronic shortages in
the healthcare system. Logistics are entrusted to a state-
owned company and the army, with the ambition of
covering the country within 48 hours (8) . However, the
approach has been subject to critical analysis regarding
the ability of over-centralisation to solve systemic
problems such as corruption, poor planning and the risk
of product expiry, despite the successful precedent with
the distribution of COVID vaccines(9) .

Kingdom of Jordan: With support from the EU and
WHO, Jordan is building a modern infrastructure
comprising a central warehouse and a network of 14
substructures. This model focuses on pharmaceutical
security, technological security and traceability
throughout the supply chain. In the geopolitical context of
the Middle East, the system provides strategic resilience
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YCBOSIBAHE Ha MEXAYHAPOJHO (PMHAHCHPAHE.

CAIll: AMeprUKaHCKUAT MOAXOM ce POKYCHpPa BEPXY MOIIBP-
JKAHETO Ha CEKPETHU CTPATETHUSCKU PE3CPBH, IIPEIHA3HAYC-
HU U3KJTIOYHUTEITHO 32 peaKIus Ipu ManadHu 0encTBus (0u-
oTepopu3bM, enunemun). Cucremara ¢ mpoeKkTupa 3a Obpp3a
MOOMIU3aNns U TUCTPHOYIIHS T0 BCAKA TOYKA HAa CTpaHaTa
B paMKHTe Ha 24 4aca, TOMbIBAHKH IMATCKUTE PECYPCH IpU
M34YepIIBaHe Ha JIOKATHHS KalaluTeT.

EBponeiicku ¢b103: B orroBop Hamannemusitaor COVID-19,
EC eBosonpa KbM Cbh3/1aBaHE Ha HaJHAIIMOHAJICH CTPATETH-
YECKU pe3epB upe3 Mexanusma rescEU. @uHaHcupaH U3Lsio
ot ChI03a, TO3 HHCTPYMEHT T'apaHTHpa HATUIHOCT Ha KPH-
THYHA MeaukaMmeHTH, XbPS (xumudecku, OHONOTHIHH, pa-
JIMOJIOTUYHHY U SIAPEHN) aHTHIOTH ¥ MEIMIIMHCKA anaparypa
(10). Henta e mocTturaHe Ha CTpaTerHyecka aBTOHOMHOCT
1 KOOPAWHHPAH OTrOBOP IPH TPAHCTPAHWUYHHU KPH3H, KATO
ce HaATpaXKJaT HAMOHAJIHUTE KalallUTeTH HA IbPKaBUTE
qieHKku. VIMeHHO kKaTo oTToBOp Ha Kpm3ara ot COVID-19
npe3 oktoMmBpu 2021T. € ch3mameHa [eHepanmHa AMPEKITUS
HERA (Health Emergency Preparedness and Response
Authority) xem EBpomeiickata xomucus (11). Pomsta nHa
HERA e ma mpenoTBpatsiBa, OTKpHBA U J1a OCUTYpsiBa Obp3a
peaxius Ha N3BBHPEAHN CUTYAINH 32 00IIECTBEHOTO 3/IpaBe.
[Ipe3 HacTosmaTa MHOTOTOAUIIHA (hHAHCOBA pamka HERA
e ¢mHaHCHpaHa ¢ 6 MuIHapAa eBpo 3a nepuoxaa 2021-2027 r.
(12), (13). Mucusta Ha HERA e na mogo6pu roToBHOCTTa U
OTTOBOPA HA CEPUO3HU TPAHCTPAHUYHH 3aIIaXH 32 37]PaBETO
B 00JacTTa HA MEAWIMHCKHATE MEPKH 33 NMPOTHBOJACHCTBHUE
(kaTo BaKCHHH, JIEKapCTBa, MEAUIIMHCKO 00OpyIBaHEe M [TU-
AarHOCTHYHU CPE/ICTBA) UPE3 CIEIHNUTE OCHOBHH JOMBJIBAIIH
ce KaHaJu:

* VKpelnBaHe Ha KOOpAMHALIMATA Ha 3[]paBHATA CUTYPHOCT B
pamkute Ha EC mo BpeMe Ha (azaTta 3a TOTOBHOCT U peaKIus
MpH KpU3u U 0OeAMHSABAHE HA ABP)KABUTE UJICHKU, MHIYC-
TPUATA U CHOTBETHUTE 3aNHTEpPeCcOBaHU cTpanu (14);

» CnpaBsHe C yA3BUMOCTUTE M CTPATErHYECKUTE 3aBHCHU-
Moctu B pamkute Ha EC, cBBbp3anu ¢ pazpaboTBaHeToO, NpO-
M3BOJICTBOTO, CHA0/IsIBAHETO, HATPYIIBAHETO U Pa3lpocTpa-
HEHHMETO Ha MEUIIMHCKH MEPKH 3a rnpotuojeiicTeue (14);

Bescriopen ycnex e 00eqMHIBAHETO HA YCUIIUATA HA IbprKa-
BUTE YICHKH IPU OCUTYPSIBAHETO Ha MEPKH 32 MEIUIIMHCKO
MIPOTHUBOJCHCTBHE, BKIIFOUUTEITHO U JIEKAPCTBEHN MPOJYKTH,
B oTroBopa cpemy maagemusTa or COVID-19 (15). TIpe3
BTOpata nososuHa Ha 2020 r. EBponelickara KoMHUCHS POBE-
Jie YCIEITHO ChBMECTHA 00IIecTBEHa MOPBhUKaA 32 3aKyITyBa-
HeTo Ha nekapcrBeHus mpoaykT Veklury (INN Remdesivir).
00610 36 cTpanu yyactat B Criopa3yMeHHETO 32 CBBMECTHU
0OIIEeCTBEHN TOPBUKH, BKIIOUUTEIHO BCHUKH ABPXKaBH OT
EC, Hopeerus u Ucnannus (nBete xbpxaBu oT EBporeiicko-
TO UKOHOMHYECKO MPOCTPaHCTBO), OOEAMHEHOTO KPAJICTBO,
KaKTO ¥ MIECT CTPaHM KAaHAMIATKN W NOTCHIMAIHU KaH]H-
JIaTku. braromapenue Ha ydacTHETO cH B CHOPa3yMEHHETO
TE3W JIbP)KaBU JIOCTaBUXa JIEKapCTBEHMs MponykT Veklury
Ha CBOWTE IPakJJaHH B YCIIOBUATA HA CIICIIHOCT.

C 1ien npeBeHIMs U HEJIONyCKaHe Ha YCTAHOBSIBAHE HA CH/Ie-
muaHN orHuma Ha MPOX B EBpomnefickus cpio3, Ha 17 HO-

HEALTH POLICY AND PRACTICE

in crises and refugee waves, serving as an example of
effective use of international funding.

USA: The American approach focuses on maintaining
secret strategic reserves intended exclusively for response
to large-scale disasters (bioterrorism, epidemics).
The system is designed for rapid mobilisation and
distribution to any point in the country within 24 hours,
supplementing state resources when local capacity is
exhausted.

European Union: In response to the COVID-19
pandemic, the EU has evolved towards the creation of
a supranational strategic reserve through the rescEU
mechanism. Funded entirely by the Union, this
instrument ensures the availability of critical medicines,
CBRN (chemical, biological, radiological and nuclear)
antidotes and medical equipment(10) . The aim is to
achieve strategic autonomy and a coordinated response to
cross-border crises by building on the national capacities
of Member States. It was in response to the COVID-19
crisis that the Health Emergency Preparedness and
Response Authority (HERA) was set up within the
European Commission in October 2021(11) . HERA's
role is to prevent, detect and ensure a rapid response to
public health emergencies. Under the current multiannual
financial framework, HERA is funded with €6 billion
for the period 2021-2027(12) ,(13) . HERA's mission
is to improve preparedness and response to serious
cross-border health threats in the field of medical
countermeasures (such as vaccines, medicines, medical
equipment and diagnostic tools) through the following
main complementary channels:

* Strengthening health security coordination within the
EU during the preparedness and response phase of a
crisis, and bringing together Member States, industry
and relevant stakeholders (14) ;

» Addressing vulnerabilities and strategic dependencies
within the EU related to the development, production,
supply, stockpiling and distribution of medical
countermeasures (14) ;

The pooling of Member States* efforts to secure medical
countermeasures, including medicinal products, in
response to the COVID-19 pandemic has been an
undeniable success(15) . In the second half of 2020, the
European Commission successfully conducted a joint
procurement for the purchase of the medicinal product
Veklury (INN Remdesivir). A total of 36 countries
are participating in the Joint Procurement Agreement,
including all EU countries, Norway and Iceland (the
two countries of the European Economic Area), the
United Kingdom, as well as six candidate and potential
candidate countries. Thanks to their participation in
the agreement, these countries delivered the medicinal
product Veklury to their citizens on an emergency basis.

In order to prevent and avoid the establishment of
endemic foci of MPOX in the European Union, on 17
November 2022, the signing of a Framework Agreement,
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emBpu 2022 r. e 00sIBEHO MOIKMCBAaHETO Ha PaMKOB J1I0r0BOD,
Ha Oa3ata Ha Joint Procurement Agreement, mex 1y Bavarian
Nordic 1 DG HERA xaro npexacrasuten Ha EBpomneiickara
KOMHCHSI, 32 JOoCTaBka Ha BakcuHata Jynneos/Imvanex. B
PamkoBus noroBop ydacrBaxa 14 nbp)kaBU UJIEHKH, KaTo
Y4acTHETO UM B JJOTOBOPA UM I1O3BOJIM J1a JIOCTABSAT JI0 2 MU-
JIMOHA JI031 OT BAKCHHATA HA TEPUTOPHSTA HA CBOSITA JIbpiKa-
Ba npe3 nepuoaa 2023 u 2024 r. (16), (17).

Criopa3yMeHHETO 3a ChBMECTHH 00IIeCTBeHH MOPBUKH (JPA)
MMa [TOTCHIINAIIA J]a YBEJIIMYU ChTPYIHHYECTBOTO U €PEKTUB-
HOCTTa Ha 37]paBHaTa cucteMa Ha HuBO EC, mpu ycioBue ue
ca HAJIWIE CTUMYIH 332 YCTOMYHUBO CHTPyAHUYECTBO. CHB-
MECTHOTO CIOpa3yMeHue 3a obmecTBeHn mopwsuku (JPA) ce
pasnnyaBa OT TPATUIMOHHHUTE METOIH 32 OOIICCTBEHU IIO-
PBUKH, KAKTO € IIOCOYCHO MO-10Ty (18):

e HenTpaimmsaums: JPA nenrpanusupa npoueca Ha Bb3Jia-
raHe Ha OOIIECTBEHN MOPBUKH, BKIIOUYUTEIHO OATOTOBKATa
Ha TPBXKHATA MPOLEAypa, Iporeca Ha N300p Ha TOCTABIHNK U
MIPETOBOPHUTE 3a OBbACIINS paMKOB H0roBop. ToBa MO3BOIsIBA
MO-parioHaTN3upal U e(peKTUBEH MpoIec Ha OOIIECTBEHU
mopbuk (19).

* Bh3jiarane Ha o0LIeCTBEeHH MOPBbYKH B Pa3JIUYHU AbP-
skaBu: JPA e HHOBaTMBEH MHCTPYMEHT 3a Bb3JIaraHe Ha 00-
IIECTBCHH MOPBUYKH B PA3IUYHU IBPKABU 3a METUIIMHCKU
MPOTUBOACUCTBHUS CPEILy TPAHCTPAHWYHU 3aIUIaxy 3a 37pa-
BeTo. ToBa MO3BOJISABA HA yYACTBAIUTE IBPKABH YJICHKH Ha
EC na umar noctsi 110 0ezonacHu, epeKTUBHU U TOCTBHITHU
JIeKapCTBa, BAKCHHH U MEAUIIMHCKU u3jenus (19).

* Pagen noctbn: JPA uma 3a 1en aa OCUrypH CIpaBeIJIUB
U pEHTAOWJICH JOCTHI 10 MEIUIMHCKHA KOHCYMAaTHBH 32
yuyacTBaluTe abpkaBu wieHku Ha EC no Bpeme Ha cepuos-
HHU 3[(paBHU Kpu3H. ToBa rapaHTupa, 4e¢ BCHUKH y4acTBaLIU
CTpaHU UMAT JOCTBIT JO HEOOXOAMMHUTE MEIUIIUHCKU KOHCY-
MaTHUBH, HE3aBUCUMO OT TEXHHUS pa3Mep UJIM HKOHOMUUYECKO
cwerostaue (19).

* [TonoOpena curypHoct Ha gocraBkuTe: JPA uma 3a uen
JIa TOJJO0PY CUTYPHOCTTA Ha JOCTABKUTE 32 BCHYKHU IbprKa-
Bu wieHkn Ha EC. ToBa rapaHnTupa, 9e yyacTBaIIUTe CTPAHU
AMaT JOCTHII A0 HCOOXOAMMHUTE MEAUIIMHCKU JOCTABKU II0
Bpeme Ha kpu3a (19).

e [Ipodecuonannu mpexu: JPA mma 3a nen ga cwinane
npodecnoHamTHu MPEXH MKy ydacTBamuTe cTpanu. Tosa
JTlaBa BB3MOYKHOCT 3a CIOZCNSIHE Ha HAaW-TOOpHU MPaKTUKHU H
OIIHT, KOETO MOJKE Ja JTOBEJE /0 TOA0OPEHH 3APaBHU PE3yIl-
tatu. (19),(20).

HenTpasu3upaHo u JeneHTPAIU3UPAHO CHA0ASIBaHe
NPH U3BBHPEIHN CUTYaAlHH

CLBPCMCHHOTO YOpaBJICHUC HAa BEPUTUTE 34 JOCTABKH B 3/Ipa-
BCOIIA3BAHCTO €€ HaMHUpa B ThPCCHC Ha MOCTOAHCH OaaHc
MCKAY JABa q)yHI[aMeHTaJ'IHI/I, HO YCCTO IMpOTUBOpCHALIN CHU
HUMIICPATHBA: UKOHOMHUYCCKATA eq)eKTI/IBHOCT 1 onepaTuBHA-
Ta yCTOMUMBOCT. [IuckycusaTa MEXAYy LEHTPAIUZUPAHOTO U
ACHCHTPATIU3UPAHOTO IJIAHUPAHC HA JICKAPCTBCHU ITPOAYKTHU
HE € MPOCTO JOTUCTHUYCH BBIIPOC, a CTPATCITUYCCKH I/1360p,
KOMTO Z[e(bI/IHI/Ipa CIIOCOOHOCTTA Ha HallUOHAJIHUTC CUCTCMU

HEALTH POLICY AND PRACTICE

based on the Joint Procurement Agreement, between
Bavarian Nordic and DG HER A as representative of the
European Commission, for the supply of the Jynneos/
Imvanex vaccine was announced. Fourteen Member
States participated in the Framework Agreement, which
allowed them to supply up to 2 million doses of the
vaccine in their countries during 2023 and 2024 (16)
,(17) .

The Joint Procurement Agreement (JPA) has the
potential to increase cooperation and efficiency
in the EU health system, provided that incentives
for sustainable cooperation are in place. The Joint
Procurement Agreement (JPA) differs from traditional
procurement methods, as outlined below (18) :

e Centralisation: The JPA centralises the public
procurement process, including the preparation of the
tender procedure, the supplier selection process and
the negotiation of the future framework contract. This
allows for a more streamlined and efficient public
procurement process (19);

e Cross-border procurement: The JPA is an
innovative tool for cross-border procurement of medical
countermeasures against cross-border health threats.
This allows participating EU Member States to have
access to safe, effective and affordable medicines,
vaccines and medical devices (19);

* Equal access: The JPA aims to ensure fair and cost-
effective access to medical supplies for participating
EU Member States during serious health crises. This
ensures that all participating countries have access to
the necessary medical supplies, regardless of their size
or economic situation (19);.

e Improved security of supply: The JPA aims to
improve security of supply for all EU Member States.
This ensures that participating countries have access to
the necessary medical supplies during a crisis (19);

* Professional networks: The JPA aims to establish
professional networks between participating countries.
This enables the sharing of best practices and experience,
which can lead to improved health outcomes (19),(20).

Centralised and decentralised supply in
emergency situations

Modern healthcare supply chain management seeks to
strike a constant balance between two fundamental but
often conflicting imperatives: economic efficiency and
operational resilience. The debate between centralised
and decentralised planning of medicinal products is
not simply a logistical issue, but a strategic choice that
defines the ability of national systems to function both
under routine conditions and under extreme stress.
An analysis of international experience — from the
Scandinavian model to approaches in Latin America
and the Middle East — reveals that the solution is rarely
binary, but requires a complex architecture tailored to the
specific threats.
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Ja GYHKIIMOHMPAT KaKTO B yCJIOBHS Ha PyTHHA, TaKa U MPH
€KCTPEMHHU HaTOBapBaHHUA. AHAJIU3BT HAa MEXAYHApOIHUS
OIIUT — OT CKaHAMWHABCKHUA MOJACJ N0 INOAXOAUTE B Jlatun-
cka Amepuka v BIU3Kusl H3TOK — pa3KpUBa, Y€ PEIICHUETO
PAAKO € OMHAPHO, @ U3UCKBA KOMILJIEKCHA apXUTEKTYpa, ChO-
OpaseHa che crenuduKaTa Ha 3arIaxuTe.

LlenTpanu3upaHusaT Mojed, B cBOsATa Haif-umcta (opma,
Ipejyiara HeOCIOPUMH MPEIMMCTBA [0 OTHOLIEHHE Ha (u-
HaHcoBaTa e()EeKTHUBHOCT U CTpaTernvyeckust KoHTpoi. Ipu-
MepsT Ha KpanctBo [lanus n opranuzanusta Amgros Wio-
cTpupa T.Hap. ,,aAMHHHACTPAaTHUBHA IeHTpanu3anus . Upes
KOHCOJIMAMpaHe Ha MOKyNaTejgHaTa CIIOCOOHOCT Ha HalHo-
HaJTHO HUBO JIbpP)KaBaTa MOCTUTA 3HAYUTEIHH UKOHOMHUH OT
Mamaba U eTMMUHIpa (pparMeHTalusITa IPH JOrOBapsHETO.
To3u mozen obaue mpaBy Ba)KHO pasrpaHndeHne Mex1y (u-
HAHCOBHSI MOTOK M (pusnyeckara quctpudynwus. Jlokaro mo-
TOBAPSIHETO € LIEHTPaIU3UPAHO, TOCTABKaTa OCTaBa JELEH-
Tpanu3upaHa — AUPEKTHO OT JOCTaBUMK 10 OonHuna. Toa
MIPEeNOTBPATABA CH3AABAHETO HA JIOTUCTUYHH ,,TECHHU MecTa’
U 3ara3Ba I'bBKaBOCTTA HA BEpHUTaTa.

B xonTpacT, Mekcuko BB3IpHEMa MOAXON Ha ,.pr3muecka
CBPBXLEHTpaIU3aUA" Upe3 Ch3/1aBaHETO HA IbPKAaBHA ,,ME-
ra-anreka”. To3n Momen e peakius Ha CHCTEeMHH Ne(UIIUTH
U KOPYNIMOHHU NPAaKTHKH, KaTO CE OMUTBA Ja TapaHTHPa
HaJIMYHOCT Ype3 Abp>KaBEH MOHOIION BBPXY CKiaaa. Bempe-
KM 9€ TEOPETUYHO OCUTYPSIBA ITbJICH KOHTPOJ BBPXY HaJIHU-
HOCTHUTE ¥ CIIPaBETMBO Pa3NpeAeICHUE, TO3H ITOIX0/] HOCH
MPHUCBHIIUTE PHCKOBE HA TMTAaHTH3Ma — TPOMABOCT, OIOpO-
KpaTHYHA TEKECT M OMACHOCT OT MAaIIa0HH 3aryOH TPH JIOIIO
IJIaHWpaHe WM M3THYaHE Ha CPOK Ha roxHocT. Kputumure
Ha MEKCHKAaHCKHSI MOJIEN IOAYEePTaBaT, 4e EHTPAIH3aNsTa
Ha CKJIa/Ia He pelIaBa aBTOMaTHYHO MPOOIEMUTE ¢ MIIaHupa-
HETO, a MOXE JIOPH J]a TH 000CTPH, aKO JTUTICBAT €PEKTUBHU
KaHaJI 3a oOpaTHa BpB3Ka oT nepudepusta. imeHHo 3aTOBa
e(heKTHBHOCTTAa Ha M30paHUs MOJAET ce TeCTBA Hai-CHIHO
IIpY U3BBHPEIHN CUTYallNH, KOUTO MOCTAaBSIT CUCTEMATa O
acMMeTpHueH HaTHCK. Tyk 1e0arsT ,,[IEeHTpaNIu3annst Cpemry
JICIEHTpanu3anus’ Ipuao0uBa HOBU U3MEPEHUS B 3aBUCH-
MOCT OT XapaKkTepa Ha KpHu3ara.

XuoOpuaeHn Moaes Ha cHa0aAsIBaHe NTPU U3BbHPEIHH
CUTYyally

B ycioBusiTa Ha U3BBHPEIHU CUTYallUH €(PEKTUBHOTO yIIpa-
BJICHUC HA JIOTUCTUYHUTC BCPUTHU 3a JICKAPCTBCHU MPOAYKTH
M3UCKBa OallaHC MCKAY HCHTpaIM3WpaHa KOOpAWHAIWA U
JACHCHTPAJTIU3UPAHA OIICPAaTUBHA I'bBKABOCT. B T031 KOHTEKCT
ce mpeiara KOHIENTyaJleH XUOpUIeH MOJIeNT Ha CHAO/s1Ba-
HC, KOKTO HUHTErprpa CTpaTeruicCKO HAllMOHAJHO IJIaHHupa-
HE C PETHOHAIHO pas3IpeleIEHUE Ha PECYPCHTE.

HEALTH POLICY AND PRACTICE

The centralised model, in its purest form, offers
undeniable advantages in terms of financial efficiency
and strategic control. The example of the Kingdom
of Denmark and the Amgros organisation illustrates
what is known as ,,administrative centralisation®. By
consolidating purchasing power at the national level,
the state achieves significant economies of scale and
eliminates fragmentation in negotiations. However,
this model makes an important distinction between
the financial flow and physical distribution. While
negotiation is centralised, delivery remains decentralised
— directly from the supplier to the hospital. This prevents
the creation of logistical bottlenecks and preserves the
flexibility of the chain. In contrast, Mexico has adopted
an approach of ,,physical hyper-centralisation™ through
the creation of a state-owned ,,mega-pharmacy*.

In contrast, Mexico has adopted an approach of ,,physical
hyper-centralisation” by creating a state-owned ,,mega-
pharmacy“. This model is a response to systemic
shortages and corrupt practices, attempting to guarantee
availability through a state monopoly on warehousing.
Although it theoretically ensures complete control
over availability and fair distribution, this approach
carries the inherent risks of gigantism — sluggishness,
bureaucratic burden, and the danger of large-scale losses
due to poor planning or expiration dates. Critics of the
Mexican model point out that centralising the warehouse
does not automatically solve planning problems and
may even exacerbate them if there are no effective
channels for feedback from the periphery. This is why
the effectiveness of the chosen model is most strongly
tested in emergency situations that put the system under
asymmetric pressure. Here, the ,centralisation versus
decentralisation debate takes on new dimensions
depending on the nature of the crisis.

Hybrid model of supply in emergency situations
In emergency situations, effective management of
logistics chains for medicinal products requires a balance
between centralised coordination and decentralised
operational flexibility. In this context, a conceptual
hybrid supply model is proposed, which integrates
strategic national planning with regional resource
allocation.
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®uaypa 5. KoHuenmyaneH xubpudeH moOesn1 Ha 0ocmaska Ha
nekapcmeeHu rnpodykmu Ao nieyebHume 3agedeHusi
Hszmounux: agmopcka paspabomxa
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3APABHA MONMUTKKA N TNPAKTUKA

[TpensioxeHusT KOHLENTYaleH XHOPUIEH MOJEN Ha JIOTHC-
THKAa Ha JIEKAPCTBEHU MPOAYKTHU € CTPYKTYpPUPaAH B TPHU B3au-
MOCBBP3aHU YIPABIEHCKH HUBA — CTPATErM4eCcKO, TAKTHYE-
CKO U ONEPAaTUBHO — KOUTO MHTErpUpAT LEHTPAIUZUPAHOTO
CTpaTernyecko yIpaBiIeHHE HAa PECYPCUTE C ACLEHTPAIU3H-
PaHOTO ONEPATHUBHO pa3NpeieieHue Ha JICKapCTBEHUTE MPo-
JyKTH.

Ha crparernyecko HMBO (YHKIIMOHHMpA LEHTpaJEH KOOp-
JIMHAIIMOHEH OpraH, KOMTO M3MBJHSBA KJIIOYOBH (PyHKIHH,
CBBpP3aHU C YIPABJIECHUETO HA CHCTEMaTa Ha HAaI[MOHATHO
paBHHuIIE. HeroBuTe 0CHOBHY 331241 BKJIIOYBAT [ICHTPaJIA3H-
PaHOTO JOTrOBapsHE Ha JIEKAPCTBEHU IPOAYKTH Upe3 HAIUO-
HAJTHM TIPOLETyPU 33 0OIIeCTBEHH NOPBUKH, YIIPABICHHETO
Ha HAIMOHAJHMSI CTPATETHYECKH PE3epB M KOOPIUHALHSITA
Ha JIOCTABKHUTE IPU U3BBHPEIHU CUTyallnn. BaskeH exemenT
Ha TOBa HHWBO € MHTErpHpaHara JUTHTajIHa IuaTdopma 3a
MOHHUTOPHHT, KOSITO OCHUTYpSIBA IEHTPaIN3UPaHO HalIro/e-
HUE Ha HATMYHOCTHUTE B cuctemara. [Inardopmara npexacra-
BIIsIBa MH(POPMALMOHHA UH(PACTPYKTypa, KOIATO CHOMpa B
peaslHO BpeMe JaHHM 33 HAJIMYHOCTH, TOTpeOJICHHE U Mpo-
THO3HU MOTPEeOHOCTH Ha JieueOHUTE 3aBeneHus. Upes Tasu
CHCTEMa C€ OCBIIECTBIBA IEHTPAIUZUPAHO yIPABICHNE HA
MHPOPMAIUATA, KOETO MO3BOJISIBA PAHHO WICHTH(HUIINPAHE
Ha NOTEHIIMAITHU Ae(DUITUTH U CBOEBPEMEHHO IIPEATIpHEMaHe
Ha KOPEKTHUBHU JICHCTBUSI.

Ha TakTHyecko HMBO MOJEIBT CE pealn3upa upe3 Mpexa
OT PErHOHAJHH JIOTHCTHYHH XBOOBE, KOUTO (YHKIIHOHHPAT
KaTO MEXXJMHHU TUCTPUOYIIHOHHY [IEHTPOBE MEXy HAaIlHO-
HaJIHaTa CHCTeMa U JIeueOHNUTE 3aBeeHHs. Te3u CTPYKTypH
M3IBIHABAT KIJIIOYOBA POJIS B YIPaBICHUETO Ha (uindge-
CKUTE JIOTHCTHYHHU TMOTOLM, KaTO OCHUTYPSBAT ChXpaHCHHE
Ha ONEPAaTUBHH 3aIlacH, PETHOHATHO pasNpeaeeHue Ha Je-
KapCTBEHUTE MPOIYKTH U KOOPAMHALMS Ha JOCTABKUTE KBM
nedeOHUTe 3aBefeHus. OCBEH TOBAa PETHOHAIHUTE XBOOBE
y4acTBaT B MEXaHU3MH 3a IpepasnpeieieHie Ha pecypcH
IIpY BE3HUKBAHE Ha HEJOCTHUT B OT/ICJIHU YaCTH HA CUCTEMa-
Ta. MpexxoBaTa CTPyKTypa OT HAKOJIKO PErHOHAIHH [EHTBPa
MOBHIIABA YCTOMYMBOCTTA Ha JIOTUCTUYHATA CHCTEMa 4pe3
nuBepcupuKannsg Ha nHpacTpyKTypara U HamalsiBaHe Ha
pHCKa OT T.Hap. ,,single point of failure, xapakTepeHn 3a cui-
HO LEHTPaJIN3UPAHH JIOTHCTUIHU MOJICIIH.

Ha onepaTnBHO HUBO ce HAMUpPAT OOTHUYHHUTE aNITEKH U JIe-
4yeOHUTE 3aBEACHUsSI, KOUTO MPEICTABIABAT KpaiiHaTa TOUKa
Ha JIOTUCTHYHATa BEpUTa M HEMOCPENCTBEHUsS HHTepdeiic
MEXy cucTeMaTa Ha cHaOasBaHe U manueHTa. Ha ToBa HUBO
Ce OCBIIECTBABA IIPUEMAHETO, ChXPAaHEHUETO U YIIpaBJICHHE-
TO Ha OOJIHMYHHUTE 3aI1acH OT JCKapCTBEHU IMPOAYKTH, KAKTO
1 TAXHOTO MPEIOCTABSIHE 32 TEPANCBTUYHH HY 1. ChIlecT-
BeHa (DyHKIIMS Ha ONEPaTHBHOTO HUBO € U MOJAaBaHETO Ha
nH(popMaI 32 HATHYHOCTH U OTPeOIeHHEe KbM pPeruoHa-
HUTE JOTUCTHYHHU IEHTPOBE M HAIIMOHAJIHATA CUCTEMa 3a MO-
HUTOPUHT, KOETO OCUTYpPsIBa HEMPEKBCHAT HH(POPMALIMOHEH
MIOTOK B PAMKHUTE Ha I[sAJ1aTa CUCTEMA.

(DyHKLII/IOHI/IpaHeTO Ha XI/I6pI/I,HHI/I$I MOJCI C€ OCHOBaBa Ha
BSaHMOﬂeﬁCTBHeTO MEXKAY ABa OCHOBHH THUIIA MMOTOLHU — (1)1/1'
3UYCCKU U I/IH(I)OpMaIlI/IOHeH. DHU3NYECKUAT IMOTOK oTpassiBa
JABUKCHUECTO HA JICKAPCTBCHUTC MPOAYKTHU I10 JIOTUCTUYHATA

HEALTH POLICY AND PRACTICE

The proposed conceptual hybrid model of medicine
logistics is structured in three interrelated management
levels — strategic, tactical and operational — which
integrate centralised strategic resource management
with decentralised operational distribution of medicines.

Atthe strategic level, there is a central coordinating body
that performs key functions related to the management
of the system at the national level. Its main tasks include
the centralised procurement of medicinal products
through national public procurement procedures, the
management of the national strategic reserve and the
coordination of supplies in emergency situations. An
important element at this level is the integrated digital
monitoring platform, which provides centralised
monitoring of stocks in the system. The platform is an
information infrastructure that collects real-time data
on stocks, consumption and forecast needs of healthcare
facilities. This system enables centralised information
management, allowing early identification of potential
shortages and timely corrective action.

At the tactical level, the model is implemented through
a network of regional logistics hubs that function as
intermediate distribution centres between the national
system and healthcare facilities. These structures
play a key role in managing physical logistics flows
by providing storage of operational stocks, regional
distribution of medicinal products and coordination of
deliveries to healthcare facilities. In addition, regional
hubs participate in mechanisms for redistribution of
resources in the event of shortages in individual parts
of the system. The network structure of several regional
centres increases the resilience of the logistics system
by diversifying the infrastructure and reducing the risk
of the so-called ,,single point of failure* characteristic
of highly centralised logistics models.

At the operational level are hospital pharmacies and
medical institutions, which represent the end point of
the logistics chain and the immediate interface between
the supply system and the patient. At this level, hospital
stocks of medicinal products are received, stored
and managed, and made available for therapeutic
needs. An essential function at the operational level
is the submission of information on availability and
consumption to regional logistics centres and the
national monitoring system, which ensures a continuous
flow of information throughout the entire system.

The functioning of the hybrid model is based on
the interaction between two main types of flows —
physical and information. The physical flow reflects
the movement of medicinal products along the logistics
chain — from central procurement and strategic reserves
to regional logistics hubs, and from there to hospital
pharmacies and patients. This architecture allows for
the efficient distribution of medicinal products and the
maintenance of operational stocks at regional level,
which reduces the risk of local shortages.
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BepHUra — OT [IEHTPATHOTO JIOTOBAPSIHE U CTPATETrUUECKUS pe-
3epB KbM PErHOHATHUTE JIOTUCTUYHH XBOOBE, a OTTaM KbM
OOJHUYHUTE AlTCKU U MAIUCHTUTE. Ta3u apXUTEKTypa 1mo3-
BOJIsSIBa €(PEKTUBHO paslpe/ielieHHe Ha JeKapCTBEHUTE IIPO-
JIYKTH ¥ IOJJIbPKaHe Ha ONIEPaTUBHU 3aIlacy Ha PEerHOHATHO
HHUBO, KOCTO HaMaJIsiBa PUCKA OT JIOKAJIHU AC(UIIUTH.

I/IH(l)OpMaHI/IOHHI/IHT IIOTOK C€ ABHXXH B 06paTHa II0OCOKa "
BKJIIOUBA OOMEH Ha JAaHHU MCKAY OOJTHUYHUTE aIlTCKH, pc-
TUOHAJHUTEC JIOTUCTUYHHU LHCHTPOBC W HAllMOHAJIHATA AUTH-
TaJIHa rmaT(bopMa 34 MOHUTOPUHT. ‘-Ipe3 TO3W MCXAaHU3BM
CcC C'I>6I/IpaT JaHHW 3a TEKYIUTEC HAJIWMYHOCTHU, HHBATA Ha
HOTpe6J’[eHI/Ie, MIPOTrHO3HUTE HOTpe6HOCTI/I U CHUI'HAJIUTC 3a
NOTCHIHUAJICH HEAJOCTUT HA JICKAPCTBCHU ITPOAYKTH. Ta3u uH-
q)OpMaIII/IOHHa APXUTCKTYpPa Cb3J1aBa YCJIIOBHUS 3a INHAMUYIHO
YIpaBJICHUC HA 3aIIaCUTC U OTITUMHU3HUPAHC HA JIOTUCTUIHUTEC
peuicHu B peaJHO BpEME.

BajkeH KOMITIOHEHT Ha MOJieNia € ¥ MEXaHU3MBbT 3a yIpaBJie-
HHUE Ha KPU3H, KOWTO ce aKTUBHpA MPHU U3BBHPEIAHHU CHTYya-
MU KAaTo MaHAEMHUH, IPUPOAHH OCICTBUS WIIH MPEKbCBAHE
Ha MEX/IyHapOJHUTE BEPUTH Ha JOCTaBKH. B TakuBa ciiyyau
CHCTEMaTa II03BOJIsABa OCBOOOXKIaBaHE HA KOJIHUYECTBA OT
CTPAaTEernYecKUTe PE3EePBH, IPEHACOUYBAHE HA JOCTABKU MEXK-
Jy PErvHOHAIHUTE JOTUCTHUYHU XHOOBE M MPUOPHUTHU3ALUS
Ha JieueOHUTE 3aBEJICHUS CHOPE/ CTENeHTa Ha MEIUIMHCKA
HeoOxomuMmocT. [lo TO3W HauMH XUOPUIHUAT MOJNEN Chye-
TaBa HKOHOMHUYECKaTa e(pEeKTHBHOCT HA LEHTPATU3UPAHOTO
JIOTOBapsiHE C ONEpaTHUBHATA I'PBKABOCT U YCTOHYMBOCTTA HA
JICIIEHTpau3upaHaTa JIOTUCTUYHA HH(PACTPYKTypa, KOETO
r'O IPaBU TOAXO/IAII 32 YIIPABICHHE HA CHAO/ISIBAHETO KAKTO
[pYU HOPMAJTHH YCJIOBHUSI, TAKA U MPH KPU3UCHU CLICHAPHH.

OANCKYCUA

[Ipu manpemMuuHu cutyanuu, karo kpuzatra ¢ COVID-19,
LUEHTPAJIM3UPAHOTO YIIPABJICHHE CE€ OKa3Ba KPUTUYHO HEOO-
XO0OAUMO. B nayanoro Ha NnangeMusaTa ACUCHTPAIU3UPAHUTC
CHCTEMH JIEMOHCTpHpaxa CBOUTE ciIabocTH — BBTPELIHA
KOHKYPCHIUA MCKIY 60J'IHI/IL[I/ITG, CIICKYJIATUBHU LICHU U HE-
PaBHOMEPHO pasIpeiesieHle Ha dKUBOTOCIIACSBAIIIU PECY PCH.
B T03u KOHTEKCT IIeHTpalnu3anusiTa Ha HHYOPMAIUATA U Pe-
CypcHTE I03BOJISIBA HA IbprKaBara Jja IPUOPUTU3HPa pasIipe-
JIeJIEHHETO Ha Oa3a MeAUIMHCKA HEOOXOAUMOCT, a He Ha 0a3a
rarexocrnocoOHocT. OnuTsT Ha CAILL cbe CrpaTernueckus
HalpoHalicH pe3eps (Strategic National Stockpile) u na EC
¢ mexanusMma rescEU nokassa, ye HAJIMYMETO Ha LEHTPaJIeH
Oydep ¢ 3aABKUTEITHO YCIIOBHE 3a IMOCMaHE Ha II'bPBOHA-
YaJlHUsl IIOK OT PS3KOTO HapacTBaHe Ha MOTPEOJICHUETO.
Bwbrpeku ToBa, npu npuponHu OecTBHS (3eMETpeceH s, Ha-
BOJIHEHH ), KOUTO pa3pyluaBar Gpusnueckara HHQPacTPyKTy-
pa, IbJIHATa [EHTpaIM3alts Ce MPEBPhILA B CTpaTernyecka
ys3BuMocT. Konnenimusra 3a ,,Equnndna Touka Ha mpoBa
(Single Point of Failure - SPOF) craBa peasina 3arjaxa — ako
JIOCTBITBT JI0 LEHTPaJIHUS CKJIaa ObJe NMpEeKbCHAT, LisiaTa
cucrema Kojlabupa. B TakuBa criieHapuu JeneHTpaIu3npaHu-
ST MOJIEJI, TIPU KOWTO HAJIMYHOCTHUTE ca Pa3npbCHATH O30
JI0 KpalHUsl MOTPeOUTEl, OCUTYPsIBA MO-BUCOKA CTENEH Ha
ouessieMocT. O1ie o-0cTPo CTOM BBIIPOCHT IIPH BOSGHHU KOH-
¢unkTH. B ycnoBus Ha BOIMHA JIOTHCTHKATA € YacT OT HALUO-

HEALTH POLICY AND PRACTICE

The information flow moves in the opposite direction
and includes data exchange between hospital
pharmacies, regional logistics centres and the national
digital monitoring platform. This mechanism collects
data on current stocks, consumption levels, forecast
needs and signals of potential drug shortages. This
information architecture creates conditions for dynamic
inventory management and real-time optimisation of
logistics solutions.

An important component of the model is the crisis
management mechanism, which is activated in
emergency situations such as pandemics, natural
disasters or disruptions to international supply chains.
In such cases, the system allows for the release of
quantities from strategic reserves, the redirection of
deliveries between regional logistics hubs and the
prioritisation of healthcare facilities according to the
degree of medical need. In this way, the hybrid model
combines the economic efficiency of centralised
procurement with the operational flexibility and
resilience of a decentralised logistics infrastructure,
making it suitable for supply management in both
normal conditions and crisis scenarios.

DISCUSSION

In pandemic situations, such as the COVID-19 crisis,
centralised management proves to be critically necessary.
At the beginning of the pandemic, decentralised systems
demonstrated their weaknesses — internal competition
between hospitals, speculative prices and uneven
distribution of life-saving resources. In this context,
centralising information and resources allows the state
to prioritise distribution based on medical need rather
than ability to pay. The experience of the United States
with the Strategic National Stockpile and the EU with the
rescEU mechanism shows that the existence of a central
buffer is a prerequisite for absorbing the initial shock of
a sharp increase in consumption. However, in the event
of natural disasters (earthquakes, floods) that destroy
physical infrastructure, complete centralisation becomes
a strategic vulnerability. The concept of a ,,single point
of failure” (SPOF) becomes a real threat — if access to
the central warehouse is interrupted, the entire system
collapses. In such scenarios, a decentralised model,
where stocks are scattered close to the end user, provides
a higher degree of survivability. The issue is even more
acute in military conflicts. In wartime, logistics is part
of national security. A central warehouse is an easy
and highly effective target for the enemy — both for
kinetic strikes and cyberattacks. Analysis of the facts
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HaJiHaTa CUTypHOCT. EAMH LeHTpaseH ckiIax MpeacTaBisBa
JIeCHA U BUCOKOE(EKTHBHA LieJI 32 MPOTUBHUKA — KaKTO 32
KMHETUYHH yJapH, Taka ¥ 3a KuOepaTtaku. AHaJIU3BT Ha
q)aKTl/ITe BOJAU 10 3aKJIKOYCHUCTO, Y€ IMPOTUBOIIOCTABSAHCTO
Ha JBaTa MoOjejia € HENPOAYKTHUBHO. YCTOHYUBOTO Obele
Ha JIEKapCTBEHOTO CHAOJsBaHE JIE)KH B XMOPUIHHUTE apXu-
TEKTYpH, KOUTO CbUC€TaBaT CUJIHUTEC CTPAHU HA JABaTa IOI-
xona. SIpbk mpuMep 3a TaKbB CHHTE3 € ONUTHT Ha KpancTso
Wopnanus. CTpaHaTa HHTErpHpa MOJEPEH LEHTPajIeH CKIal
¢ Mpexa ot 14 peruonanau 6a3u. Ta3u cTpyKTypa M03BOJIsIBA
LHCHTpAJIM3UpaH KOHTPOJI, CTaHAAapTHU3alUud U TCXHOJOTHUY-
HO TpOocCiesBaHe (XapaKTePUCTUKU Ha LIEHTPaTH3alUaTa),
KaTo CHIIEBPEMEHHO MOAAbpKa (usnyecku Oydepu 01130
JI0 HaCeJIEHUEeTO (XapaKTepUCTUKA Ha JCIEHTPATIU3ALUITA).
ToBa ocurypsBa yCTOMYMBOCT KaKTO Cpelly JOKAaJIHU Ipe-
KbCBaHUA Ha TpaHCHOpTa, TaKa U CPCIly HATHUCK BHPXY LA~
jaTra cucteMa, Kato Harmpumep OexaHcku BbiaHH. [lomoOHa
Joruka cieasa u Esponelickusar cbro3 ¢ rescEU. Bmecro na
3aMCHH HAIIMOHAJIHUTE CUCTCMH, TO3W MCXAaHWU3BM I'M HA-
IpakJia, Ch3aBaiKi CTPATETHYECKH Pe3epB, AUCIOLUPAH B
pasyinyHU abpkaBu dicHKU. ToBa e ¢opma Ha ,,pemnepasu-
3UpaHa [EeHTpaIU3aIusi — 00II0 YIpaBICHUE HA PECYPCH,
KOMTO ca (pU3NYECKH ACUEHTPATH3HUPAHH.

3AKINIOYEHUE

AHanu3bT TOKa3Ba, Y€ YCTOWYMBOCTTA HA CHCTEMara He
MOXe Aa ObJe rapaHTHpaHa 4pe3 KpaiiHa (opma Ha IIeH-
Tpanu3anusi WIM ITbJIHA JAeleHTpann3anns. ONTHMaTHH-
AT MOJEN IIpefmnonara IEHTPAJIN3UPAHO CTPATETHIECKO
IJTAaHWpaHe M JOTOBapsiHe, CHUETAHO C JICIEHTPATU3UPAHO
OTIEpPAaTHUBHO pa3IpeiesieHIe Ype3 peruoHanHu xp0ose. He-
o0xoanMa e MHTerprupana HHYOPMAIMOHHA CHCTEMA 33 MO-
HUTOPHHT B PEATHO BpEMe, KAKTO M HOPMAaTHBHA /Al TallHsI
32 BBBEXK/IAHE HA CTPATETUUYECCKH PE3EPB OT KPUTHUHO BAXKHU
JIeKapCTBEHM NMPOAYKTH. ONTHUMAITHUST MOJIEI 3a TNITaHUPAHE
Ha JIEKAPCTBEHU NMPOAYKTH U3UCKBA LEHTPATH3AIHs Ha WH-
(dopmarusTa U CTpaTerusiTa, Ho AUBepcudUKanus Ha HU3H-
YEeCKOTO U3IBJIHCHHE. JbpkaBuTE TPsIOBA /1a CE CTPEMST KbM
€/INHHO YTIpaBJICHUE Ha JJAHHUTE W OPBYKHUTE 32 TIOCTUTAHE
Ha NKOHOMHYECKa €(pEKTUBHOCT M CIIPaBEIIMBOCT, HO ChIIlE-
BPEMEHHO J1a MO AbPKaT MPEXXOBA CTPYKTYpa OT CKJIAJ0BE U
pe3epBH, KOATO rapaHTHpa, Y€ CUCTeMaTa IIe ocTaHe (yHK-
IIMOHAJIHA, JIOPH KOTaTo OT/CIHMW HEWHM 3BeHa OBJAT KOM-
MIPOMETHPAHH OT OEACTBUS WIIH KOHQIINKTH.

BpaemeTo Ha GONTHWYHATA JIOTHCTHKA B bhiarapus m3uCKBa
XUOPHUACH MO, TapaHTHPAIl HKOHOMUYecKa e(peKTHBHOCT
U CUCTEMHA YCTOMYMBOCT. LleHTpanu3upanuTe MeXaHU3MU
cienBa 1a ObIaT OTPaHUYCHH IO CTPATETHUECKH HIBA, JOKA-
TO OTepaTHUBHATA I'bBKABOCT CE 3ala3d Ha PETHOHAJIHO PaB-
HUIIIE.

HEALTH POLICY AND PRACTICE

leads to the conclusion that opposing the two models is
counterproductive. The sustainable future of drug supply
lies in hybrid architectures that combine the strengths of
both approaches. A striking example of such a synthesis
is the experience of the Kingdom of Jordan. The country
has integrated a modern central warehouse with a network
of 14 regional bases. This structure allows for centralised
control, standardisation and technological tracking
(characteristics of centralisation), while maintaining
physical buffers close to the population (a characteristic
of decentralisation). This provides resilience against
both local transport disruptions and pressure on the
entire system, such as refugee waves. The European
Union follows a similar logic with rescEU. Rather than
replacing national systems, this mechanism builds
on them, creating a strategic reserve deployed across
different Member States. This is a form of ,,federalised
centralisation” — joint management of resources that are
physically decentralised.

CONCLUSION

The analysis shows that the sustainability of the system
cannot be guaranteed through extreme centralisation or
complete decentralisation. The optimal model involves
centralised strategic planning and negotiation, combined
with decentralised operational distribution through
regional hubs. An integrated information system for
real-time monitoring is needed, as well as regulatory
adaptation to introduce a strategic reserve of critically
important medicines. The optimal model for planning
medicines requires centralisation of information and
strategy, but diversification of physical implementation.
Countries should strive for unified data and order
management to achieve economic efficiency and fairness,
while maintaining a networked structure of warehouses
and reserves that ensures the system remains functional
even when individual units are compromised by disasters
or conflicts.

The future of hospital logistics in Bulgaria requires
a hybrid model that ensures economic efficiency and
systemic resilience. Centralised mechanisms should be
limited to strategic levels, while operational flexibility
should be maintained at the regional level.
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HEOBXOOUMOCTTA OT MNPOMAHA
B KOMYHUKALUUOHHWUA MOOEN
NEKAP-NMALUUEHT: U3CNNEOBAHE
CPEQO 3APABHU CMNEUUAIINCTU
B BbJIFAPUA

IlBeTeauna lllonmuukog0oBa

Meouyuncku ynusepcumem - Cogus
@akyrmem no obuecmsero 30pase ,,IIpogh. 0-p Llexomup
Booenuuapos, omn*

PE3IOME

Buveeoenue: Komynurxayuama medxncoy nexapsa u nayuenma 3a-
eMa YeHmpanno MACMO 8 Cb8pPeMeHHAMd MeOUYUHCKA NPaK-
MUKA U e K1io408 KOMNOHEeHmM HA Ka4yecmseomo Ha 30pasHume
yenyeu. Egexmusnomo obugysane 0Onpunacs 3a usepasicoa-
Hemo Ha 0oeepue, No-000po paszdupane Ha 30PaABOCIOBHOMO
CbCMOosIHUE, NOBULUEHO MEPANESMUYHO CbIMPYOHUYECMEO U
no-00opu newebru pesyrmamu. Bvnpexu mosa, 6 ycrogusma
HA AOMUHUCIPAMUBHA HATNOBAPEHOCH U CUCTEMHU 02PAHU-
YeHUsl, KOMYHUKAYUAMA YeCmo 0CMasd HedoCmamvyHo eqhex-
MUBHA.

Ilen: Hacmoawomo usciedgane uma 3a yei 0d aHAIUZUPA
aKmyaiHomo CbCMosaHuUe Ha KOMYHUKAYUOHHUS MOOE IeKap -
nayuenm 6 bvieapus, kamo ce Qoxycupa 6vpxy Haziacume u
CaMOOYeHKama Ha 30pagHume CReyuaIucmu, uoeHmupuyupa
OCHOGHUmME 3ampyOHeHUs 8 npoyeca Ha oowyeane u ovepmae
nompeonocmume om NPOMIHA U YCbEbPUIEHCINEAHE HA KOMY-
HUKayuume.

Mamepuan u memoou: [lposedeHo e KonuuecmeeHo u3cieo-
6amHe upe3 AHOHUMHA OHAAUN AHKEMd, pealusupana ¢ nomo-
wma na Google Forms. B npoyusanemo yuacmseam 176 30pas-
HU CReyuanucmu, 6KII0YUMENHO JeKapu, MeOUYUHCKU CeCmp,
aKkyulepku, 1exapu no 0eHmanina Meouyuna u 1ekapcku acuc-
menmu.

Pesynmamu: [lonyuenume pesynimamu nokazéam, ye no-20-
JSIMAMA Yacm om AHKemupanume OYeHs8am COUume KOMyHu-
KAYUOHHU YMEHUsI Kamo 000pu uiu MHo2o 00opu. B cvuyomo
epemMe ce OMKpPOSI8Am 3HAYUMU Dapuepu nped ehekmueHama
KOMYHUKAYUsl, cped KOUmo Iunca Ha OOCMAamvyHo epeme 3d
KOHCYIMayusi, HUCKA 30pasHd 2PAMOMHOCI HA NAYUEeHmuUme,
EeMOYUOHATIHU PEaKyUull U OP2AHU3AYUOHHU 02PAHUYCHUSL 6 Jie-
yebHumMe 3a8e0eHus. SHauumenen 051 Om yuyacmuuyume He ca
NPEeMUHANU CREeYUATUZUPAHO 0DVHeHUe N0 KOMYHUKAYUSL, HO
U3pazs6am 20MOGHOCH 3a YHacmue 8 maKuea 00yueHus..

Obcvorcoane: Jlannume nomevpicoagam Cobujecmsy8aneno
HA PA3MUHABAHE MeXHCOY OCHIHAMAMA 3HAYUMOCHT HA KOMYHU-
Kayusima Kamo npoghecuoHaIHa KOMNemeHmHOC U PeaiHu-
me yCo8us 3a HellHOMO NPUIACaHe 8 KIUHUYHAMA NPAKMUKA.

3akntouenue: Peszynmamume om u3ciedsanemo noovepma-
8am HeobXoOoumMocmma om CmMpYKmMypupaua npomaAHA 6 KO-
MYHUKAYUOHHUS MOOe]l 4pe3 8b8excoaHe HAa YeleHACOYeHU
06yuenus, CMmaHOapmMu3UPaHy KOMYHUKAYUOHHU MOOEU U UH-
CMUmMyyuoHaIHa NOOKpend.

Karo4oBu 1ymMu: sekap - naiueHT, KOMyHHKaL s,
3[paBHA TPAMOTHOCT, 31PaBHH CIICLHATHCTH,
0OIIECTBEHO 3/IpaBe

HEALTH POLICY AND PRACTICE

THE NEED FOR CHANGE
IN THE DOCTOR-PATIENT
COMMUNICATION MODEL: A
STUDY AMONG HEALTHCARE
PROFESSIONALS IN BULGARIA

Tsvetelina Shopnikolova
Medical University — Sofia

Faculty of Public Health “Prof. Dr. Tsekomir
Vodenicharov, DSc, PhD”

PE3IOME

Introduction: Doctor — patient communication occupies
a central position in contemporary medical practice
and represents a key component of healthcare quality.
Effective communication contributes to the development
of trust, better understanding of the health condition,
increased therapeutic cooperation, and improved
treatment outcomes. Nevertheless, under conditions
of administrative burden and systemic constraints,
communication often remains insufficiently effective.

Aim: The aim of the present study was to analyze the
current state of the doctor—patient communication
model in Bulgaria, focusing on the attitudes and self-
assessment of healthcare professionals, identifying
the main difficulties in the communication process,
and outlining the need for change and improvement of
communication practices.

Material and Methods: A quantitative study was
conducted using an anonymous online survey
administered via Google Forms. A total of 176 healthcare
professionals participated, including physicians, nurses,
midwives, dentists, and physician assistants.

Results: The obtained results show that the majority of
respondents assess their communication skills as good
or very good. At the same time, significant barriers
to effective communication were identified, including
lack of sufficient consultation time, low patient health
literacy, emotional reactions, and organizational
constraints within healthcare institutions. A substantial
proportion of participants had not undergone specialized
communication training, but expressed readiness to
participate in such training.

Discussion: The data confirm the existence of a
discrepancy between the recognized importance of
communication as a professional competence and the
real conditions for its application in clinical practice.

Conclusion: The results of the study highlight the
need for a structured change in the communication
model through the introduction of targeted training,
standardized communication models, and institutional
support.

Keywords: doctor—patient; communication;
health literacy; healthcare professionals; public
health
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BbBEOEHUE

KomyHuKanusaTa € 0OCHOBOIOJIATallla U BakKHA 4acT OT MOJEP-
HaTa ¥ CbBPEMEHHA MEIMIINHCKA IPAaKTHKA. T IeTepMUHHpPa
HacoKaTa B IIpolleca Ha U3rpax<iaHe Ha JJOBEpHe, KayeCTBOTO
Ha JUarHOCTHUYHATA ISHHOCT, CTEIIeHTa Ha B3aUMOJIEHCTBUE 1
CBHTPYAHUYECTBO MEXKIy JIeKaps M NalMeHTa, KaKTO ¥ Kpaii-
HUS Pe3yJITaT OT TepaneBTUYHUs mpouec. CBETOBHATA 34paB-
Ha opranuzanus (1) mpru3HaBa, 4e e()eKTHBHATA KOMYHUKALIHS
€ KJIFOYOB MHJIMKATOP 3a Ka4eCTBOTO HA 3/paBHATa yCIyra.
Cropen Stewart (2) manmueHTHUTE, KOUTO pa3OMpaT CBOETO
CBCTOSIHHE U Tepalus, JEMOHCTPUpAT 110-100pa IMPOrHo3a
M0-BHCOKA YIOBJIETBOPEHOCT U e()EeKTHBHOCT IIPHU JICYCHHUETO.

B nocnennute roqunu B bearapus ce HabmogaBa HaNpeIbK
10 OTHOIIICHUE HAa OCh3HABAHETO U IPUJIAraHeTO Ha e(heKTUB-
HU KOMYHHMKAI[MOHHU MOJENTH B MEIHUIIMHCKaTa MpakKTHKa,
KaTo BCE [10-4ECTO €€ aKLIEHTUPA BbPXY 3HAUEHUETO HA eMIIa-
THSTA, aKTUBHOTO CITyIIaHEe U TApTHROPCKUS MOAXOA B OTHO-
HICHUSTA JIeKap—TallueHT. Bhlpeku ToBa, B MHOTO JieueOHH
3aBeJICHUS TPAAUIIMOHHUAT, HiepapX4HO OpUEHTHPAH MOJIEI
Ha B3aMMOJICHCTBUE BCE OLIEC JIOMUHUPA UM HE € HAIIbJIHO
3aMEHEH OT CHBPEMEHHH, MallUeHT-LEHTPUPAHHU MPAKTHUKH.
ATMUHUCTpAaTHBHATa HAaTOBAPEHOCT, OTPAHMUYCHOTO BpeEMe
3a KOHCYJITAallUM U HEAOCTaThYHATA MOATOTOBKA B 00IacTTa
Ha KOMYHUKAaIlHOHHUTE YMEHUS MPOABIIKABAT J1a BB3IPEIIT-
CTBAaT IBJIHOLIEHHOTO M3TpakJlaHe Ha JOBEpUC U CHTPYIHU-
4ecTBO. (3, 4) IMeHHO Ta3u AMHAMUKa OIpesiesist ocoKaTa Ha
IIpoLECa Ha JOBEPUE, KAYECTBOTO HAa JUATHOCTHYHATA JEH-
HOCT, CTEIIEHTA Ha B3aUMOJEHUCTBUAE MEXK Y JIEKAp U NALUEHT,
KaKTO ¥ KpaHUs TepaneBTUYEH pe3ynTarT. (5)

LEN

LlenTa Ha HACTOSIIIOTO U3CJICABAHE € 1a CE YCTAHOBH U CHUCTe-
MaTHU3Hpa ChCTOSHUETO Ha KOMYHUKAIIMOHHUS MOJIENT ,,JIEKap
- manueHT” B bparapus — c aKIEHT BBPXY aKTyaJlHUTE Ha-
rJIacH, CaMOOLIEHKa U caMopeIeKCHs Ha 3[PaBHUTE CIelHa-
JIUCTH, peaTHUTE TPYIHOCTH B OOIIYBAaHETO U BB3/ICHCTBHUE-
TO Ha BBTPEIIHOOPTAHU3AIIMOHHN U CUCTEMHH (DaKTOPH — H
BB3 OCHOBA Ha TOBA Ja C€ pa3paboTAT MPAaKTHUECKH IPETo-
PBKH 32 TOOOpsIBaHE HAa TO3M KOMYHHUKAIIMOHEH MOJIET.

KOHerTHI/ITe 3aJa4i Ha U3CJICABAHECTO Ca:

1. I[a CC aHaJIM3UPAT KOMYHUKAIIMOHHUTEC HArjacu U caMmoo-
[CHKAa Ha 3/IpaBHUTC CICIIUATIUCTH.

2. Jla ce naeHTHQHUIIPAT HAH-UECTO CPEIIaHUTE TPYIHOCTH
IIPU B3aMMOJICIHCTBYE C TALUCHTH.

3. Jla ce olieHU BIUSITHUETO HA OPTaHU3AIMOHHU U CUCTEMHU
(dakTopu BBPXY KA4eCTBOTO HA KOMYHHUKAIIMSITA MEXKIY Jie-
Kaps ¥ NalueHTa.

4. Jla ce GpopMmynupar nMpakTHYECKH TPEHOPBKH 32 YCHBBP-
LIEHCTBAHE Ha MOJIENIA ,,JIeKap —MalueHT ",

MATEPWAIN W METOOU

AHKETHHUAT HHCTPYMEHT € pa3paboTeH CIENNATHO 32 LEINTE
Ha HaCTOSIIOTO U3CIEBAHE, KaTO MPOIECHT HA KOHCTPyHpa-
HE ce OCHOBABA HA IpEriie] Ha YTBBPACHH MEXTYyHapOIHH
MOZETH 3a MEIUIIMHCKA KOMYHUKAIUs W MAlUeHT-IEeHTPHU-

HEALTH POLICY AND PRACTICE

INTRODUCTION

Communication is a fundamental and essential part of
modern medical practice. It determines the direction
of trust-building, the quality of diagnostic activity,
the degree of interaction and cooperation between
physician and patient, as well as the final outcome of
the therapeutic process. The World Health Organization
(1) recognizes that effective communication is a key
indicator of healthcare quality. According to Stewart
(2), patients who understand their condition and therapy
demonstrate better prognosis, higher satisfaction, and
greater effectiveness of treatment.

In recent years, progress has been observed in Bulgaria
in terms of awareness and implementation of effective
communication models in medical practice, with
increasing emphasis on empathy, active listening,
and a partnership-based approach in doctor—patient
relationships. Nevertheless, in many healthcare
institutions, the traditional hierarchically oriented model
of interaction still dominates or has not been fully
replaced by contemporary patient-centered practices.
Administrative workload, limited consultation time, and
insufficient preparation in communication skills continue
to hinder the establishment of trust and cooperation.
(3, 4) This dynamic determines the direction of trust-
building, the quality of diagnostic activity, the degree of
interaction between physician and patient, as well as the
final therapeutic outcome. (5)

AIM

The aim of the present study was to identify and
systematize the current state of the doctor—patient
communication model in Bulgaria, with emphasis on
the current attitudes, self-assessment, and self-reflection
of healthcare professionals, the real difficulties in
communication, and the impact of internal organizational
and systemic factors, and on this basis to develop practical
recommendations for improving this communication
model.

Specific objectives of the study were:

* To analyze communication attitudes and self-assessment
among healthcare professionals.

* To identify the most common difficulties in interactions
with patients.

* To assess the influence of organizational and systemic
factors on the quality of doctor—patient communication.

* To formulate practical recommendations for improving
the doctor—patient communication model.

MATERIAL AND METHODS

The survey instrument was developed specifically for
the purposes of the present study, with the construction
process based on a review of established international
models of medical communication and patient-centered
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pan moxaxon (Calgary—Cambridge, patient-centered care),
KaKTO U Ha aHaJIN3 Ha CbBPEMCHHU EMIIUPUYHU U3CIICIBAHUA
B 00JIaCTTa HAa B3aMMOJICUTBUETO MEX /1Y JICKAp ¥ MAIlMEHT.

HLpBOHa‘IaJ’IHaTa BEpPCHUA Ha aHKETATa BKJIKOYBa 15 BBIIpOCa,
q)OpMyJ'II/IpaHI/I B CHbOTBCTCTBHC C LCIIUTE U 3a1a4UTC HA HU3-
CJICABAHCTO U 06XBaHIaHII/I YCTHUPU OCHOBHHU KATCTOPUU:

— coroaeMorpadcku U mpo(eCHOHATHHA XapaKTCPUCTHKH;
— CaMOOILIEHKA Ha KOMYHUKAllMOHHUTE YMEHUS;

— HAeHTH(UIPaHEe HA OCHOBHU KOMYHHKAIIMOHHU
3aTPyIHCHUS;

— Haracu KbM OOyueHHE M Pa3BUTHE Ha KOMyHUKAIIMOHHATA
KOMIIETEHTHOCT.

C nen ocurypsiBaHe Ha ChJbpKaTelIHa BaJIUIHOCT, BBIIPOCH-
Te ca MOJJIOKEHU Ha eKCIEepTHA OLIEHKa OT TpUMa CIielua-
JUCTH B 00JIACTTa HA MEAMIIMHCKATA IICUXOJIOTHS U 00IIecT-
BEHOTO 3/[paBe, KOUTO JaBaT MPEMNOPBKHU 3a NMperu3upaHe Ha
(GOpMYyIUPOBKUTE M CIUMUHUPAHE HA MPHUIIOKPUBAIIH CE
HHAUKaTopu. B pesynrar ankerara e penyuupana 1o 12 Bb-
Mpoca, BKJIIOYBAIIY KaKTO 3aTBOPEHH, TaKa U MOJyOTBOPEHU
BBIIPOCH.

HpOBeZ[eHO € MHUJIOTHO TECTBAHC CpCa 15 3[IpaBHU crenua-
JIMCTHU, KOUTO HE Ca BKJIIOYCHH B OCHOBHATa U3BaJKa. HOJ'Iy—
YCHUTC JaHHU ITOKa3BarT zlo6pa paS6I/IpaCMOCT Ha BBIIPOCUTEC
1 aJCKBaTHA MPOABJLKUTCIHOCT 3a IMOI'bJIBAHC. Ha 0a3a na
MUJIOTHOTO H3CJICABAHC HE € YCTAHOBCHA HCO6XOI[I/IMOCT oT
CBIICCTBCHU KOPCKIMU, KOCTO IMO3BOJIABA M3IOJI3BAHETO HA
HHCTPYMCHTA B OKOHYATCIHHUA MY BU/.

[IpoyuBaHeTo € ¢ KOJMYECTBEH M OIHMCATEIeH XapakTep,
IPOBEACHO Ype3 aHOHMMHATa OHJIAI{H aHKeTa, U3rOTBEHa B
Google Forms. Ankerara BkiouBa 12 BeIIpoca ¢ GUKCHPAHH
U OTBOPEHH OTTOBOPH.

B uscneaBanero yuactsar 176 31paBHU CICIHATUCTH OT pas-
JIMYHU MCJUIMHCKHU 3BCHA B E’LHFapHHI

* 61,1% — MenMUIMHCKH cecTpU

* 20,6% — nexapu

* 6,9% — nekapu Mo JIeHTaIHA MEIUIINHA

* 6,3% — ekapcKu aCUCTEHTH

* 5,1% — akymepku

AHKeTaTa 00XBala CISIHUTE 00JIaCTH:

* [10J1, BB3pacT, MPoQecHsi, OMUT U THII JCUeOHO 3aBEICHUE;
* CaMOOIICHKA Ha KOMYHHUKAIIMOHHH YMCHHS,

* HICHTUPHUITNPAHE HA TPYJHOCTHA B KOMYHHUKAITUATA;

* HarJIacu K'bM 00yYeHNe U pa3BUTHE.

JlanuuTte ca 00pabOTEHM Ype3 YECTOTEH U MPOLEHTEH aHa-
nu3. Pesynararute ca 06001eHu B TabnuyHa GopMa 1 HHTEP-
MPETUPAHU CIPSIMO OCHOBHUTE XHUIIOTE3U HA U3CIICIBAHETO.

HEALTH POLICY AND PRACTICE

care (Calgary—Cambridge model, patient-centered care),
as well as an analysis of contemporary empirical research
in the field of doctor—patient interaction.

The initial version of the questionnaire included 15
questions formulated in accordance with the aims and
objectives of the study and covering four main categories:

— sociodemographic and professional characteristics;
— self-assessment of communication skills;
— identification of major communication difficulties;

— attitudes toward training and development of commu-
nication competence.

In order to ensure content validity, the questions were
subjected to expert evaluation by three specialists in
the fields of medical psychology and public health, who
provided recommendations for refining the wording
and eliminating overlapping indicators. As a result, the
questionnaire was reduced to 12 questions, including
both closed and semi-open items.

A pilot test was conducted among 15 healthcare
professionals who were not included in the main sample.
The obtained data demonstrated good comprehensibility
of the questions and appropriate completion time. Based
on the pilot study, no need for substantial revisions was
identified, allowing the instrument to be used in its
final form.

The study was quantitative and descriptive in nature and
was conducted via an anonymous online questionnaire
created in Google Forms. The questionnaire consisted
of 12 questions with fixed and open-ended responses.

A total of 176 healthcare professionals from various
medical settings in Bulgaria participated in the study:

* 61.1% nurses;

* 20.6% physicians;

* 6.9% dentists;

* 6.3% physician assistants;
* 5.1% midwives.

The survey covered the following areas: gender,
age, profession, professional experience, and
type of healthcare institution; self-assessment of
communication skills; identification of communication
difficulties; attitudes toward training and development.

Data were processed using frequency and percentage
analysis. Theresultsweresummarizedintabular formand
interpreted inrelation to the main hypotheses ofthe study.
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Tabn. 1. Coyuodemoepagpcku U npoghecuoHasHu
xapakmepucmuku Ha ussadkama

HEALTH POLICY AND PRACTICE

Table 1. Sociodemographic and Professional
Characteristics of the Sample

Mokasarten Kateropusa n % Indicator Category n %
Mon HeHun 150 85,2 Gender Female 150 85,2
Mbike 26 14,8 Male 26 14,8
Bb3pacTt 20-39 roavHu 42 23,9 Age 20-39 years 42 23,9
40-60 rognHmn 134 76,1 40-60 years 134 76,1
Mpogecnoranen <20 roauHu 51 29,0 Profes_snonal <20 vyears 51 29,0
onut experience
> 20 roanHun 125 71,0 > 20 years 125 71,0
Mpodecusa MeanumHcKn cectpm 108 61,1 Profession Nurses 108 61,1
JNlekapwm 36 20,5 Physicians 36 20,5
Jlekapu no geHTanHa 12 68 Dentists 12 6,8
meauunHa ! o ]
Physician assistants | 11 6,3
JleKapCKM acUCTEHTU 11 6,3
Midwi 9 5,1
AKyLIepKn 9 51 [awives
Type of healthcare .
Tun neueGho BonHuua 123 69,9 institution Hospital 123 63,9
3aBegeHue
YacTeH KabuHeT 35 19.9 Private practice 35 19,9
MonuknnHMKa 18 10,2 Outpatient clinic 18 10,2

[TonOGOpbT Ha y4YaCTHUIUTE € OCHUICCTBEH 4Ype3 METOH Ha
ya00Ha (HeBEpOSTHOCTHA) M3BajKa, KaTO aHKeTaTa € pas-
MPOCTpaHeHa OHJIAHH upe3 MpodeCHOHATHH MPEXH, COLH-
anHu 1uathpopmMu M HedopMmalnHu NPodEeCHOHATHU OOII-
HOCTHU Ha 3ApaBHH CHCIUAJIUCTH. BKJ'IIO‘{BaLHI/ITe KpUTECpUH
ca: ynpaKHsiBaHe Ha MeJMLHMHCKa npodecus B brirapus u
AKTHBHO y4YacTHe B JICUCOHUS MPOLIEC.

W3nomn3Banusr MCETOI Ha HOL[60p II03BOJIsIBA BKJIKOYBAHC Ha
3ApaBHU CIICHUAJIUCTH OT pa3/IMYHU HpO(i)eCI/IOHaHHI/I rpynu
U TUIIOBE JIeueOHH 3aBCICHUS, KOCTO OCUT'ypPsABa XETCPOIrCH-
HOCT Ha U3BaJlKaTa U IIMPOKaA IEPCIICKTHBA BbPXY U3CJICABA~
HUsA np06neM. B CBIIOTO BPEMCE, JIMIICAaTa Ha CIIy4YacH HOL[60p
OorpaHnvaBa Bb3MOXKXHOCTTA 3a II'bJIHA IPEACTABUTCIIHOCT Ha
PE3YIATATUTE 3a BCUYKHU 3APABHU CIICLHIUAJIMCTH B CTpaHara.

Hacrosmioro H3CJICABAHC MMa NPCANUMHO OITHMCATCIICH U aHaA-
JIMTUYCH XapaKTCp U HC LCJIU I'CHCPAJIN3allud Ha pE3yJITaTu-
TC KbM LsJIaTa noImyJjianud, a I/IZ[CHTI/I(bI/IL[I/IpaHC Ha OCHOBHHU
TCHACHIIMHU, HArjJIaCu 1 HpO6J’I€MHI/I 30HHW B KOMYHUKallUOH-
HUA MOJCI JICKAp—TMTallUCHT. Tesn OrpaHU4YCHUs CJIcABa Ja
6I>,I[aT OTYCTCHU IIPpU UHTCPpHOPETANUATA HA JAHHUTEC U NPHU
IJIaHUPAHETO Ha 6”5,[[6]].{1/1 H3CJIcABAHUA C BEPOATHOCTCH AU~
3aifH U IIO-TroJIsIMa n3BajakKa.

PE3YNTATHU

[ToBeueTo pecronmeHTH ca keHHU (85%) Ha BB3pacT MEXIY
40 u 60 ronuHwU, ¢ Hax 20 roguHU MpodecroraeH omuT. Oc-
HOBHATA YacCT OT TsIX padoTaT B 6omHUIM (70%), cnenBanu ot
gacTHU kabuHeTH (20%) 1 monukinuHUKA (10%).

AHaTU3BT 10 MpodheCHOHATHHU TPYTH TIOKa3Ba, Y€ Hal-BHCO-
Ka CaMOOICHKA HAa KOMYHHUKAIIMOHHUTE YMEHHUsI IeKJIapupar
JIeKapuTe ¥ JIEKapuTe 10 JEeHTaJIHA MEIUIUHA, P KOUTO
HaJ TPU YETBBPTU OT PECIOHJCHTUTE T'M OMPEACISAT KaTo

Participant selection was carried out using a convenience
(non-probability) sampling method, with the questionnaire
distributed online through professional networks, social
media platforms, and informal professional communities
of healthcare professionals. Inclusion criteria were active
medical practice in Bulgaria and direct involvement in
patient care.

The applied sampling method allowed the inclusion
of healthcare professionals from different professiona
groups and types of healthcare institutions, ensuring
heterogeneity of the sample and a broad perspective on the
research problem. At the same time, the lack of random
sampling limits the possibility of full representativeness
of the results for all healthcare professionals in the
country.

The present study has a predominantly descriptive and
analytical character and does not aim to generalize the
results to the entire population, but rather to identify
key trends, attitudes, and problem areas in the doctor—
patient communication model. These limitations should
be considered when interpreting the findings and when
planning future studies with probabilistic designs and
larger samples.

RESULTS

Most respondents were women (85%) aged between 40
and 60 years, with more than 20 years of professional
experience. The majority of participants worked in
hospital settings (70%), followed by private practices
(20%) and outpatient clinics (10%).

The analysis by professional groups shows that physicians
and dentists reported the highest self-assessment of
communication skills, with more than three-quarters of

42 BN NN Tov18 M MK+ 1M M M BEbIFAPCKO CMNCAHME 3A OBLIECTBEHO 3/IPABE I M M 2026 M M M BULGARIAN JOURNAL OF PUBLIC HEALTH M M M Vol.18 M MINc 1 W W



3APABHA MONMUTKKA N TNPAKTUKA

,»100pu™ Wi ,,MHOro K00pu“. Cpe MEIUIIMHCKUTE CECTPH
U aKyIIePKUTE ce HAOJI0AaBa MO-BUCOK [/ HA OTTOBOPHTE
»CPEIHU, KOETO MOXE Jla C€ MHTEepPIpeTHpa KaTo MO-KpH-
THYHA caMOPe(IICKCHSI U TTO-YeCT JUPCKTEH KOHTAKT C Mald-
CHTH B CUTyaI[M{ HAa EMOI[MOHAJIHO HAIIPESIKCHHUE.

Ilo oTHomeHHEe Ha KOMYHUKAIITUOHHUTE 6ap1/Iep1/I, HHUCKaTa
3/ipaBHa 'paMOTHOCT HAa MAIIUCHTUTE € BOACIIL] HpO6J’I6M BbB
BCHYKH HpO(l)eCI/IOHaJ'IHI/I rpynu, KaTo T4 €€ OT4YUTa Hali-yec-
TO OT MCAUIUHCKUTE CECTPU U JICKAPCKUTEC ACUCTCHTH. Jlur-
caTa Ha BpeMEC 3a KOHCYJITallus CC MMOCOYBA IMMO-4Y€CTO OT JIe-
KapuTe, KOCTO OTpa3siBa CHCIII/I(I)I/IKaTa Ha TdXHaTa KJIJMHHUYHa
OTTOBOPHOCT U aAMUHUCTPATHBHA HATOBAPCHOCT.

CaMmooneHKka Ha KOMYHMKaIlMOHHHWTE yMeHHS: 72% OT aH-
KETUPAHUTE OMPEACISAT CBOMTE KOMYHUKAIMOHHU YMCHHSI
KaTo ,,MHOTO HOOpH‘ miH ,,m00pu™, 20% — KaTo ,,cpeaHu" ’
enBa 8% — xaro ,,ca1abu’. Ta3u caMooIleHKa COYM OCBh3HATa
3HAYMMOCT Ha KOMYHHUKAIUATA KaTO Mpo(ecHoHalHa KOM-
MIETEHTHOCT.

Ta6n. 2. CamooueHKa Ha KOMyHUKaUUOHHUMEe YMeHUs Ha
30pasHume cneyuanucmu

HEALTH POLICY AND PRACTICE

respondents in these groups rating them as “good” or “very
good.” Among nurses and midwives, a higher proportion
of responses indicated “average” communication
skills, which may be interpreted as greater critical self-
reflection and more frequent direct contact with patients
in emotionally demanding situations.

With regard to communication barriers, low patient
health literacy was identified as a leading problem across
all professional groups and was most frequently reported
by nurses and physician assistants. Lack of sufficient
consultation time was more commonly indicated by
physicians, reflecting the specifics of their clinical
responsibilities and administrative workload.

Self-assessment of communication skills shows that
72% of respondents rated their skills as “very good” or
“good,” 20% as “average,” and only 8% as “poor.” This
self-assessment indicates awareness of the importance of
communication as a professional competence.

Table 2. Self-Assessment of Communication Skills
among Healthcare Professionals

CamoouEeHKa Ha YMeHUATA n % Self-assessment n %
MHoro f06pu 58 33,0 Very good 58 33.0
Hobpun 69 39,2 Good 69 39.2
CpepgHu 35 19,9 Average 35 19.9
Cnabu 14 7,9 Poor 14 7.9
06uwo 176 100,0 Total 176 100.0

OCHOBHH TPYIHOCTH B KOMYHUKALUATA:
PecrnionaeHTHTE TOCOYBAT CIEAHNUTE OCHOBHH OapHepH:

* HHCKa 3[[paBHA TPAMOTHOCT Ha rmanueHTuTe (82%);

* IUTICA Ha BpeMe 3a KoHcynTanus (68%);

* EMOILIMOHAJIHY peakiuu Ha naueHTuTe (55%);

* Hepa30upaHe HAa MEANIIMHCKA TepMUHOIOTHS (47%0);

* HEZ0BEpHE WJIM arPECHBHO IOBEJICHNE Ha MAlMEHTHUTE (10
JTAHHHU OT OTBOPEHH OTTroBOPH — 15%).

Ta6n. 3. OcHosHume bapuepu nped echekmusHama

Main communication difficulties:
Respondents identify the following key barriers:

* low health literacy among patients (82%);

* lack of time for consultation (68%);

* emotional reactions from patients (55%);

* lack of understanding of medical terminology (47%);

* distrust or aggressive behavior from patients (based on
open-ended responses — 15%).

Table 3. Main Barriers to Effective Doctor—Patient

KOMYyHUKauus rekap - nayueHm Communication

NocouyeHa 6apuepa n % Identified barrier n %
Hucka 3apaBHa rpaMoTHOCT Ha NauMeHTUTe 144 81,8 Low patient health literacy 144 81.8
Jlunca Ha Bpeme 3a KOHCYNTauus 120 68,2 Lack of consultation time 120 68.2
EMOUMOHaNHM peakLmn Ha NaumueHTuTe 97 55,1 Emotional reactions of patients 97 55.1
HepasbupaHe Ha MeaNUMHCKa 83 47,2 Poor.understandlng of medical 33 472
TEPMUHONOTUA terminology

Heposepue / arpecnsHo noseaeHve 26 14,8 Distrust / aggressive behavior 26 14.8

OpraHu3aliiOHHU OrpaHUYeHUs: 61% OT aHKETUPAHUTE 3asi-
BSIBAT, Y€ OPraHU3aIUATA HA pab0OTa B TAXHOTO 3BEHO HE 1103~
BOJISIBA ITBJTHOIICHHA KOMYHHKAIIHSL.

Camo 27% ca npemuHanu 00ydeHHEe 10 KOMYHHUKAIHS TPEe3
mocienHuTe 3 ToawHH, HO 78% wm3passBaT TOTOBHOCT Ja
y4acTBaT B ObJICIIH KYPCOBE.

Organizational constraints were reported by 61% of
respondents, who stated that work organization in their
unit does not allow for adequate communication. Only
27% had undergone communication training in the past
three years, while 78% expressed readiness to participate
in future training.
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Tabn. 4. OpzaHu3ayuoHHU hakmopu u y4acmue 8
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Table 4. Organizational Factors and Participation in

0byyeHUemo Communication Training

Aa-n He-n Yes—n No-n

Moka3saTten i
(%) (%) Indicator (%) (%)

OpraHusaunsaTa Ha paboTa no3sossBa L
Nb/IHOLEHHa KOMYHUKaLmA 69(39,2) | 107(60,8) ;Aézquu(;:iacn;?:q%r;iﬁi\g; 69 (39.2) | 107 (60.8)
MpemuHaTo oby4yeHne NO KOMYHWKa- Communication training in the last
uuMA npes nocaeaHuTe 3 roanmHu 48(27,3) | 128(72,7) 3 years 48(27.3) [ 128(72.7)
[OTOBHOCT 3a yyacTue B 6'bAeL|J,M Wi”ingness to participate in future 137 (77.8 39(22.2
0Byuenmn 137(77,8) | 39(22,2) training (77.8) (22.2)

OTHOILICHNE KBM PONISITa HA KOMYHHKAuATa: 96% ot ydac-
THHUIIUTE CIOJENAT, Y€ aKO Ca B POJIsITa HA MAI[MCHT, KOMY-
HHUKaIMATA C JeKaps € ,,MHoro BaxkHa“. ToBa MOTBBpXKIaBa
OCH3HABAHETO HA B3aMMHATa OTTOBOPHOCT B IpoIieca Ha 00-
ITyBaHe.

Tabn. 5. 3Hayumocm Ha KOMyHUKayusima fiekap - nayueHm
crioped 30pasHUMe creyuanucmu

With regard to attitudes toward communication, 96%
of participants stated that, if they were in the role of a
patient, communication with the physician would be
“very important.” This confirms awareness of the shared
responsibility in the communication process.

Table 5. Importance of Doctor—Patient Communication
According to Healthcare Professionals

OueHKa n % Evaluation n %
MHoOro BaxHa 169 96,0 Very important 169 96.0
Mo-cKOpO BaHa 7 4,0 Rather important 7 4.0
Slightly important / not
Masiko BakHa / HeBaKHa 0 0 important 0 0
Obuwo 176 100,0 Total 176 100.0
OBCBHXOAHE DISCUSSION

TpaauIlMOHHUTE MOICIM Ha B3aUMOICHCTBHC MEKIY Jie-
Kap ¥ MalueHT CC OCHOBABaT Ha T.HAp. ,,lTATCPHAJIUCTUYCH
MOAXON", IPH KOHTO JIEKapsT JTOMHHHpPAa B KOMYHHKAaIHs-
Ta, a MAI[MCHTHT ¢ MACUBEH mojydarena Ha uHdopmarus. C
Pa3sBUTHUETO HaA 6I/IOGTI/IKaTa U KOHLECIINMUATA 3a aBTOHOMUS
Ha MalKueHTa, TO3W MOJIEN NMOCTENEHHO € 3aMEHEH OT ,,1apT-
HBOPCKUSI MOJIEI, KBJIETO C€ CTUMYJINPA JUAJIOT, CIIOJICIICHO
B3E€MaHe Ha pelIeHus 1 B3auMHoO goBepue (6). B 6bnrapckara
MEIUITMHCKO-TICHXOJIOTHYHA JuTeparypa PaiixoBa (7) chIno
pasriex/ja TO3M MPexXof, KaTo IoJ4epTaBa 3HAUYCHHETO Ha
IICUXOJOTHUYECCKUTEC d)aKTOpI/I U JIMYHOCTHATAa JUHAMHKA BbB
B3aUMOJICHCTBHUETO JICKAP—TTAIlUCHT.

CbBpeMEHHUTE KOHLEMIIMK 33 MalUeHT-IIEHTPUpaHa Meu-
LMHA To[4YepTaBaT pojsiTa Ha eMIaTHATa, aKTHBHOTO CIIy-
LIaHEe W aJallTHPAHETO Ha €3MKa KbM 3/IpaBHaTa IPaMOTHOCT
Ha nmanueHTa (8, 9). EMmarusTa ce pasriex/jia KaTo KIHY0B
eJIeMEeHT Ha TepaneBTH4HHs anuaHc, a Oncon (10) ycrano-
BsIBa 3HaYMMa 3aBHCHUMOCT MEX1Y U3pa3eHara OT MeJIHIINH-
CKHTE CECTPH €MIaTHsI U HaMaJIIBAHETO Ha MalMeHTCKHS
JIMCTPEC, KOETO NOTBBPK/1aBA 3HAUEHUETO HA eMOI[MOHAIIHA-
Ta aHTAKUPAHOCT B KIMHUYHATA TPAKTHKA.

B Obsirapckus 371paBeH KOHTEKCT CXOJHH TEHICHIIUHU Ce YyC-
TaHOBsBaT U oT [leTpos (11), KOHTO aKIEHTUPA BBPXY HEOO-
XOIMMOCTTa OT CUCTEMHO Pa3BUTHE HA KOMYHUKAIIMOHHUTE
YMEHHSI KaTo 4acT OT MpodeCHOHATHATA TIOIIOTOBKA U TIPO-

Traditional models of doctor—patient interaction are
based on the so-called paternalistic approach, in
which the physician dominates communication and
the patient is a passive recipient of information. With
the development of bioethics and the concept of patient
autonomy, this model has gradually been replaced by a
partnership-based model that promotes dialogue, shared
decision-making, and mutual trust. (6) In the Bulgarian
medical-psychological literature, Raykova (7) also
examines this transition, emphasizing the importance
of psychological factors and personality dynamics in
the doctor-patient interaction.

Contemporary concepts of patient-centered medicine
emphasize the role of empathy, active listening, and
adaptation of language to the patient’s level of health
literacy. (8, 9) Empathy is considered a key element
of the therapeutic alliance, and Olson (10) found a
significant correlation between empathy expressed
by nurses and a reduction in patient distress, which
confirms the importance of emotional engagement in
clinical practice.

In the Bulgarian healthcare context, similar trends are
also identified by Petrov (11), who emphasizes the need
for systematic development of communication skills as
part of professional training and continuing education
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JUbJDKABAIOTO OOy4YeHUE Ha MEAMIMHCKUTE CIEIHAIUCTH.
3HAaYeHHeTO Ha MEAMIIMHCKATa MCUXOJOTUs KaTO OCHOBA 3a
n3rpak/JlaHe Ha KOMyHHKAaTHBHA KOMIIETEHTHOCT € TMOauep-
TaHo u oT CaBoBa (12), k0ITO pa3riexga KOMyHHUKaLUITa
KaTo MHTErpaJieH KOMIIOHEHT Ha KJIMHUYHATA e()EeKTUBHOCT
U IpodecHoHaIHATa YCTOHYUBOCT.

HacrosmoTo u3cnenBaHe yCTaHOBSIBA OTUETIMBO BIIHUSHUE
Ha OpraHM3allMOHHHTE (aKTOPH BBPXY KauyecTBOTO Ha B3a-
nmozeicTereTo. IIpenxoqHu faHHU OT OBJATapcKa M3BajKa
(13) mokasBar Bpb3Ka MEX/ly OpraHu3alMOHHAaTa cpe/a, IICH-
XHYHOTO OJIaronojydue W KadecTBOTO Ha MPO(eCHOHaIHO-
TO B3aUMOJCICTBHE B MEJULUHCKUTE €KUIIH, KOETO JOMbI-
HUTEIIHO NOTBBP)K/1aBA CUCTEMHHUS XapakTep Ha mpobiema.
Jluncara Ha BpeMe M aAMHHHCTPATHBHATAa HATOBAPEHOCT CE
oyepTaBaT KaTO OCHOBHU OapHepH, B ChOTBETCTBUE C MEXKIY-
HapOJHUTE JaHHU.

KomyHukaiusita ciiesipa fa O'bJie pa3riiex/iaHa i B MO-IIHPOK
0OIIIeCTBeH M MHCTUTYIHOHAJICH KOHTeKCT. Henona (14) mox-
yepTaBa poJsiTa HA CTPATErMUYECKUS MOIAXO U JOBEPUETO B
M3rPaXKAAHETO HA YCTOMHYNBY OTHOIICHHS MEK/Y 3APABHUTE
MHCTUTYIMU ¥ TAIUEHTHUTE, KOETO pasiliupsiBa pa3oupane-
TO 32 KOMYHHKAIIMSTA OTBBJ PAMKHTE Ha MHIMBUAYyaTHATA
KOHCyJITanus. B 10mbIHEHNE, pa3BUTHETO HA TUTHTAITHUTE
KOMYHHUKAIMOHHU (POPMHU U TEIEMETUIIHATA TIOCTABS HOBH
M3UCKBAHUS KbM KOMYHHUKATHBHATA KOMIIETEHTHOCT Ha CIie-
[IUATTUCTUTE, KAKTO € 0OCHICHO B paMKUTE HA HAy4HHS (o-
pyMm ,,CONTACT 2021 (15).

YcTaHOBEHHUTE Pa3INUUs MEX Y MPOPECUOHAIHUTE TPYIIH B
HACTOSAIIOTO U3CIIeIBAHE MOJKPENAT He0OOXOIUMOCTTA OT JTU-
bepennupan noaxon npu odydenueto. Tauera (16) moguep-
TaBa, 4Y¢ KOMYHHKaTHBHUTE YMCHHS Cle/iBa Ja C€ pa3BUBAT
MOETAITHO OIIlE B pAMKHUTE HAa MEJUIIMHCKOTO 00pa3oBaHue, a
HE J1a ce pasriexaaT KaTo BTOPOCTENCHHA KOMIIETCHTHOCT.
To3u nmoaxox mpearoiara HHTErpupaHe Ha CTPYKTYpPHPaHH
MOJICNIA ¥ TPAKTHUUECKN CUMYJIAI[UU B 00y YU TEIHUS MPOLIEC.

B 0600m1enue, pe3yaTaTuTe OT U3CIEeBAaHETO HOTBBPIK1aBAT
BHCOKAaTa OCBEJIOMEHOCT Ha OBJTapCKUTE 3JIPaBHU CIeElHa-
JIUCTU OTHOCHO 3HAUYEHUETO Ha KOMYHHKAaLUsITa, HO €HO-
BPEMEHHO C TOBa pa3KpUBAT HAJMYUETO HA OpPraHU3alMOH-
HU, KyJITYpHH U oOpa3oBatennu nepuuntu. [logodpsisanero
Ha KOMYHUKAIlUOHHHS MOJIEJI U3UCKBA CUCTEMHA UHTEPBEH-
1usi, oOXBalama KakTo WHAWBU/YaJHOTO HUBO Ha KOMIIE-
TEHTHOCT, TaKa W WHCTHTYLHMOHAJIHATa ¥ OoOpa3oBaTeiaHara
paMKa Ha 3/ipaBHaTa CUCTEMa.

B nuteparypara ce uaeHTHPHUINPAT HAKOJIKO OCHOBHH TPY-
1 (pakToOpH, BIUSCIIN BEPXY €(PEKTHBHOCTTA HA KOMYHHUKA-
usTa:

®* UHAUBUAYAJIHU: JUYHU KOMYHHUKAIIMOHHU YMCEHHUSA, €MO-
IIUOHAJIHA UHTCJIUTICHTHOCT, OIIUT,

* OpraHU3allMOHHM: PaOOTHA HATOBApPEHOCT, BPEMEBU Orpa-
HUYCHUS, HepapXHus;

* COLIMAJIHU: 3/[paBHA I'PAMOTHOCT, KYJITYPHHU Pa3JIndus, 1-
ruTtaiHa KomyHukanus (17).

WzcnenBanms (3) mokas3BaT, 4e JUICaTa Ha BpeMe e Haif-uec-
Tata O6apuepa 3a KadecTBeHa KOMYHHKAIUs, JOKaTO 00yde-
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of medical specialists. The importance of medical
psychology as a basis for building communicative
competence is also emphasized by Savova (12), who
considers communication as an integral component of
clinical effectiveness and professional sustainability.

The present study establishes a clear influence of
organizational factors on the quality of interaction.
Previous data from a Bulgarian sample (13) show a
relationship between the organizational environment,
mental well-being and the quality of professional
interaction in medical teams, which further confirms
the systemic nature of the problem. Lack of time and
administrative workload emerge as major barriers, in
line with international data.

Communication should also be considered in a
broader societal and institutional context. Nenova
(14) emphasizes the role of a strategic approach and
trust in building sustainable relationships between
healthcare institutions and patients, which expands
the understanding of communication beyond the
individual consultation. In addition, the development
of digital communication forms and telemedicine
places new demands on the communicative competence
of specialists, as discussed in the scientific forum
“CONTACT 20217 (15).

The differences identified between professional
groups highlight the need for a differentiated approach
in planning communication training. Tacheva (16)
emphasizes that communication skills should be
developed gradually within medical education, and not
considered as a secondary competence. This approach
implies the integration of structured models and
practical simulations into the training process.

In summary, the results of the study confirm the high
awareness of Bulgarian healthcare professionals about
the importance of communication, but at the same
time reveal the presence of organizational, cultural and
educational deficits. Improving the communication
model requires a systemic intervention, covering both
the individual level of competence and the institutional
and educational framework of the healthcare system.

The literature identifies several main groups of factors
influencing communication effectiveness:

¢ individual factors (communication skills, emotional
intelligence, experience);

 organizational factors (workload, time constraints,
hierarchy);

* social factors (health literacy, cultural differences,
digital communication). (17)

Studies (3) show that lack of time is the most frequent
barrier to quality communication, while training and

simulation-based practices significantly improve
communication  competence among  healthcare
professionals.

The results confirm that Bulgarian healthcare
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HUATA U CUMYJIAIUOHHUTEC NPAKTUKH 3HAYUTCITHO H0ﬂ06pﬂ-
BaT KOMYHHKAaTHUBHAaTa KOMIICTCHTHOCT Ha MCIUIMHCKUTE
CIICUaJINCTHU.

PesynTarure nmoTBBpKAABAT, Y€ OBJITAPCKUTE 3/PABHU CIIe-
[UAJUCTU UMAT BUCOKA OCBEIOMEHOCT OTHOCHO 3HAYEHUETO
Ha KOMYHMKAIUATA, HO Ca M3MPABEHU INPEN CEPHO3HU CHUC-
TEMHHU M KynTypHHU Oapuepu. Haii-zHaummusaT mpoliem e
HHUCKaTa 3[]paBHA TPAaMOTHOCT Ha MAI[UEHTHUTE, KOITO Ch3/1a-
Ba 3aTPYyJHEHUs IPH OOSICHSIBAaHE HA TUATHO3UTE, TEPATHUTE
1 OYaKBAHHUTE PE3yJITaTH.

BpemeBuAT HATHCK W OPraHU3aLMOHHUTE OrPaHUYEHHS BO-
JAT 110 PeLyLUPAaHO KaueCTBO Ha KOHCYJITAIMATA, IPU KOETO
KOMYHHKAIIUATA YECTO Ce CBEXKAa 10 peaBaHe Ha HHPOP-
Maius, 6e3 Bb3MOKHOCT 3a eMITaTHiiHa oOpaTHa BpB3Ka.

HCO6XOI[I/IM3 € IAJIOCTHA CTPpATErus, KOsATO Ja BKJIIOUBA:

° OGy‘ICHI/IC MO0 KOMYHUKAlIUOHHU YMCEHUS OIC B YHUBCPCU-
TETAa U CICAIUIIIIOMHOTO OGy‘ICHI/IC;

* BbBCIKAAHC Ha CTAaHAAPTH 34 KOMYHHUKalMs B JIeYeOHUTE
3aBCACHHU A,

* BKJTIOYBAHE HA TICHXOJIOTHYECKA TIOJIKpera U eKUITHO B3au-
MOJICHICTBHE;

¢ Cb3/1aBaHC Ha 3ﬂpaBHO-O6paSOBaTeJ'lHI/I Imporpamu 3a mnamu-
CHTH.

3AKINMIOYEHUE

[TpoyuBaHeTo SCHO AEMOHCTPHpPA HEOOXOIMMOCTTa OT Iie-
JIeHAcOYeHa ¥ CHCTeMHa ITPOMsHA B KOMYHHUKAITHOHHUS MO-
JIeTT JISKap - TMalueHT B bbirapus, pasriekJad KaTo KJII0Y0B
KOMITOHEHT Ha Ka4eCTBOTO M €(pEKTHBHOCTTA HA 3APAaBHUTE
yenyru. [lomydeHuTe pesynTaTH MOKas3BaT, 4de 3ApaBHUTE
CHELUaTNCTH B 3HAUYMTEIIHA CTENCH OCHh3HABAT 3HAUYCHHETO
Ha KOMYHHMKaIMITa KaTo Mpodecrnonasina KOMIETEeHTHOCT
n3pa3sBaT BUCOKA MOTHBAIUS 32 YCHBBPIICHCTBAHE HA CBOU-
Te yMeHHs B Ta3u oOmact. ToBa ch3maBa OIaronpusiTHa oc-
HOBA 3a peajM3upaHe Ha yCTOWYMBY IPOMEHH B KIIMHUYHATA
MPAaKTHKA.

B chu1oTo Bpeme u3cieBaHETO Pa3KpHUBa HATMYUETO HA Ce-
PHO3HHU OPraHNU3ALMOHHU U CUCTEMHH OapHepH, KOUTO Orpa-
HUYaBaT MPUJIATaHETO Ha e(pEeKTHBHA, MANUEHT-IIEHTPHpaHa
KoMyHuKanusa. HemoctaTpuHOTO BpeMe 3a KOHCYJITAIus,
JuIcaTa Ha CTPYKTypHpaHH OOydeHHUS U OTCHCTBHETO Ha
SCHU MHCTUTYIMOHAIHU CTAHJIAPTU BOJST A0 HECHOTBET-
CTBHE MEXJAYy TCOPETHYHOTO pa30OHpaHEe 3a 3HAYUMOCTTA
Ha KOMYHHKAIUsITa ¥ PEaJHUTE Bb3MOXHOCTH 3a HEHHOTO
II'BJIHOLICHHO OCBIIECTBSIBAHE B €XEIHEBHATA MEIMIIMHCKA
MPAaKTHKA.

B TO3M KOHTEKCT ce ouepTaBa HEOOXOJUMOCTTA OT paspa-
0OTBaHe W BHEAPsIBAHE HA HAlIMOHAJHA PaMKa 3a KOMyHHUKa-
U B 37paBeONa3BaHEeTO, KOATO Ja 00XBalla BCHYKU HUBA
Ha CHUCTeMaTa — OT MPEAAUIUIOMHOTO M CIEAAMILIOMHOTO
00y4eHHE 10 BBTPCIIHUTE MOJIUTHKU Ha JICUCOHUTE 3aBe/c-
Hus. TakaBa pamka clieliBa J1a BKJIIOYBA CTaHIApPTU3UPAHU
nporpamMu 3a o0y4eHne, MCXaHU3MH 3a OLIEHKAa Ha KOMYHHU-
KaI[MOHHUTE YMEHUS U HachpuaBaHe Ha MpUJIaraHeTo Ha yT-
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professionals have high awareness of the importance of
communication but face serious systemic and cultural
barriers. The most significant problem is low patient
health literacy, which creates difficulties in explaining
diagnoses, therapies, and expected outcomes.

Time pressure and organizational constraints
lead to reduced quality of consultations, in which
communication is often limited to information transfer
without opportunities for empathetic feedback.

A comprehensive strategy is needed, including:

* communication skills training during undergraduate
and postgraduate education;

« introduction of communication standardsin healthcare
institutions;

* integration of psychological support and teamwork;

* development of health education programs for patients.

CONCLUSION

The study clearly demonstrates the need for targeted
and systematic change in the doctor—patient
communication model in Bulgaria, viewed as a key
component of healthcare quality and effectiveness.
The results show that healthcare professionals largely
recognize the importance of communication as a
professional competence and express high motivation
to improve their skills, creating favorable conditions for
sustainable change in clinical practice.

Atthe same time, the study reveals serious organizational
and systemic barriers that limit the implementation of
effective, patient-centered communication. Insufficient
consultation time, lack of structured training, and
absence of clear institutional standards lead to a
discrepancy between theoretical understanding of
communication importance and real opportunities for
its effective application in everyday medical practice.

In this context, the need emerges for the development
and implementation of a national framework for
healthcare communication, encompassing all levels
of the system—from undergraduate and postgraduate
education to internal policies of healthcare institutions.
Such a framework should include standardized training
programs, mechanisms for assessing communication
skills, and encouragement of the application of
established international models such as Calgary—
Cambridge and SBAR, adapted to the Bulgarian
healthcare context.

Improving doctor—patient communication has the
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BBP/ICHU MEXAYHapoaHu monenu, kato Calgary—Cambridge
n SBAR, agantupanu KbM OBJITapCKHst 3paBeH KOHTEKCT.

HO,HO6pHBaHeTO Ha KOMYHHKAIUATAa MCEKAY JICKaps U Ia-
OUCHTA UMa MOTCHIHUAJT HC CaMO Jia MMOBUIIHN YJOBJICTBOpPEC-
HOCTTAa U AOBEPHUCTO HA MANUCHTUTEC, HO U J1a JOIIPUHECE 3a
HO-HO6pO TEPaNCBTUYIHO CHBTPYAHUYICCTBO, [IO-BUCOKA e(beK—
THUBHOCT Ha JieueOHMs nIponec u HaMaJIsIBAHC Ha HpO(l)GCI/IO-
HaJHUA CTPEC CPE 3APAaBHUTE CIICHUAJIUCTH. B T031 cMucen
HWHBCCTULIUATA B KOMYHUKAIMOHHHU YMCHUSA MPCACTABJIsABA
CTpaTeruveCKu pecypc 3a YCTOﬁQHBOTO Ppa3BUTHUC Ha 3ApaB-
HaTa CUCTEMa M 3a IIOCTUraHe Ha OajaHC MCKIAY HpO(l)GCI/IO-
HaJIHaTa C(i)eKTI/IBHOCT " YOBCHIKHA, CTUYCH ACIICKT HA MCIH-
HUHCKaTa Irpyuxa.

BaarogapHocTn
ToBa uzcnenBane e nonkpeneno or MOH nmo Hamumonanna
nporpama ,,Mmaau y4eHu ¥ MOCTIOKTOPAHTH-2%.

JexkJiapanus 3a HAy4YHA eTHKA

W3scnenBaHeTro € NMPOBEACHO B CHOTBETCTBUE C CTHUYHUTE
MPUHLHUIK 32 paboTa ¢ YOBEIIKU YYACTHHIIH. YYaCTHETO €
JI0OpPOBOJTHO ¥ aHOHUMHO.
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potential not only to increase patient satisfaction
and trust, but also to contribute to better therapeutic
cooperation, higher effectiveness of the treatment
process, and reduction of professional stress among
healthcare professionals. In this sense, investment in
communication skills represents a strategic resource for
sustainable healthcare development and for achieving
a balance between professional effectiveness and the
humanistic, ethical dimension of medical care.
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NMPUNATAHE HA PETTTAMEHT (EC)
2021/2282 W HAUMOHATTHUTE
NOJINTUKN 3A LEHOOBPA3YBAHE
U PEMMBYPCUPAHE: CPABHUTEJIEH
AHAIIN3 MEXLOY BbJITAPUA,
FrEPMAHUA N DPAHLUUA

Tonop ®PunkoB

PE3IOME

Bweeoenue: Pecnamenm (EC) 2021/2282 3a oyenka Ha 30pas-
nume mexuonoeuu (O3T) eveescoa om 2025 2. 3a0vadxcumen-
nu cvemecmuu kaunuunu oyenku (CKO) na nuso EC. Cvg-
MecmHume oyeHKU cv30a8am odwa 0okasamencmsena 6asa,
KOSIMO MOJIce KOC8EHO Od NOsUse 8bPXY HAYUOHATIHUME NO-
JUMUKU.

Len: Jla ce ananusupa ouaxearnomo ewv3oeticmeue Ha Peena-
menm 2021/2282 evpxy noaumuxume 3a yeHoobpaszyeaue u
peumbypcupane ¢ bvaeapus, I'epmanus u @panyus.

Mamepuan u memoou: [Iposeden e cpagnumenen anaius Ha
ROMUMUKU 6 mpume Owbpicasdu, 6asupan Ha esponetickama
HOPMAMuGHa pamKd, HAYUOHAIHU OOKYMEHMU U PeNeGanmHu
nybauxayuu. Tpunoscen e Kauecmeen aHaiu3 no Kpumepuu
30 NPOMEHU 8 KIUHUYHAMA OYCHKA, OMPAICEHUE bPXY YECHO-
obpaszysarnemo, peumOypcupanemo u HeoOXoOUMUsL pecypc
npeou u cied 2025 e.

Pesynmamu: Hanuye e nomenyuan 3a no-npo3painu u 06oc-
HOBAHU peuleHUsi 6b3 OCHO8A HA 00WA OOKA3AMENCMEEHA
oasza. B I'epmanus u @panyus Pecramenmvm ce unmezpupa
¢ mMunumannu usmenenus ¢ npoyecume no O37T, be3z npoms-
Ha 6 yenoobpasysanemo u peumbypcuparemo. B bvicapus
oepanuuenusm O3T kanayumem naniaza 3Ha4umMa UHCMUNY-
yuonanna adanmayus, Ho CKO moeam 0a ycropsim docmvna
00 UHOBAYUU NPU OCUSYPEHU PECYPCU, MAKAD eheKmbm 6bp-
Xy cpoxogeme O0a ce ozpanuyasa 0o omnaoaue Ha 0yonupa-
HUme OYeHKu.

Oébcvorcoane: Peenamenmvm uma mooepupawy egpekm 8
cmpanu ¢ ymewpoeHu CUucmemu, OCUu2ypsasaiku Memooo-
JIO2UYHA CH2NACYBAHOCH U NPO3PAYHOC, U KAMAIUIUPAUY
egpexm 6 Bvacapust, KbOemo bHUHAMA eKCNEPMU3A MOJHCE
da yckopu odocmwvna 00 Hosu mepanuu. Heobxooumu ca
YCMOUUU8 Kanayumem u akmusHo yiacmue 3a 6aiauc meic-
0y YCKOpeH 00CIbI U YCMOUYUBOCH.

3aknwuenue: Pecnamenm 2021/2282 beneocu noé eman 6
peuleHuama OmHOCHO 00CMBbNA 00 NeKAPCMEd, KOHCOIUOU-
paiku doxasameacmeenama daza na nuso EC npu 3anazena
HAYUOHAIHA A8MOHOMUSL 34 YeHu u peumoOypcupame. Bo3-
delicmeuemo 6vpxy HAYUOHAIHUME NOAUMUKU 3A6UCU OM
3perocmma u Kanayumema Ha cucmemume.

Karo4oBu 1yMu: OlleHKa Ha 3PaBHUTE TEXHOJOTUH,
ChBMECTHA KJIMHHUYHA OLICHKa, [IECHOOOpa3yBaHe,
peumMOypcupane, Permament (EC) 2021/2282,
CPaBHHTEIICH aHATIN3

HEALTH ECONOMY

IMPLEMENTATION OF REGULATION
(EU) 2021/2282 AND NATIONAL
PRICING AND REIMBURSEMENT
POLICIES: A COMPARATIVE
ANALYSIS OF BULGARIA,
GERMANY AND FRANCE
Todor Finkov

ABSTRACT

Introduction: Regulation (EU) 2021/2282 on health
technology assessment introduces EU-wide mandatory
Jjoint clinical assessments (JCAs) from 2025, creating a
common evidence base expected to indirectly influence
national pricing and reimbursement policies.

Aim: To analyze the expected impact of the Regulation
on national pricing and reimbursement policies in
Bulgaria, Germany and France.

Materal and Methods: A comparative policy analysis
was conducted, drawing on the EU regulatory
framework, national documents and relevant literature.
A qualitative approach applied criteria for changes
in clinical assessment, pricing and reimbursement
implications, and resource requirements, comparing
periods before and after 2025.

Results: JCAs are expected to enable more transparent,
evidence-based decision-making across all three
countries. In Germany and France, the Regulation
integrates with minimal changes into established
HTA processes and does not directly alter pricing or
reimbursement. In Bulgaria, limited HTA capacity
necessitates significant institutional adaptation, but
JCAs can expedite access to innovations with sufficient
resources, though any timeline benefit is mostly limited
to eliminating duplicate assessments.

Discussion: The Regulation has a moderating role
in countries with established systems, providing
methodological alignment and transparency without
significant changes, and a catalytic role in Bulgaria,
where external expertise can accelerate access to new
therapies. Sustained capacity and active engagement are
needed to balance accelerated access with sustainability.

Conclusion: The Regulation marks a new stage in
decisions on access to medicines, consolidating the
evidence base at the EU level while preserving national
autonomy in pricing and reimbursement. lIts impact
on national policies will depend on the maturity and
capacity of the systems.

Keywords: Health technology assessment, joint
clinical assessment, pricing, reimbursement,
Regulation (EU) 2021/2282, comparative
analysis
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BbBEOEHUE

Pernament (EC) 2021/2282 0THOCHO OlLileHKaTa Ha 3paBHU-
te TexHonoruu (Permament 3a O3T) ycraHoBsiBa mpaBHOOO-
Bbp3Ballla paMKa 3a IPOBEXkJaHe Ha CbBMECTHH OLEHKH Ha
3npaBHuTe TexHomoruu Ha HUBO EC (1). Kato akt Ha EC ¢
BHUCLI IOPHINYECKH PAHT, TO3H PeriiaMeHT € ¢ YHUBEpCaHO
MPUIOKEHHE, 3aIbJDKUTENIEH B CBOSATA LISJIOCT U CE IpUIIara
IPSKO BBB BCAKA Jbp)KaBa WieHKa. B cuiia oT HayaioTo Ha
2022 ., HETOBOTO TPHUJIOKEHHUE CE OCBHIIECTBABA TOETAITHO
o1 12 sryapu 2025 r. — mbpBOHAYATHO 32 HOBH JICKAPCTBCHH
nponyktu (JIIT) 3a oHKOJOTHYHM 3a00NSIBAHUS U YCHBBP-
mIieHcTBaHM Tepamuu, oT 2028 r. obxBamia ,,JJeKapcTBa CH-
pamu, a ot 2030 1. — Bcmuku octananu JIII. CpBMecTHaTa
kmmangHa orieHka (CKO) mo Permamenta ce m3rotss B pam-
KUTE Ha MOATpPyIaTa 3a CbBMECTHU KJIWHWYHU oueHKH (SG
JCA) xpm KoopnuHanmoHHaTa Tpymna 1Mo ONeHKH Ha 37paB-
Hute texHonorun (HTA Coordination Group, HTACG). 3a
Besika kKoHKpeTHa O3T HTACG onpenens, H3MeXIy CBOUTE
YJIeHOBE (IPEACTaBUTENN, TEXHHU 3aMecTHUIN U ad hoc mpen-
craBuTenu Ha HarmoHaTHUTE O3T opranm), BOAEIT OLIEHUTET
U CHOLICHHUTEJI OT Pa3JIMYHU AbP)KaBH WICHKH, Bb3 OCHOBA Ha
IPEBApUTEITHO IPHETH KPUTEPUH 3a EKCIIePTH3a U Kallalu-
teT. OcTaHaIUTE YICHOBE Ha IOATPyIIaTa ca BKIIOYEHH KaTo
,ydactBamu O3T opranu, KaTo Te MOTaT Ja pereH3nupar 0o-
XBaTa U IIPOSKTOMOKIIAJNTE, IPeAiaraT KOPeKIHH U JOIIbJI-
HEHUs, HO HAMAT pellaBalia pojis 3a OLeHKaTa.

B To3u cmuchwn ,,eBponeiickara O3T* nmpencraBisBa chBMecC-
TEH KJIMHWYCH AOKJIaJ, IMOATOTBEH U BaJIUJUPAH OT MpPEKa
HarmonasHu O3T opranu, a He CTAaHOBUIIE HA €HA LIEHTpa-
JIU3UpaHa HaJHAlMOHAJHA areHuus. [IpomsBonurenure Ha
JIIT HsAMaT poss IpU ONPEAEIISIHETO Ha BOJCIUUS OLICHUTEI
W CHOLICHUTEIISl M y4acTBaT B IpoIeca Ype3 MojlaBaHe Ha He-
O6XOJII/IMI/ITC JaHHU 1 JOKYMCHTHU 110 YCTAHOBCHUTEC B Perna-
MmenTa 3a O3T npouexnypu. Taka ce KOOpAUHUPA U3TOTBSHETO
Ha CKO 3a onpenenenu HoBH JIIT M BUCOKOPHCKOBH MeTH-
LIUHCKY U3JIEIIHS, KOUTO AbPIKABUTE YJICHKH CIIe/IBa HaJICK-
HO J1a OTUMUTAT IIPU B3EMAHCTO HAa HAIMOHAJIHUTE PCIICHUSA
3a JOCTBII Ha MAIlMEHTUTE JI0 Tepanuu. Makap 1ieHoo0pasy-
BaHETO U PEUMOYPCUPAHETO Ha JIEKAPCTBEHUTE TEXHOJIOTHH
Jla ocTaBaT HaI[MOHAJIEH IIpeporaTus, odmara 6a3a oT JoKa-
3aTencTBa, ch3maaeHa upe3 CKO, ce ouakBa jga nMa HEMpsK
e(eKT BbpXY HAllMOHATHUTE MOJUTUKHU B Ta3u cdepa.

Bcesika ot cpaBHsiBaHuTe AbpkaBu — benrapus, [epmanust u
Opannus — uMa paznudeH npodu Ha cucremara 3a O3T, ne-
HOOOpa3yBaHe u penMOypcupane. B bbarapus npouecsT Ha
O3T e BpBezeH mpe3 2015 1. kaTo ycaoBue 3a BKIOYBAHE Ha
HOBU JiekapcTBa B [losutuBHus nekapersen cnuchk (I1JIC).
Ot 2019 . HarmoHanHUAT CHBET 1O LIEHU U peuMOypcrpaHe
Ha nexapctBenure npoaykru (HCILPJIIT) moema orrosop-
HoctTa 32 O3T, HO EKCHEePTHHSAT KamaluTeT OcTaBa orpa-
HudeH. lleHoBaTta peryrnanus npoabiDKaBa Ja ce OCHOBaBa
TJIaBHO Ha BBHIITHO pe)epeHTHO [leHoo0pa3yBane. [ epmanus
nMa yTBbpaeHa O3T cucreMa: IpolechT BEBEJECH Upe3 3aK0-
Ha AMNOG (Arzneimittelmarktneuordnungsgesetz, 3akon
3a peopraHu3alys Ha papManeBTHYHUS 11a3ap, BbBEICH Ipe3
2011 r.) Bp3nara Ha HezaBucumus HHCTUTYT IQWIG (Institut
fiir Qualitdt und Wirtschaftlichkeit im Gesundheitswesen,

HEALTH ECONOMY

INTRODUCTION

Regulation (EU) 2021/2282 on health technology
assessment (the HTA Regulation) establishes a legally
bindingframework forconductingjointhealthtechnology
assessments at EU level (1). As an EU legal act of the
highest rank, the Regulation has general application,
is binding in its entirety, and is directly applicable in
every Member State. Although adopted in 2021, the
Regulation is implemented in a phased manner from
12 January 2025 — initially for new medicinal products
for oncology and advanced therapy medicinal products;
from 2028 it will cover orphan medicinal products,
and from 2030 it will apply to all remaining medicinal
products. Joint clinical assessment (JCA) under the
Regulation is carried out within the Joint Clinical
Assessment Subgroup (SG JCA) of the Member State
Coordination Group on Health Technology Assessment
(HTA Coordination Group, HTACG). For each specific
assessment, HTACG designates — among its members
(representatives, alternates, and ad hoc representatives
of national HTA bodies) — a lead assessor and a co-
assessor from different Member States, based on pre-
defined criteria relating to expertise and organisational
ability. The remaining subgroup members participate as
‘participating’ HTA bodies: they review the scope and
draft reports and propose amendments, but do not have
a decisive role in the assessment.

In this sense, ‘European HTA’ is a joint clinical report
prepared and validated by a network of national
HTA bodies, rather than an opinion issued by a
single centralised supranational agency. Marketing
authorisation holders have no role in selecting the lead
assessor and co-assessor; their participation is limited
to submitting the required data and documentation in
accordance with the procedures set out in the HTA
Regulation. The process coordinates the development of
JCAs for selected new medicinal products and high-risk
medical devices, which Member States must duly take
into account when making national decisions on patient
access to therapies. While pricing and reimbursement
remain national prerogatives, the common evidence
base generated through JCA is expected to have an
indirect effect on national policies in these areas.

The three countries compared — Bulgaria, Germany
and France — differ substantially in their HTA, pricing
and reimbursement systems. In Bulgaria, HTA was
introduced in 2015 as a condition for including new
medicines in the Positive Drug List (PDL). Since 2019,
the National Council on Prices and Reimbursement of
Medicinal Products (NCPRMP) has been responsible
for HTA, although expert resources remain constrained.
Price regulation continues to rely primarily on external
reference pricing. Germany has an established HTA
system: the AMNOG process (Arzneimittelmarktn
euordnungsgesetz, introduced in 2011) assigns the
independent Institute for Quality and Efficiency in
Health Care (IQWiG) the assessment of the additional
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WHcTuTyT 32 KayecTBO U e€(eKTHUBHOCT B 37paBeola3BaHe-
TO) OLIEHKaTa Ha JJoOaBeHaTa TepaleBTUYHA 110J13a Ha HOBHU-
te JII1. B3 ocHoBa Ha Ta3u onenka G-BA (Gemeinsamer
Bundesausschuss, ®enepanen chbBMecTeH KomMuTeT Ha [ep-
MaHMsl) ONpesessl CTeNeHTa Ha JONbJIHUTENHA 110J13a, CIel
KOETO LIEHUTE CE JAO0TOBapsT LEHTPAIU3UPAHO CIIOpe]] ycTa-
HoBeHaTa non3a. @pannusg ceimo uma yreepaeHa O3T mpak-
tuka: Hanuonanuara 3apaua arenuus (Haute Autorité de
Santé, HAS), upe3 cBosita Komucus mo mpo3padHocT, ole-
HsBa MenuuuHCckara moisa (Service Médical Rendu, SMR)
n job6aseHara croiftHoct (Amélioration du Service Médical
Rendu, ASMR) Ha HOBHTE MEAMKAMEHTH CIPSMO HaJIUYHHU-
T€ alTepHATHBU. 1€3M OLIEHKM ca ONpEAeIIsIN Jall eIHO
JICKAPCTBO I TOJIYYU MyOJIMYHO (PUHAHCHPAHE M C KAKBO
HUBO Ha penMOypCUpaHe, a ChILO CIYIKAT 38 OCHOBA IIPH TIpe-
rOBOpHTE 3a IieHaTa ¢ IKOHOMHYECKHSI KOMUTET 110 3/IpaBHH
nponyktu (Comité économique des produits de santé, CEPS).
OT4YeTeHHUTE B peauna n3cjacaBaHus pa3jnuKu B TE3U CUCTEMU
npeznosarar, 4e eexkrure oT npuiaraHeTo Ha Pernamenra
3a O3T 1mie ce mposBST pa3IUYHO BB BCSIKA AbpKaBa (2).

[Tpn ananu3 Ha ChIIECTBYBAIATa JINTEPATYpPa CE€ YCTAHOBS-
Ba, 4e Jiocera HsMa IMyOJINKYBaHO CaMOCTOSITEITHO M3CIIe/1Ba-
He, KOeTo oOxBala Bb3/eicTBUeTO Ha Permamenrta 3a O3T
BBPXY HAIlMOHAHNUTE TTOJINTUKH 32 IIEHUTE U penMOypcupa-
HETO B HSKOJIKO €BPOTIEHCKH IbpkaBu. Hannie ca yacTnaHu
MIPOYYBaHUS: €AHO CKOPOIIHO M3cliefBaHe B bbarapus oue-
HsBa HaIIacuTe Ha HanuoHanHuTe excreptd no O3T u npo-
THO3UPA 3HAYUTEITHN IPOMEHH B HAIIMOHATHHUTE ITPOLIETY PH,
KaTo Moj{4epTaBa HEOOXOAMMOCTTa OT JOM'BJIHUTEIIHO 00y Ue-
HUE Ha KaJIpUTe 3a YCIIEIIHOTO Npriarane Ha PermamenTa 3a
O3T (3). ChiecTBYBaT ¥ MyOIUKAIMH, TOCTABSIIN AKIEHT
BBPXY OTAETHM acleKTH Ha BBBEXJaHETO Ha PermameHta
3a O3T. B HanuuHuTE U3CAEBAaHUS CE€ NIOCOYBA, Y€ TOTOB-
HOCTTA Ha JbpP)KaBUTE YJICHKH 3a Mprularane Ha PermamenTa
3a O3T Bapupa, KOETO Mopak/ia IPENOPbKH 32 HOPMATHBHO
XapMOHHM3UPaHe U YKpeIBaHe Ha eKCIIEPTHHSI KarauTeT (4).
Hsixon aBropu (Julian u cpaBr., 2025) 00pbIIAaT BHUMAaHNE Ha
HEoOXOIMMOCTTa OT M30ATBaHE HA TPEIIKM W HAMHpaHE Ha
TIpaBHUITHUS OajlaHC MPH MPHUJIAraHeTO Ha HOBATa CHCTEMa 3a
O3T (5). B apyru TpynoBe ce HASHTUPHUINPAT TPAKTHYECKH
MIpEIU3BUKATENICTBA, HAIPIMED HYKJIaTa OT ChIlacyBaHe Ha
PICO (Population, Intervention, Comparison, Outcome; mo-
MyJIalysi, THTEPBEHIIMS, CPABHEHNE, PE3YJITAaT) KPUTEPUUTE
(6) u ot HaBpemeHHO m3rotBsiHe Ha CKO moknany, 3a jga ce
n30erHar HeXxelaH! 3a0aBsSHUS B OLICHKUTE, KAaKTO M U3CJIe/I-
BaT HArJlaCHUTE Ha MHIYCTPHUITA W PEryJIaTOPUTE OTHOCHO
epextuBHOTO MHTerpupane Ha CKO B HanmoHaHMUTE pere-
HUS 32 eHuTe U penMOypcupanero Ha JIIT (7).

LEN

[lenta Ha HACTOSIIOTO M3CICABAHE € J]a OIICHW OYaKBAHOTO
BB31eiicTBUe Ha PermamenTa 3a O3T BBpXy HAIIMOHAIHHUTE
MIPOLIECH U TIOIUTHKY TI0 IEHO0Opa3yBaHe M penMOypcupaHe
Ha JII1 B bearapus, ['epmanus u @panius.
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therapeutic benefit of new medicines. On the basis
of this assessment, the Federal Joint Committee (G-
BA) determines the extent of added benefit, after
which prices are negotiated centrally in line with the
benefit assessment. France likewise has a mature HTA
practice: the Haute Autorité de Santé (HAS), through
its Transparency Committee, assesses the medical
benefit (Service Médical Rendu, SMR) and added value
(Amélioration du Service Médical Rendu, ASMR) of
new medicines against available alternatives. These
assessments determine whether a medicine will receive
public funding and at whatreimbursement level, and they
also underpin pricing negotiations with the Economic
Committee for Health Products (Comité économique
des produits de santé, CEPS). Differences documented
across studies suggest that the HTA Regulation will
have differentiated effects across national contexts (2).

A review of the existing literature indicates that,
to date, there is no standalone study examining the
impact of the HTA Regulation on national pricing
and reimbursement policies across multiple European
countries. Available evidence is partial. A recent
Bulgarian study assessed the attitudes of national HTA
experts and anticipated substantial changes in national
procedures, emphasising the need for additional staff
training to ensure effective implementation of the HTA
Regulation (3). Other publications focus on specific
implementation aspects. The literature notes variation in
Member States’ readiness to implement the Regulation,
prompting recommendations for legal alignment
and strengthening of expert capacity (4). Julian et al.
(2025) highlight the need to avoid errors and strike an
appropriate balance in applying the new HTA system
(5). Further contributions identify practical challenges,
such as alignment of PICO (Population, Intervention,
Comparison, Outcome) criteria (6) and timely delivery
of JCA reports to prevent unintended delays, as well
as stakeholder views on the effective integration of
JCA into national pricing and reimbursement decisions
(7). This study aims to address the gap through a
comparative analysis of Bulgaria, Germany and France,
focusing on the expected impact of the HTA Regulation
on national pricing and reimbursement policies.

AIM

The aim of this study is to assess the expected impact of
Regulation (EU) 2021/2282 on national pharmaceutical
pricing and reimbursement policies and procedures in
Bulgaria, Germany, and France.
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MATEPWAIN U METOOU

W3cnenBaneTo mpeacTaBisiBa CPAaBHUTEIICH aHAIN3 HA T1OJTHU-
TUKU B Tpu AbpkaBu wieHku Ha EC (bearapus, [epmanus
n ®paHnus), TPOBEJEH KaTO MHOTOKOMIIOHEHTHO Ka3yCHO
mpoy4BaHe. AHaIM3BT ce OCHOBaBa Ha: (i) eBpomeiickara
MpaBHAa U MeToAMYecka paMka Ha Permamenta 3a O3T — 00-
XBaT M aBTEHTHYeH TeKCT (1, 8), KakTO M HACOKH 3a IMpujIara-
He u paboTtHa porpama Ha HTACG (9, 10); (ii) HanimoHamHu
HOpPMaTHBHH aKTOBE M JJIOKYMEHTH 3a ajanTanus B bearapus
(11, 12), Tepmanns (13, 14) u @pannus (15, 16); (iii) peueH3u-
paHM MyOJINKALNN 1 €KCIEPTHHU CTAHOBHIA OTHOCHO BBBEXK-
AaHeTO W odakBaHUTE edekTH (3-5), TOmBIHEHH ¢ OBiTap-
CKO eMITMPUYHO TpoyuBaHe 1mo Tematukara Ha O3T (17); u
(iv) HTHCTUTYIIMOHAJIHHE JOKYMEHTH/aHATN3HU 32 IMpaKTHKaTa
W OpTaHM3AIMOHHUA Mozenl Ha ocHoBHUTe HTA opranm —
HAS u Komucusra mo nmpospagnoct (18), marepuaam oTHOC-
HO aJalTalliiTe Ha repMaHckara mporenypa AMNOG (19),
kakTo u cranopumeTo Ha HCLIPJIIT 3a roToBHOCT 32 mpuita-
rane Ha PermamenTa 3a O3T (20).

[MopxonbT BKIIIOYBA KAYeCTBEH CPABHUTENCH aHAIH3 IO
MPEIBAPUTENIHO Ne(PUHUPAHN KPUTEPUU: IIPOMEHH B IIPOLIE-
JlypUTe 332 KJIMHUYHA OLIEHKA; OTpakeHHe BBPXY IIeHOOOpa-
3yBaHETO (BKJI. TOrOBapsiHe U pehepeHTHO IeHO0Opa3yBaHe);
OTpa)KeHUE BBPXY PEIICHHTA 32 peUMOypCUpaHe; U pecyp-
CHM ¥ KalalMTEeTHU U3UCKBAHUS 3a MpHJIAaraHe Ha Ipoleca.
CpaBrenueto o0xBaiia neproa rnpeau u ciex 2025 r. B Tpu-
T€ ABbpKaBH, Bb3 OCHOBA Ha OYaKBAHUTE IMPOMEHU U IJIaHU-
paHHUTE MEPKH, KaTO PE3yJITATUTE ca CHHTE3UPAHH C aKIIEHT
BBPXY CXOJICTBA M pa3nuuus. B pamkaTa Ha ex-ante oleHKa
Ha BB3/ICUCTBUETO Ca aHAJIN3MPAHH OYaKBaHHUTE e(heKTH, Me-
XaHU3MUTE Ha BIMAHUEC, UHCTUTYIIHUOHAJIHUTE MPCAIIOCTaB-
KU ¥ PUCKOBETe MpH Npuiara€eTo Ha Permamenta 3a O3T,
BKJIIOYMTEITHO OTPA3eHUTE O3UIMU HA HHAyCcTpusTa (6, 21).

PE3YINTATU

IIpomenu B nmpouecute mo O3T

PermamentsT 3a O3T BBBekaa MexanuszbpMm 3a CKO Ha om-
penenenu HoBu JIII, koiiTo 00BBpP3Ba M TpUTE ABpXKaBu. OT
2025 1. AppKABUTE WICHKH Ca JIHKHU JIa TPUIarar JoKJiana
o1 CKO xbM Hammonanuus cu O3T moknag u ga oTpas3sBar
BJIMSIHUETO MY BBPXY CBOTBETHOTO pelieHue. [Ipu HannueH
€BPOICHCKH TOKJIa ]l HAIIMOHAIHUTE OPTaHU HE CJIC/BA Ja U3-
HCKBAT MOBTOPHO BEYE MPEIOCTABCHA HA €BPOICHCKO HUBO
KIMHUYHA HHOOPMAIIUS ¥ aHAJIU3H, & OT IPOU3BOIUTENIS CE
odakBa Jia u3berne ayOaupaHe Ha TaHHUTE B HAITMOHATHOTO
Jocue.

B nwpxaBu ¢ yrBepaeH O3T kamanurer, kato ['epmanus u
®paHnus, ToBa ch3gaBa GOpPMaIHO M3MCKBAaHE 3a CHIJIACY-
BaHe W npensuauma uHTerpanus Ha CKO B HanunoHanmHUTE
npouecu. ['epmanus agantupa npoueaypara no AMNOG B
HadanoTo Ha 2025 T., KaTo NpU CBOEBPEMEHHO HAJIMUYEH J0-
knag oT CKO e mpenBuIeHO U3MOI3BAHETO MY BMECTO U3IOT-
BSIHE Ha M3115U10 HOB pedepenteH nokian ot IQWiG (19). Ako
HaIMOHAJIHATA MTPOLely pa CTapTHpa MPeIN MyOJUKyBaHE Ha
CKO, onenkara npojbikaBa MO JOCETALTHUS pell, KaTo pe-
synrarute or CKO MoraT f1a ObaT BKJIFOYCHH HA MO-KBCCH

HEALTH ECONOMY

MATERIAL AND METHODS

This study is a comparative policy analysis of three
EU Member States (Bulgaria, Germany and France),
conducted as a multi-component case study. The analysis
draws on: (i) the EU legal and methodological framework
of the HTA Regulation — its scope and authentic text (1,
8), as well as implementation guidance and the HTACG
work programme (9, 10); (ii) national legal acts and
adaptation documents in Bulgaria (11, 12), Germany (13,
14) and France (15, 16); (iii) peer-reviewed publications
and expert commentary on implementation and expected
effects (3—5), complemented by a Bulgarian empirical
study relevant to HTA (17); and (iv) institutional
documents and analyses on the practice and organisational
model of key HTA bodies — HAS and its Transparency
Committee (18), materials on adaptations to the German
AMNOG procedure (19), and the NCPRMP position on
preparedness to implement the HTA Regulation (20).

The approach applies qualitative comparative
analysis against pre-defined criteria: (i) changes in
clinical assessment procedures; (ii) implications for
pricing (including negotiation and reference pricing);
(ii1) implications for reimbursement decisions; and
(iv) resource and organisational requirements for
implementation. The comparison covers the periods
before and after 2025 in the three countries, based on
expected changes and planned measures, with synthesis
emphasising both similarities and differences. Within
an ex ante impact assessment perspective, the analysis
considers expected effects, mechanisms of influence,
institutional preconditions and implementation risks,
including stakeholder positions from industry (6, 21).

RESULTS

Changes in HTA processes

The HTA Regulation introduces a JCA mechanism
for selected new medicinal products, binding all three
countries. From 2025, Member States must append the
JCA report to their national HTA report and indicate how
it influenced the respective decision. Where a European
JCA report is available, national authorities should not
request again clinical information and analyses already
submitted at EU level, and manufacturers are expected to
avoid duplicating those data in national dossiers.

In countries with established HTA systems such as
Germany and France, this creates a formal requirement
for alignment and predictable integration of JCA into
national processes. Germany adapted the AMNOG
procedure at the start of 2025: where a JCA report is
available in time, it is intended to be used instead of
producing an entirely new reference report by IQWiG
(19). If the national procedure begins before the JCA
is published, the assessment continues under existing
rules; JCA results may be incorporated later (e.g., during
hearings) only if available before the final G-BA decision.
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eran (Harp. 0 BpeMe Ha U3CIIyLIBaHHATA), HO CaMo IIpH Ha-
JUYHOCT npenu puHaiHoTo perienue Ha G-BA. To3u moaxon
[IPUOPUTH3HPA CIIa3BaHETO HAa KPATKUTE HAIIHOHAHHU CPOKO-
BE U OrPaHUYaBa PUCKa OT 3a0aBsiHE HA JOCTBIIA.

BwB ®pannus Komucusrta no npospaunoct kbM HAS cnensa
na orunta CKO nipu popmupane nHa SMR u ASMR 3a HoBH-
te Tepanuu (18). [TapanenHo ¢ Tosa npe3 2023 1. @panmus
ImpeanpueMa 3aKOHOAATEIHU CTBHIKHU 3a Npuiara€e Ha Pe-
rnaMeHTa 3a O3T, BKIIIOUNTETHO Upe3 Ch3/1aBaHEe HA Bb3MOX-
HocT HannoHanHata O3T mpoueaypa Aa oTpassiBa U3BOAUTE
OT eBponelckus noknaaa, a HAS yuacTBa akTHBHO B €Bpo-
MeHCKOTO KOOPAWHAIIMOHHO yIIpaBJIeHHE U B pa3paboTBaHe-
TO Ha MeToAn4ecKkHuTe prkoBoacTBa 3a CKO.

Bbwnrapus, npu aunca Ha HAIBJIHO PAa3BUTA CAMOCTOSITEITHA
crcTeMa 3a KIMHUYHA OLICHKA Ha HOBHUTE 3[]paBHU TEXHOJIO-
THH, C€ OYaKBa J[a pa3duTa B 3HAUUTEIIHA CTEIICH HAa XapMo-
Hu3upaHuTe oreHky Ha HUBO EC. HammonanHaTta HOpMaTHB-
Ha ypenba e m3MeHeHa mpe3 2024 T., ¢ men onpeaensiHe Ha
komnerenTeH opran mo O3T (HCIPJIIT) n BBBekIaHe Ha
npouenypu no pasriexaane Ha CKO (12). CprimacHo mpoek-
ta Ha 31 /1 3JIIIXM u npuapyxaBamiara 9acTHIHA TpeBa-
putenHa orieHka Ha Bb3aeiictBuero HCLPJIII e nedpunupan
KaTo HAIMOHAJICH OpraH IO Npujarane Ha PermamenTa 3a
O3T u wren Ha HTACG, xato B paMKuTE Ha CIIeIIHaTH3Hpa-
HaTa My aIMUHHUCTPAIHs Ce MPEABMIK/A Ch3/1aBaHE HA OTACH
,;Otenka Ha 3npaBHuTe TexHomoruu* (12, 20). OgakBaHEeTO
€ TOBA 3BEHO J]a KOOPAMHHUPA B3aUMOJICHCTBUETO C €BPOMEi-
CKHTE CTPYKTYpH, Oa 00paboTBa MyOIWKyBaHUTE IOKJA-
mu or CKO u ma moamomara ImoAroTOBKaTa Ha HAITMOHAJHU
CTaHOBMIA, JOKAaTO KOHKPETHWUTE BBTPEUIHH MHPOIEAYPH
MPEACTON 1a OBJaT JeTalIn3upaHy B MO/A3aKOHOBH aKTOBE.
O4vakBaHUAT €PEKT € MO-BUCOKO KAUECTBO Ha KIMHUYHATA
JTOKa3aTeJICTBeHA 0a3a IpH PEUICHHUATA 3a pEUMOypCHpaHe ’
MOTEHIIMAIHO YCKOPSIBaHE Ha OLEHKaTa Ha WHOBaTHBHU JIII
ype3 OrpaHnvaBaHe Ha TyOIMPaHeTO HA KIMHUYHUTE JOCHe-
Ta Ha HAIMOHAJIHO HMBO, IIPH 3aIl1a3¢HO MPaBO 32 H3NCKBAHE
Ha JIONTBJIHATETHA HHPOPMAIHs, crieludruyHa 3a HalHoHaI-
HUS KOHTEKCT (HarpuMmep papMaKOMKOHOMHYECKH aHAJIN3).

EdexTn BbpXy nponeca Ha neHooOpa3yBaHe

[TpsikoTo mEeHOOOpa3yBaHe M pEIHICHUsTa 3a peuMOypcupa-
HC OCTaBaT HallMOHaJIHA KOMIICTCHTHOCT, THH KaTto Perima-
MeHTBT 32 O3T HU3PHUYHO HEC XapMOHHU3UpPA MCXAHU3MUTC 3a
OonpeacjadHe Ha HCHU U 00xBaT Ha Hy6J’II/I‘1H0 3alnianiaHe.
B’I)HpGKI/I TOBa 06111aTa KJIMHHUYHAa J0Ka3aTCJICTBCHa OCHOBA,
Ch3aACHa YpeC3 CKO, MOJXE€ KOCBCHO Jia IIOBJIMAC Ha LICHOBU
IIPETOBOPH B CTPAHUTE.

B T'epmanns n @pannus, kpaeto O3T cuctemuTe ca yTBBp-
nenn, pesynratute or CKO me moamomarar onpeneisHeTo
Ha mo0OaBeHaTa CTOWHOCT Ha HoBHTe Tepamuu. G-BA B I'ep-
MaHus 0a3upa IEHOBUTE TPETOBOPU HA HAJTMYNUETO Ha JIOTBJI-
HUTEIIHA TEPANEBTUYHA I10J13a: TIPH JINTICA HA TaKaBa HOBHT
JITT 0GMKHOBEHO ce MO3WIIMOHUPa KBbM pedepeHTHA IIEHOBA
rpyna ¥ IPEeroBOpH HE ce MPOBEX/IAT, a NMPH JOKa3aHa 3Ha-
YIMa 110132 MOXKeE /1a ce 000CHOBE MO-BUCOKA IIeHA. AHAJO-
rugHo, BEB @pannns HAS mHTETprpa eBporneiickuTe JaHHT
MIpH NIPUCHXIaHeTo Ha HUBO HAa ASMR: BHCOKaTa KITMHIYHA

HEALTH ECONOMY

This approach prioritises compliance with short national
timelines and limits the risk of delayed access.

In France, HAS’s Transparency Committee is required
to take JCA into account when forming SMR and ASMR
assessments for new therapies (18). In parallel, France
took legislative steps in 2023 to support implementation
of the HTA Regulation, including enabling national
HTA procedures to reflect conclusions of the European
report; HAS participates actively in HTA coordination
at EU level and in developing methodological guidance
for JCA.

In Bulgaria, given the absence of a fully developed
standalone system for clinical assessment of new
health technologies, implementation is expected to rely
substantially on EU-level harmonised assessments.
National legislation was amended in 2024 to designate
a competent HTA authority (the NCPRMP) and
introduce procedures for handling JCA (12). Under
the draft amendment to the Medicinal Products in
Human Medicine Act and the accompanying partial
ex ante impact assessment, the NCPRMP is defined
as the national authority for implementation of the
HTA Regulation and a member of HTACG; within its
specialised administration, the creation of a dedicated
‘health technology assessment’ unit is envisaged (12, 20).
This unit is expected to coordinate interaction with EU
structures, process published JCA reports and support
the preparation of national positions, while detailed
internal procedures are to be specified in secondary
legislation. The anticipated effect is improved quality of
the clinical evidence base for reimbursement decisions
and potentially faster appraisal of innovative medicines
by reducing duplication of clinical dossiers at national
level, while retaining the right to request additional
information specific to the national context (e.g.,
pharmacoeconomic evaluation).

Effects on the pricing process

Pricing and reimbursement decisions remain national
competences, as the HTA Regulation explicitly does not
harmonise mechanisms for setting prices or defining
the scope of public coverage. Nevertheless, the common
clinical evidence base produced through JCA may
indirectly influence national pricing negotiations.

In Germany and France, where HTA systems are
mature, JCA findings are expected to support
assessments of the added value of new therapies. In
Germany, G-BA links pricing negotiations to the
presence of additional therapeutic benefit: if such
benefit is absent, a new medicine is typically positioned
within a reference price group and negotiations may not
proceed; conversely, demonstrated added benefit can
support a higher negotiated price. Similarly, in France,
HAS integrates European evidence when assigning
ASMR levels: high clinical effectiveness (ASMR I-I1I)
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epextuBHOCT (ASMR I-1II) TpanuumoHHO pasmupsiBa Bb3-
MOXKHOCTTa 3a JIoroBopeHa no-sucoka 1ena ¢ CEPS, nokaro
nurncara Ha npeumyiiectBo (ASMR IV-V) orpanunuasa 1e-
HaTa JI0 PaBHUILETO Ha CHIIECTBYBAIUTE aITePHATUBH.

B Bbwarapus npunaranero Ha CKO ce u3pbpiiBa upes npo-
neca no BkitouBare B I1JIC u onpenensiHe Ha ycnoBUATa 3a
3amutamane. PerynaropHarta pamka NpoabikaBa a pa3dnuTa
OCHOBHO Ha BBHIITHO pe)epeHTHO LeHOOOpa3yBaHe, 3aTOBA
e(eKTuTe BHPXY IIEHUTE CE 0YaKBa JIa C€ MPOSIBAT MPEIUM-
HO upe3 pemeHueTo nanu HoB JIIT ma Owae BraroueH B [1JIC
n npu kakBu peuMmOypcum ycnosus. HCLPJIIT u H3O0K, c
KJIIOYOBA POJIsl B Ipolieca, Ouxa MOTIIN P JI0Ka3aH 3HAYHM
KJINHUYEH e(eKT MO-yBEepeHo Ja apryMEeHTHPAT BKIIOYBAHE
Ha Hos JIII B I1JIC, nopu npu 1o-BUCOKH BHHIIHK pedepeHT-
Hu 1ienoBy paBHuma. [Ipn HeOmaronpusraa CKO (nnmica Ha
JIOKa3aHO TEPANeBTUYHO MIPEUMYILECTBO) € Bb3MOXKHO Ja Ce
Ch3/1aJlc OCHOBAHME 3a OTJIAraHE WJIM OTKa3 OT BKJIIOUBAHE
— HE3aBUCHMO OT HUBATa Ha BHHITHUTE Pe()epPEHTHH LICHH.

[Ty6mmanocTTta Ha CKO censa na Hamanu nHGOpPMaIIHOHHA-
Ta aCHMETPHs B LICHOBUTE IPErOBOPH, KATO MPEJOCTABH HA
MO-MaJIKUTE Ma3zapu o0Iia JoKa3aTeIcTBeHa OCHOBA 3a apry-
MEHTAIMs, BKJIIOYUTEIHO Ype3 M030BaBaAHE HA PEICHUSITA B
JUbPIKABH C MO-BUCOKA MPETOBOPHA TEXKECT. B CHIIOTO Bpeme
JIU(pepeHIIMPaHUTe THhPrOBCKH CTPATETHH HA MPOU3BOANTE-
JuTe (HATp. CEIeKTHBHO 3a0aBsgHE HA HABIM3aHETO HA IMa3a-
PH C HUCKH LIEHH U U3I0JI3BAHE Ha MOBEPUTEIHH OTCTHIIKH),
KaKTO ¥ KOH()MJICHIMATHOCTTA HAa [OTOBOPEHHUTE YCIIOBHSI
U pa3MHUHABAHETO MEX/1y OTUETHHU U TPAH3AKI[MOHHH IICHH,
OrpaHMYaBaT CTENEeHTA Ha [[CHOBA KOHBEPIeHIIMs U Bh3Ipe-
MATCTBAT CHOHTAHHOTO W3paBHSIBAHE HA HETHUTE LIECHOBH
paBuuma. I[lpoBeJeHN aHANUTUYHM HW3CIEABAHUS MPEIy-
MPeXKIaBar, 4e MpH JINICA HA KOOPAMHUPAHH TOJIUTUKH H
KOPEKTUBHU MEXaHH3MHU TOBHIIEHATA IIEHOBA MPO3PAYHOCT
MOXe J1a MHYIHpa KOHBEPreHIIUs KbM I0-BUCOKH [IEHOBH
paBHHIIA, ¢ HEOIATONPUATHU TOCIEAUIM 32 TO-MAJIKUTE U
TTO-HHUCKOJOXO/THA ABPKaBH (22).

CpoxoBe 32 10CTHII H PelIeHNs 32 peuMOypcrupaHe
Enna ot 3asBenute uenu Ha PernmamenTa 3a O3T e moamomor-
HETO Ha IBPXKABUTE WICHKHU ITPH B3E€MAaHETO Ha HABPEMEHHU
peIIeH s 3a TOCTHII Ha MAIMCHTHTE 10 HOBH Tepamnuu. Cpas-
HUTETHUAT aHAJTU3 YCTAHOBSBAa CMECEHH OYaKBAHHS 3a pea-
JIM3ALMATA Ha Ta3u 1eJ.

B I'epmanust mpouecsT 1O OLEHKA U IOrOBapsiHe Ha IeHaTa 3a
HoB JIIT e 3ak0HOBO OrpaHHUueH B paMKHUTE Ha OKoJio 12 mece-
11a clie/l BbBEKJAHETO MY Ha naszapa (6—7 mecela 3a OLeHKa U
pemrerune Ha G-BA u 1o 6 mecena 3a eHOBH rperoBopw). [1o-
paau TOBa TEPMAHCKHUTE SKCIIEPTH HE MPENBIKIAT 3HAYUMO
CKBCSIBAaHE Ha CPOKOBETE BeieacTBre Ha eBponeirickute CKO,
0COOCHO aKO EBPOMEHCKHAT JOKJIAJ HE € TOTOB KbM MOMEH-
Ta Ha HanuoHanHarta mporenypa. G BA/IQWiG mocousar, 4e
CpPOKOBETE 3a TOjaBaHe Ha HAIIMOHATHOTO JIOCHE M 3a Tep-
MaHCKaTa HallMOHaJIHA OIEHKa 0CTaBaT HEMPOMEHEHH, a aKo
€BPOMEUCKUTE MOKJIAJAN CTAaHAT HAJIMYHM CJIE]] Ha4alI0To, HO
npenu nyONMKYyBaHETO Ha Hal[MOHaHATa oleHka, G BA ru
BKJIFOUBA B MyOJUYHOTO U3CIYIIBAHE U T'M OTYUTA B TIOCIICH-
BaioTo peueHue (14).
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traditionally expands the scope for a higher negotiated
price with CEPS, whereas limited added value (ASMR
IV-V) anchors price setting to the level of existing
alternatives.

InBulgaria, JCA is operationalised through the process of
inclusion in the Positive Drug List and the determination
of reimbursement conditions. As regulation continues
to rely primarily on external reference pricing, price
effects are expected to materialise mainly through
decisions on whether a new medicine is listed and under
which reimbursement terms. Where JCA demonstrates
meaningful clinical benefit, NCPRMP and the National
Health Insurance Fund (NHIF) may more confidently
justify inclusion even at higher externally referenced
price levels; conversely, an unfavourable JCA (lack
of demonstrated therapeutic advantage) may provide
grounds to defer or reject inclusion, irrespective of
external reference price levels.

The public availability of JCA is expected to reduce
information asymmetry in pricing negotiations by
providing smaller markets with a shared evidentiary
basis for argumentation, including by reference to
decisions in markets with greater bargaining power.
At the same time, manufacturers’ differentiated
commercial strategies (e.g., selective launch delays in
low-price markets and the use of confidential rebates),
alongside confidentiality of negotiated conditions and
discrepancies between list and transaction prices,
limit the degree of price convergence and prevent
spontaneous alignment of net prices. Analytical studies
warn that, absent coordinated policies and corrective
mechanisms, increased price transparency may induce
convergence toward higher price levels, with adverse
consequences for smaller and lower-income countries
(22).

Timelines for access and reimbursement
decisions

One stated objective of the HTA Regulation is to
support Member States in making timely decisions
that facilitate patient access to new therapies. The
comparative analysis indicates mixed expectations
regarding the achievement of this objective.
In Germany, the process of assessment and pricing
negotiation for a new medicine is legally constrained
to around 12 months after market entry (6-7 months for
G-BA assessment and decision and up to 6 months for
pricing negotiations). Accordingly, German experts do
not anticipate substantial shortening of timelines as a
result of European JCAs, particularly if the European
report is not available at the start of the national
procedure. G-BA/IQWiG indicate that deadlines
for submitting national dossiers and conducting the
German appraisal remain unchanged, and that if
European reports become available after initiation but
before publication of the national assessment, G-BA
will include them in the public hearing and take them
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BbB @panuus cucremara Cbhblll0 MMa YCTAHOBEHU CPOKOBE:
onenkara or HAS ornema okono 90 nHU 3a MbPBOHAYAIIHO
CTaHOBHIIIE, a peroBopure 3a nenara ¢ CEPS — ome 3-6 me-
cera, T.e. o0IIo ca HeoOxomuMu 6-9 Mecela OT TMOTydYaBaHEe
Ha pa3pemieHneTo 3a ynorpeba o BkirouBaHeTo Ha JIIT 3a
penmOypcupane. To3u eproa 6u MOT'BI 1a OBIe MO-KPaThK,
ako ce n3nonsBa CKO Bmecto HAS 1a M3rorBs M3IIIO Ha-
IIMOHAJICH OTYET, HO OB/IeIIaTa MPaKTHKA IIIe TIOKaXe TaTh 1
Kak TOBa IlI¢ ce peanusupa. JJonursane cpel eBpONEHCKH 3a-
WHTEPECOBAaHU CTpaHU (perysaTopH, €KCIEePTH, HHIYCTPHSI)
pa3KkpuBa yMEpeH CKENTUIM3BM: eaBa okojo 38% ogakBar
HO-6’Bp31/I HallMOHAJIHU PCIICHUA BCJICACTBHUC Ha HOBUSA PC-
riaMeHT (5). OcHOBHATa NMPUYHUHA €, Ue JIOPHU Clie/l YCKOpeHa
KJIMHWYHA OIICHKA OCTaBaT JIPYTU CTHIIKHU, KAKBUTO ca (dap-
MaKOMKOHOMHUYECKATa OIICHKA, MPErOBOPUTE 3a OKOKETHO
BB3IICHCTBHE U JPYTH aJIMAHUCTPATHBHHE IIPOLIEAYPH, KOUTO
MPOABIKABAT J]a M3UCKBAT 3HAYUTEITHO BPEME M PECYpPCH H
Ha TO3HW €Tal He ce MPEABIDKIA Ja ObIaT XapMOHU3UPaHH Ha
auBo EC. O60011eH0 MOXKe J1a ce OTOEIEkKH, YE CIIECTIBAHETO
Ha BpEMe € OrpaHHYCHO 10 eMUMUHUPAaHE Ha JAyOIUpaHHUTE
KJIMHWYHU OIEHKH, HO HE 3acsra eTaluTe Ha IICHOBO JOT0Ba-
psiHE W HE XapMOHM3HPA MPOIECUTE TI0 B3UMaHE Ha PELICHUS
3a peuMOypcHupaHe.

B boarapus sbBexxaanero Ha CKO HamansiBa 3aBUCUMOCTTA
OT M3YaKBaHE Ha PEIICHUS B pepepeHTHH IBPXKaBH U OT JI0-
meIHATETHN ad hoc HAIMOHATHYN KOHCYNTALWH, TTPOBEKIa-
HU TIPH HAJTMYHe Ha pparMeHTHPaHA FIIA HEIT'bJIHA KITMHIIHA
nH(pOpMAIIHS 32 HOBUTE Tepanii. AKO HAIIMOHAIHUAT OpTaH
npueMme 3axmroueHusTa Ha CKO 6e3 chimecTBeHN METOHO0IIO-
rugyHu Oenexku, BkiarouBaHeTo Ha ganeH JIIT B ITJIC moxe
Ha TIPaKTHKa Jla ce CBeJe /10 aIMUHUCTPATUBHA MPOIEAYpa,
JIOMUHHpPaHa OT OIOKETHUTE OIPAHUYCHHUS U CTAHAAPTHHUTE
W3UCKBaHMsI 32 (JapMaKOMKOHOMUYECKa U OI0JIKETHA OIICHKA.
HeszaBucumo ot To3u puck, CKO 61xa MOIriN 4yBCTBUTEIIHO
Jla ChKPATSIT NIEPUO/ia HAa HABJIM3aHE HA WHOBATUBHU TEPAITHH
B ynoTpeba B ctpanata. CKOpOCTTa Ha BBBEIKIAHE U pEUMOY -
cupane Ha najes JIIT me 3aBucu u oT ToBa qokonko HCLIPJITT
n Hannonannara 3apaBHoocuryputenta kaca (H30K) pas-
moJiaraT ¢ KarmaluTeT CBOeBpeMeHHO aa obpadorBar CKO u
na u3BppmBaT npeasuaeHnte B 3JIMIXM dapmakomkoHoMH-
YEeCKH OIICHKH W aHAJIHM3H Ha OIOKETHOTO BB3xeicTre. [Ipu
HaJMYHMe HA TAKbB KAaIAIMTET PEIICHUATA 332 BKIIOYBAHE H
3arIamane Morar a 6b1aT (GMHaIU3UpPaHH B TIO-KPATKH CPO-
KOBe, 0€3 IOMBJIHUTEIHO N3YaKBaHe HAa BHHIIHA CTAHOBUIIIA,
KOETO € BH3MOXKHO CBIIECTBEHO Jla HamMajlu BPEeMeTO 3a Ha-
BIIM3aHE HAa HOBU TEPANUU — OT KPUTHYHO 3HAYCeHUE HA (hOHA
HA YCTAaHOBCHUTE 3a0aBsiHUS B bhJrapus CripsMo JIbpKaBUTE
ot 3ananna Esporma (2).

Heo0Oxoqumu pecypcu 1 KanauuTeT

3a mpunaraneTo Ha PernamenTa 3a O3T BBbB BCHUKHU pasIiIek-
JIaHW JIBP)KaBU ce ouepTaBa HEOOXOIMMOCT OT aJalTHpaHe
Ha aJMUHUCTPATUBHMS U EKCIIEPTHUS KarmanurteT. 3a bbira-
pHst TOBa M3UCKBAHE € CBBP3aHO C IO-CHIIECTBEHA HHCTHTY-
[MOHAJHA TpaHc(OpMaIKs, BKIIOUNUTEIHO HM3TrpaXkJaHe Ha
ycTOHUYUB ekcriepTeH noteHnuan 3a yyactue B HTACG, ue-
neBo oOydeHre Ha Kaaph U pa3paboTBaHe/aKTyaTu3upaHe Ha
HAIMOHAJIHU METOIUYECKH yKa3aHHsl, CbBMECTUMH C OOIINTE
€BPOICHCKN M3UCKBaHU. EMIUPUYHM JaHHU OT OBJITapcKu
KOHTEKCT CBIIO MOJAKPEISAT HEOOXOAMMOCTTa OT LEJICHACO-
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into account in the subsequent decision (14).

In France, timelines are also established: HAS
assessment takes around 90 days for an initial opinion,
and CEPS pricing negotiations a further 3-6 months,
yielding an overall period of 6-9 months from marketing
authorisation to reimbursement listing. This period
could be shortened if JCA is used instead of HAS
producing an entirely national report, but practice will
determine whether and how this occurs. A survey of
European stakeholders (regulators, experts, industry)
reveals moderate scepticism: only about 38% expect
faster national decisions due to the new Regulation
(5). The main reason is that even if clinical assessment
is accelerated, subsequent steps — health economic
evaluation, budget impact negotiations and other
administrative procedures — remain time- and resource-
intensive and are not expected to be harmonised at
EU level. Overall, time savings are largely confined
to eliminating duplicated clinical assessments,
without affecting pricing negotiations or harmonising
reimbursement decision-making.

In Bulgaria, the introduction of JCA reduces dependence
on waiting for decisions in reference countries and on
additional ad hoc national consultations that often arise
when clinical information is fragmented or incomplete.
If the national authority accepts JCA conclusions
without major methodological reservations, inclusion
of a medicine in the PDL may in practice become an
administrative process dominated by budget constraints
and standard requirements for pharmacoeconomic
and budget impact evaluation. Nevertheless, JCA
could materially shorten the time to the uptake of
innovative therapies in Bulgaria. The speed of listing
and reimbursement will also depend on whether
NCPRMP and NHIF have sufficient expert capacity to
process JCA reports in a timely manner and to conduct
the pharmacoeconomic and budget impact analyses
required under national law. Where such conditions are
met, decisions may be finalised faster without waiting
for external opinions, potentially reducing delays in
access relative to Western European countries (2).

Resources and organisational requirements

Across all three countries, implementation of the HTA
Regulation entails adaptation of administrative and
expert resources. For Bulgaria, this implies a more
substantial institutional transformation, including
building a sustainable expert base for participation
in HTACG, targeted training and the development or
updating of national methodological guidance aligned
with European requirements. Empirical evidence from
Bulgaria supports the need for focused information and
training measures in HTA, given substantial awareness
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4eH! WHPOPMALMOHHHM M OOYYHMTEIIHH MEPKH B 00JacTTa Ha
O3T, Thil KaTo € yCTaHOBEHA CHIIECTBEHA JIUICA HAa OCBEMO-
MEHOCT Cpe/l 3aMHTEPECOBAHM CTPaHH M MPOQECHOHAIHCTH
(17). Pa3bupanero, ue 100pe MOATOTBEHUAT YOBEIIKU PECypc
€ KJII0YOBa IPEIIOocTaBKa 3a e()eKTHBHO INprilaraHe Ha Pe-
rnamenTa 3a O3T, € B CHHXPOH C MO-IIUPOKUSI €BPONEUCKU
KOHCEHCYC: MEX/IyHAPOJHH EKCIIEpTHH (OpPyMH MOIepTaBaT
HEOOXOANMOCTTA OT MHBECTHIINH B KalallUTET U EKCIIEePTH3a,
no3BossiBamy aktuBeH npuHoc kKbM CKO (7). B I'epmanus u
O®pannus, BeIpPeKH Hanuuuero Ha yTBbpaeHn O3T nHCTH-
TYIUH U METONOJOTMH, C€ Hajlara YacTUYHO CBITaCyBaHE
Ha HalMOHAJHUTE MPOLEIYPH C eBporelickaTa paMka. Tosa
npeqnonara anraxupase Ha excrneptd B HTACG, apantupa-
HE Ha HaIMOHAJIHATA JOKyMeHTalus KbM popmara Ha CKO u
XapMOHM3HPAHE Ha METO/IOJOTUYHU €IEMEHTHU (BKIIOUUTEIIHO
PICO, n360p Ha cpaBHUTEIHH TEPAIMH U MOIXOH 38 CHHTE3
Ha JI0Ka3aTeJICTBAaTa).

EdextusHoTo dynkimonupane Ha CKO npeamnonara e camo
U3IIO3BaHE HAa MyONHMKYBaHUTE JOKJIATU, HO U aHTXKUPAHO
y4acTHue Ha JbPKaBUTE YJICHKU UYpe3 MPEIOCTaBsIHE Ha HAIIHO-
HaJlHU JIaHHU M eKCTIEePTHU CTAHOBMINA, M yYacTHE B paspa-
0OTBaHETO U PEIICH3UPAHETO HA OLICHBYHHUTE TOKYMEHTH (7).
EBporneiickuTe aHain3u, KakTo U YaCTUYHATA Ipe/IBAPUTEIIHA
OLIEHKA Ha Bb3AeHCTBHETO KbM npoekTa Ha 31 /] Ha 3JITIXM u
cra”osuineTo Ha HCIPJIII B bearapusi, moguepraBaTt HE0OX0-
JTIUMOCTTA OT AOITBIHUTEITHO PECYPCHO o0e3neyaBaHe Ha KOM-
neteaTHUTE O3T Opranu 3a M3MBIHEHUE HA HOBUTE 33J1a9H I10
PermamenTa 3a O3T (12, 20). B I'epmanus n ®@panius ToBa
ce pasmiIexia MPeaJuMHO KaTo pasMIupsBaHe Ha EKCIICPTHUTE
pecypcu Ha G-BA/IQWiG u HAS, BriTrOunTENHO 32 yYacTHe
B HTACG u neitaure noarpymnu (18, 19), nokaro B bearapus,
B cpenHocpounuTe mianoBe Ha HCLIPJII, ce mpenBukaa yk-
penBane Ha 3BeHOTO 10 O3T M mpUBINUYAaHE HA AOMBIHUTEN-
HU €KCTIIEPTH, BKJIIOUUTENIHO Upe3 ChTPYIHUUYECTBO C aKaje-
MHUYHATa OOIIHOCT U BHHIHU KOHCYATaHTH (3, 12). [lomoOHu
3aKJIIOYEHUS] C€ MOJKPEIST U OT MO3UIMOHHU JOKYMEHTH Ha
(dapmarieBTHYHaTa HHAYCTPUS B ['epMaHus, criopesl KOUTO Ha
erara Ha IpakTU4ecko npuiarane Ha PernamenTa 3a O3T ca
UICHTUDHUITIPAHH ITPOITYCKH U HESICHOTH, M3UCKBAIIIH JOIBII-
HUTEITHA HHCTUTYIIHOHATTHA ¥ MEeTOAMYecKa gopadboTka (21).

Ta6nuya 1. CpasHeHue Ha npouedypume 3a O3T u
peumbypcupaHe Ha Ji1 8 bvreapus, lepmaHus u
®OpaHyus (kn4osu xapakmepucmuku u npedsudeHu
rnpomeHu cred ebeexdaHemo Ha PeenameHms 3a
037):
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gaps among stakeholders and professionals (17). This
aligns with broader European consensus: international
expert fora emphasise investment in expertise and
organisational readiness to enable an active contribution
to JCA (7). In Germany and France, despite established
HTA institutions and methodologies, partial alignment
with the European framework is required, including
expert engagement in HTACG, adapting national
documentation to JCA formats and harmonising
methodological elements (including PICO, choice of
comparators and evidence synthesis approaches).

Effective functioning of JCA requires not only use
of published reports but also active participation by
Member States through provision of national data and
expert input, as well as involvement in developing
and peer reviewing assessment documents (7).
European analyses, together with Bulgaria’s partial
ex ante impact assessment accompanying the draft
amendment to national legislation and the NCPRMP
position, underline the need for additional resourcing
of competent HTA bodies to deliver the new tasks
under the HTA Regulation (12, 20). In Germany
and France, this is framed primarily as expanding
expert resources within G-BA/IQWiG and HAS for
participation in HTACG and its subgroups (18, 19). In
Bulgaria, medium-term plans envisage strengthening
the HTA wunit and attracting additional expertise,
including through collaboration with academia and
external consultants (3, 12). Industry position papers in
Germany similarly identify gaps and ambiguities at the
operational stage of implementation, indicating a need
for further institutional and methodological refinement

@1).

AcnekTt bbarapua

FepmaHus dpaHuma

O3T- BbBegeHa 2011 r.;

Cuctema 3a oueHKa Ha
34 paBHUTE TEXHO-
noruu (HTA) npeaum
2025r.

O3T - BbBegeHa 2015 r.; HCLUP-

/N (o1 2019) e HaToBapeH c O3T,
orpaHuyeH KanauuTter. M/1C cbe
3a4b/KUTENHA OLEeHKa 3a HoBK J1T1

G-BA (c nomowTa Ha IQWIG)
oueHaBa Hoswu J1T BegHara
cnep paspelleHne; BCUYKK
HoBwu JIM ca penmbypcurpanm
aBaHCOBO

YT1B8bpaeHa O3T cuctema; HAS
oueHaBa SMR n ASMR; peweHua 3a
NoKpuTHE N peumbypcrpaHe Bb3
OCHOBA Ha Te3u OLeHKW.

BbHLWHO pedepeHTHO LeHoobpa-
3yBaHe; LeHTpanm3npaHo onpege-
NAAHE Ha NpeAesiHN LLeHU; pellenns
3a peumbypcupaHe ot H3OK cneg
BKkAtoyBaHe B [1J1C

LeHoo6pasyBaHe u
peumbypcupaHe (oc-
HOBHM MeXaHM3MMu)

LleHTpanusnpaHo goro-
BapAHe Ha LeHUTe mexay
npou3BoOANTEN U CbIO3a Ha
3/paBHUTE Kacu Bb3 OCHOBA
Ha CTeneHTa Ha AONb/HU-
TenHa nonsa, onpejesneHa ot
G-BA; npu aunca Ha gonb-
HUTEeNHA Non3a — pedepeHT-
Ha ueHa

LleHn ce porosapaT ¢ CEPS cnopeg,
npucbaeHoTo oT HAS HMBO Ha
ASMR; Bnucoka ASMR no3BonsBa
no-BMCOKa LeHa. Peumbypcumpate ¢
HuBa cnopes SMR, yTBbpKAaBa ce
OT MMHUCTbPA Ha 34paBeTo
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OuyaKBaH e}peKT oT
PernameHTta 3a O3T

CKO poknaguTte Wwe cnyKat KaTo
OCHOBA 33 HaLMOHANHUTE OLEeH-
KU1; BEPOATHO YCKOpABaHe Ha
L0CTbMNa NpY NO3UTUBHA OLLEHKA.
HeobxoaMmocT oT nsrpaskgaHe Ha
HaLUMOHANEH eKcnepTeH KanauuTteT
3a npunaraHe Ha CKO

MHTerpaunsa Ha CKO B npoue-
ca AMNOG - 13nona3BaHe Ha
obuwma eBponenckn goKknaa
BMECTO M3LAN0 HOB HaLMO-
HaneH. OrpaHuyeH epekT
BbpXYy cpokoBeTe (6e3 3aba-
BAHE Ha yCTaHOBeHUTe 6bp3un
npoueaypu); paspaboreaHe
Ha 06K MeToa0/10rUmn

OTuutaHe Ha CKO npu oueHkuTte

Ha HAS — no-ronsima o060cHOBKa Ha
pelweHuATa. BepoATHO ymepeHo
CbKpalwaBaHe Ha Ayb6aupaHaTa
paboTa. 3aKoHOZaTeNHa PamKa,
afantupaHa npes 2023 r. 3a BbBEX-
naHe Ha CKO

Pecypcu 1 Kanauyutet

HeobxoamMmmn 3HaYUTENHUN UH-
BeCcTULMK: paswmnpasaHe Ha O3T
3BeHoTO B HCLLP/IM, 0byyeHue Ha
KaZpw, yyacTve B eBpONencku
paboTHM rpynu

YeenunueH 6oaskeT 3a G-BA/
IQWiG; ocurypeHmn cpeactea
M eKCnepTy 3a yyactme B
HTACG; yacTU4Ha xapmo-
HU3aLUMA Ha MeTOA010TUKn
(PICO, komnapaTtopm).

MnaHnpaHo yBennyaBaHe Ha ekmna
B HAS; aKTMBHO y4YacTue B Koopau-
HaLMATa; FOTOBHOCT 33 M3BECTHU

KOMMPOMMCK KbM OBLLM CTaHAapTH

H3mounux: Obobwena om agmopa ungopmayus om HAYUOHATHUME

3aKOHOOAMeNCmaa u OQUYUAIHU OOKYMEHMU, KAKmo
u akmyannu nyoaukayuu 3a nayuonanrnume O3T u
YeHoobpasysawyu Cucmemu.

Table 1. Comparison of HTA and reimbursement
procedures in Bulgaria, Germany and France (key
characteristics and expected changes following
introduction of the HTA Regulation)

Aspect

Bulgaria

Germany

France

HTA system before
2025

HTA introduced in 2015; the
National Council on Prices and
Reimbursement of Medicinal
Products (NCPRMP) has been
responsible for HTA since 2019,
with limited expert resources.
Positive Drug List (PDL) with
mandatory appraisal for new
medicines.

HTA introduced in 2011;
G-BA, supported by IQWiG,
assesses new medicines
immediately after marketing
authorisation; all new
medicines are reimbursed
upfront.

Established HTA system; HAS
assesses SMR and ASMR; coverage
and reimbursement decisions are
based on these assessments.

Pricing and
reimbursement (core
mechanisms)

External reference pricing;
centrally set maximum prices;
reimbursement decisions by the
NHIF after inclusion in the PDL.

Centralised price negotiation
between the manufacturer
and the umbrella association
of statutory health insurance
funds, based on the added
benefit determined by
G-BA,; if no added benefit —
reference price.

Prices negotiated with CEPS
according to the ASMR level
assigned by HAS; higher

ASMR allows a higher price.
Reimbursement levels depend
on SMR and are approved by the
Minister of Health.

Expected effect of the
EU HTA Regulation

JCA reports will serve as the

basis for national appraisals;

likely faster access in case of a
positive assessment. Need to build
sustainable national expertise to
implement JCA.

Integration of JCA into the
AMNOG process — use of

the common European
report instead of producing
a fully new national report.
Limited impact on timelines
(no delay to established fast
procedures); development of
common methodologies.

JCA to be taken into account

in HAS assessments — stronger
substantiation of decisions. Likely
moderate reduction of duplicated
work. Legislative framework
adapted in 2023 to enable JCA
implementation.

Resources and
organisational
requirements

Significant investment needed:
expansion of the HTA unit

within NCPRMP, staff training,
participation in EU working groups.

Increased budget for G-BA/
IQWIG; funding and experts
secured for participation in
HTACG; partial harmonisation
of methodologies (PICO,
comparators).

Planned expansion of HAS staff;
active participation in coordination;
willingness to make limited
compromises toward common
standards.

56

Source: Author's synthesis of national legislation and official doc-
uments, as well as current publications on national
HTA and pricing systems.
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OBCBHXOAHE

Pesynratute ouepTaBaT KakTo OOIIM TEHACHIINH, TaKa U CIIe-
IU(PUYUHYE Pa3IUYUs B OYaKBaHUTE e(EKTH OT IMPUIIATAHETO
Ha Permamenta 3a O3T B bwarapus, ['epmanus u @pannus.
U tpute nppkaBu oyaksar norennuaia Ha CKO na nonobpu
000CHOBKAaTa U MPO3PAuyHOCTTA Ha PEIICHUATA U Ja U30erHe
JqyOnupaHeTo Ha YCHIIMS, KOETO ChOTBETCTBA Ha LieJITa Ha
PernamenTa — HaBpeMEHHU M Hay4YHOOOOCHOBAHH DEIICHHS
3a gocThn a0 HoBH Tepanuu B nenus EC. Marpaxnanero
Ha elMHHa 0a3a OT KJIMHUYHM JI0KA3aTeJICTBA € KJIIOYOBO 3a
no-edextuseH n HagexaeH O3T mporec u 3a ykpenBaHe Ha
JIOBEpHUETO B olleHKuTe Ha HUBO EC.

EdexTbT BbpXy BpeMeTo 3a JIOCTBII U IIEHOBUTE PaBHHUIIA HA
HoBu JIIT BeposiTHO 111e OBbjIe OrPaHUUYCH, 0OCOOCHO B CTPaHU C
YTBBPACHU U 0Bp3u mporeaypu karo ['epmanus u Dpanius,
KaTo 3aMHTEPECOBAHUTE CTPAHU Mpe/ld BCUYKO OYaKBAT IO-
noOpsiBaHEe HAa KA4ECTBOTO HA Ipolieca, Mo-100pa KOOpIAHHA-
nus Mexny EBpormeiicka arernus mo nekapcrBata (EMA) u
HauunoHanHuTe O3T opraHu M MO-MJIHO U3MOJI3BaHE HA €KC-
NEPTHUS NOTEHLHMAJ, OTKOJIKOTO 3HAYUMO CBhKpallaBaHE Ha
cpokoBete. B To3u nnan I'epmanus u @paHuus akLeHTHPAT
BBPXY KOOpPAMHALMATA U METOAOJIOIMYHATA CHIVIACYBAHOCT,
JI0KaTo 3a bearapus npuopurTer ocraBa yKpernBaHETO HA €KC-
NEPTHUA KalalqUTET U CUCTEMHOTO 06y‘IeHI/Ie.

Brarapus niaHupa ChIIECTBEHU CTPYKTYPHH U MIPOLENYPHU
IIPOMEHHU 32 UHTETPUPAHE HA HOBAaTa paMKa — Cbh3aBaHe Ha OT-
nerrHo 3BeHo 3a O3T u amanTupaHe Ha IMOo3aKOHOBATa ypenda
KbM M3UCKBaHUATA Ha PermameHTa — KOETO CHOTBETCTBA Ha
M3BOJIUTE OT IPOBEACHUTE MpoyuBanus (3, 17), oTunramniu Bu-
COKH OYaKBaHUS M HEOOXOIMMOCT OT SICHA CTPATETHs C IIesie-
BU MHBECTHIIMH B €KCIIEPTEH MOTEHIHA ¥ MHCTUTYIIHOHATI-
Ha ycroiuuBocT. B I'epmanus u @pannus PeriiameHTHT nMa
MoBEYE MOJEpUpaIla posi, KaTo Hajara U3BECTHU KOPEKIIHH
1 TrapaHTUpa MUHHMaJIHA XapMOHH3alMs, HO HC MPOMCHII
CBIIECTBEHO MOJAXOANTE KbM LIEHO00pa3yBaHeTo U peumMOyp-
cupaneto. B te3u crpanu CKO e ecTecTBEHO MPOIBIKECHHIE
Ha ABIATOrofumHo csTpyaHundectso upe3 EUnetHTA u Hocu
MPEeJUMHO MPO3PAYHOCT U B3aMMHO IpPHU3HABAHE HA JaHHU,
OTKOJIKOTO IPOMSTHA Ha HAITMOHATHUTE MEXaHU3MU.

MeTtononornunute paznuausi B pamkute Ha CKO mpencra-
BJISIBAT U CHLIECTBEHO IIPEAN3BUKATEICTBO. AKO €BpoOIeiicKa-
Ta OLICHKA HE OTHUTAa CHeHI/I(bI/I‘IHI/I HalTMOHAJIHU U3HCKBAHMU S
(HampuMep pa3IUYHHUTE MPEANOYNTaHN KpalHU MOKa3aTelu
WJIU PEJICBAHTHU TIOATPYIIH NMAI[UCHTH), HAIIMOHAJHUTE Opra-
HU MOXE J]a C€ U3IPaBsAT Mpe JuiIeMaTa Jajdu J1a IpuemMar
OOIIIVS TOKJIA]] M3IISUTO WITH J1a H3UCKBAT JONBIHUTCITHY aHa-
JIU3U 32 CBOSI KOHTEKCT. ToBa € BB3MOXKHO Ja Ch3Iale Bpe-
MEHHO HAIPEXCHHE MEKIY CTpeMeka KbM XapMOHHU3ALUS
W HY’KJIaTa OT JIOKaJTHA BallMTHOCT Ha JaHHUTE. [ epMaHus u
®paHIHs MOCIeI0BaTETHO OTCTosABaT B pamkuTe Ha HTACG
HEOOXOAMMOCTTa OT MOAPOOHU M I'bBKABH METOMOIOTHIHH
pBKOBOACTBA, KouTo na mo3Boiatr CKO na orpassiBa pasHo-
06pa3I/IeTO OT KJIIMHUYHH IMPAKTUKHU U TCPAINCBTUYHH II10-
TpeOHOCTH B Jbp)KABUTE YICHKH. B TO3M KOHTEKCT Beue ca
MPUETH HACOKH, KOHKPETU3UPAIIU U3NCKBAHUSTA 32 300D Ha
KpaiiHU Moka3aTeld, Ac(UHUpaHe Ha PEIICBAHTHU MOATPYITH
MAI[UCHTH U [IPOBEXKIaHE Ha CyOTrpYyIIOBH aHAJIM3H B PAMKHUTE
HAa ChBMCCTHATA KJIMHUYHA OIcHKa (14).

HEALTH ECONOMY

DISCUSSION

The findings highlight both overarching patterns and
country-specific differences in the expected effects
of implementing the HTA Regulation in Bulgaria,
Germany and France. All three anticipate that JCA can
strengthen the rationale and transparency of decisions
and reduce duplication of effort, consistent with the
Regulation’s objective of supporting timely, evidence-
based access decisions across the EU. A shared evidence
base is pivotal to a more efficient and credible HTA
process and to trust in assessments at EU level.

The impact on access timelines and price levels is
expected to remain limited, particularly in countries
with established and relatively fast procedures such
as Germany and France. Stakeholders primarily
anticipate improved process quality, better coordination
between the EMA and national HTA bodies, and fuller
mobilisation of expert input rather than substantial
reductions in national timelines. Accordingly, Germany
and France focus on coordination and methodological
consistency, whereas Bulgaria prioritises strengthening
expert capacity and systematic training.

Bulgaria plans substantive structural and procedural
changes to integrate the new framework — establishing
a dedicated HTA wunit and adapting secondary
legislation — consistent with national studies reporting
high expectations and the need for a clear strategy
supported by targeted investments in expertise and
institutional sustainability (3, 17). In Germany and
France, the Regulation has a more moderating role,
introducing adjustments and ensuring a minimum
level of harmonisation without fundamentally altering
pricing and reimbursement approaches; JCA builds
on long-standing cooperation through EUnetHTA and
mainly enhances transparency and mutual recognition
rather than transforming national mechanisms.

Methodological heterogeneity within JCA remains
a material challenge. If European assessments do not
adequately reflect national preferences (e.g., endpoints
or relevant patient subgroups), national bodies may face
achoice between full adoption and requesting additional
context-specific analyses, creating tension between
harmonisation and local validity. Within HTACG,
Germany and France have consistently advocated
for sufficiently detailed and flexible methodological
guidance. In this context, guidance has already been
adopted specifying requirements for endpoint selection,
definition of relevant patient subgroups and conduct of
subgroup analyses within JCA (14).
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CKO me 0baar nmyOJIMYHO JIOCTBIIHU €JHOBPEMEHHO BbB
BCUYKH JIbP)KaBU YJICHKH, KOETO MOXKE CBIIECTBEHO Jia MO-
BJIMSIC IICHOBUTE CTpPATerMM Ha (apMaleBTUYHHUTE KOMIIa-
HUHU. APryMEHTHPAHETO Ha IO-BHCOKA IIEHOBA MO3UIMS Ha
MO-MaJI'bK Ia3ap, KaKbBTO € OBJITApCKUSAT, € BB3MOXKHO Ja
ObJe 3HAYMTENHO 3aTpynHEeHo, ako pesynrarure oT CKO,
KaKTO M PELICHUSITa B3E€TH B JIbP)KABHU C MO-TOJISIMA Ma3apHa
W TIPErOBOPHA TEXKECT, HE YCTAHOBSBAT HAJIMYNE HA 3HAUNMA
JIOI'BITHUTEITHA TePaNeBTUYHA 1T0J13a. Ta3u mpo3padyHoCT Ipe-
JIOCTaBsI IO-yCTOHYNBA OCHOBA B IIPETOBOPUTE HA MO-MAJIKH-
T€ Ma3apu U MOXKe YaCTHYHO J1a COJIMKH PeasiHo 3ariamaHu-
T€ IIEHU, HaMaJISIBAWKU Pa3IMKUTE B JOCTHIIA MEXY ,,cTapa‘
u ,,HoBa" EBporma. Bce mak To3u eexT octaBa XMIIOTETHYCH
W 3aBHUCH OT THProOBCKaTa MOJUTHKA HA KOMIIAHUUTE U HaJIH-
YHETO Ha MOJUTHYECKA BOJIS 3a MO-CHIIHO MEXIYABPIKABHO
CBTPYIHUYECTBO.

Hacrosimoro mpoy4BaHe ce BIIMCBa B ChbBPEMEHHATa JINTE-
parypa, pasrIexaa IbPBUTE CTHIIKK KBbM pealu3alys Ha
HOPMAaTHBHUSA ITOTEHIMAJ Ha HOBUS BU3UPAH TYK PEITIAMEHT.
Brinkhuis u cbrp. (2024) oTUMTAT CPEIHO HUBO HA TOTOBHOCT
Cpes eBpOIEHCKUTE 3aMHTEPECOBAHN CTPAHH U IPENOPBUBAT
XapMOHH3WpaHe Ha HOPMaTHBHATa pamKa, paslIMpsiBaHE Ha
EKCIIEPTHUS KalalluTeT U U3sICHsIBaHEe Ha MeTozoJorusra (5).
Pesyxnratute oT TOBA MpOyUYBaHE CHBIAAAT C TE3H IPUOPHTE-
TH: U B TPUTE ABPXKABH MMa HYXa OT IIpaBHA U MPOIEAYPHA
aJlanTalys, OCUT'YpsIBaHEe Ha PECYpCH M CAMHHH CTaHAAPTH.
Ha eBporeiicko HUBO ce aKIEHTHpa BBPXY IMO-aKTHBHOTO
y4acTHe Ha BCHYKH 3aWHTEPECOBAHM CTPaHM, ThHil Karo yc-
NEeXbT Ha XapMOHH3UpAHATa CHCTEMa 3aBUCH OT aKTUBHHS
IIPUHOC Ha Besika oT TX. [lopaau ToBa, CTpaHH C O-OTrpaHu-
YeH KallaluTeT, KaTo bbiirapusi, He OMBa Jia ce OrpaHHyYaBar C
,,[TAaCHBHO Ipruemane* Ha eBporneiickute CKO, a e He06x0n1nMo
Jla ”HBECTUPAT B COOCTBEH EKCIIEPTEH MOTEHIINA 32 aKTUBHO
y4acTHe B U3TOTBSHETO U HHTEPIIPETAUATA UM.

B KoHTeKcTa Ha HACTOSIINS aHAJIH3 Ha IOJUTHKUATE HpHIIa-
raneto Ha PernmamenTa 3a O3T Moxe Ja ce pasriex/ia u Kato
BHUJI €X ante OLCHKa Ha BB3ICHCTBUETO BBHPXY HAIL[OHAJIHH-
te cuctemu 3a O3T u penmOypcupane. OgakBaHnuTe ePeKTH
BKJIFOYBAT:

1. mo-o00CHOBaHH peuicHrd BB3 OCHOBA Ha IO-IIHMPOKa U
CTaHJapTU3UpaHa J0Ka3aTCJICTBCHA 6333;

2. yacTHYHA KOHCONMUIAINs Ha mpakTukuTe B EC;
3. HamassiBaHe Ha IyOJnpaHata pabora;

4, MNOTCHIIMAJTHO H0-6”bp3 JAOCTHII A0 TEpalru B ONPECACICHU
ABbpiKaBU.

Hapen ¢ ogakBaHUTE NOI3H, AHATNU3BT OTKPOSIBA TP OCHOBHH
pucka:

1. 3abaBsiHe Ha usrorestHeTo Ha CKO mopajay orpaHuYeH pe-
Cypc, KOETO MOXeE Jla CTUMYJMpa HapajieIHu HalMOHAJIHU
OIICHKH U J1a ITOJIKOTIa¢ CHHXPOHHOCTTA;

2. Hegocrarpuno choOpa3siBaHe ¢ HAIIMOHATHUTE CHEIU(H-
KM, KOETO MOXE Jia TPUHYAH IbpXKABUTE MIJIK Ja J00aBsT
JIOI'BJIHUTEITHH JIOKAJTHH M3UCKBaHUS (C KOETO ce oTcliabBa
MPUHIUIBT HAa ,,B3aMMHO NpPU3HABaHe™), WIM NPH OTpaHU-
YeH KaraluTeT MeXaHWYHO Jia TIpUeMar [eHTPaIn3upaHuTe
OLICHKH 0€3 M3rpa/JiaHe Ha MeCTHa EKCIIePTH3a;

3. Paznuunan UHTEPNPETAlNN Ha 3aIbJDKECHUETO 3a ,,HAJICK-

HEALTH ECONOMY

Because JCA reports will be publicly available
simultaneously across Member States, pricing strategies
may be affected. Arguing for a higher price in a smaller
market such as Bulgaria becomes substantially more
difficult when JCA results and decisions in markets with
greater bargaining power do not support a meaningful
additional therapeutic benefit. While transparency
strengthens the negotiation basis of smaller markets and
may narrow access gaps between ‘older’ and ‘newer’
Member States, the effect remains conditional on firms’
commercial strategies and on political willingness to
deepen cross-border cooperation.

The study is consistent with contemporary
implementation-focused literature. Brinkhuis et al.
(2024) report moderate readiness among European
stakeholders and recommend legal alignment,
expansion of expertise and clarification of methodology
(5). The present findings point to the same priorities:
legal and procedural adaptation, additional resourcing,
and coherent standards. For countries with more limited
resources such as Bulgaria, the Regulation’s success
depends on moving beyond passive uptake toward
active participation in generating and interpreting JCA,
supported by investment in domestic expertise.

From an ex ante impact assessment perspective,
expected benefits include:

1. More robust decisions based on standardised
evidence;

2. Partial consolidation of HTA practice;

3. Reduced duplication;

4. Potentially faster access in some settings.
Key risks include:

1. Delays in producing JCA due to limited EU-level
resources;

2. Insufficient accommodation of national specificities
leading either to extra local requirements or to
mechanistic uptake in low-capacity settings;

3. Divergent interpretations of the obligation to ‘duly
take into account’ JCA outcomes.

Managing these risks requires sustained political
commitment and active engagement by Member States
and industry in the coordination structures. Overall, the
Regulation is expected to have a more catalytic effect
in Bulgaria and a more moderating effect in Germany
and France, while preserving their leading role in the
European HTA architecture. These considerations
provide the basis for the conclusions that follow.
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Ho otuutaHe” Ha CKO, 1wl karo PernamenTsT 3a O3T He
KOHKPETH3UpPa KOJIKO OOBBP3BaIlM ca OOIIMTE CBPOMCHCKH
H3BOJIH.

OBnaIsIBAaHETO HA TE3W PUCKOBE M3MCKBA YCTOWYIUB MTOTUTH-
YEeCKH aHTA)XUMEHT U aKTHBHO y9acTHe Ha IbP)KaBUTE UIICH-
KH 1 HHIAYCTPHATA B KOOPAWHAIIMOHHUTE CTPYKTYpH. B TO3H
KOHTEKCT, MOKE Jla C€ OYaKBa, ue Bb3JIeHCTBHETO Ha Perma-
meHTa 32 O3T B boearapus e Ob1e IPeaMMHO KaTaln3upa-
10 (Ype3 JOCTHI J0 BBHITHA EKCIePTH3a U I0Ka3aTeNICTBA), a
3a ['epmanus nu @panuus me 0bae NPeIuMHO MOJEPHPAILO,
3anas3Baliku BojemaTra UM pois B eBponelickata O3T apxu-
TEKTypa.

3AKINMIOYEHUE

PernamentsT 32 O3T BbBEXK A2 HOB €TAIl B [TPOLIECa HA B3EMaHe
Ha perieHust orHocHo jnoctsina jo JIIT B EC, karo pedopmupa
kimHIYHaTa oreHka upe3 CKO u ch3mgaBa o01ma, B M0o-BHCO-
Ka CTEICH CTaHAapTH3UpPaHa M MPO3pavyHa JOKa3aTeICTBCHA
ocHoBa 3a HaumoHanHute O3T mpouenypu. Hampaenust
cpaBHUTENEH aHanu3 Mexay boearapus, I'epmanusa nu ®@pan-
1A TIOKa3Ba, e e(heKTUTE OT MpHIaraneTo Ha PermamenTa 3a
O3T BBpXy HAIIMOHATHHUTE MOJUTUKH 32 IIEHOOOpa3yBaHEe H
peumOypcupane ca 00yCcIOBEHH OT U3XOJHUTE WHCTUTYIIHO-
HAJHU XapaKTEePUCTUKH M CTEIIEHTA Ha 3psUIOCT Ha ChOTBET-
HuTe cucteMu. Ilpu Hanu4une Ha IeJIeHaCOUYCHH MHBECTHIINU
B PeCypcH U pa3BUTHE Ha €KCIEPTEH KamaluTeT bbarapus
1Ma BB3MOXHOCT J1a peaIu3upa 0Ce3aeMU MOJ3H, IOKOJIKOTO
CKO wumat moreHIMai 1a yCKOpSIT BbBEXK/IAaHETO HA MHOBA-
THBHH TEpallid M Ja KOMIICHCHUPAT OrpaHWYCHHSTA HAa Ha-
[MOHATTHATA aHANUTUYHA WHPpacTpykrypa. 3a [epmaHus
n ®paHnus PermaMeHTHT ce O9akBa J]a Ce MHTETpHpa KaTo
HaATpaxkaamn] eneMeHT kKbM Beue yreepaeHn O3T pamku, 6e3
KpaTKOCPOYHH CTPYKTYPHH IIPOMEHHU B MEXaHU3MHTE Ha Iie-
HOOOpasyBaHe U peuMOypcupane. B o6obmenne, Permamen-
T6T 3a O3T QyHKIIMOHUpPA KaTO WHCTPYMEHT 32 KOHBEPICH-
I[14 Ha I0Ka3aTeJICTBAaTa U KPUTEPHHUTE 3a KIMHUYHA OICHKa,
MIpU 3ama3BaHe Ha HAIlMOHAJHATa aBTOHOMMS IO OTHOILICHUE
Ha LIEHUTE 1 00XxBaTa Ha peuMOypcupane Ha JII1 ¢ myOnuyHu
cpeacTBa. YCHexXbT Ha Ta3M MOJIMTUKA CJIE/(BA Jla CE OLEHSABa
Ype3 eMIIMPUYHO MpociiesiBaHe Ha OajaHca MeXly YCKOpeH
U PaBHONOCTaBEH B MO-BUCOKA CTENEH JOCTBI A0 WHOBALMH
1 (prHAHCOBaTa yCTOMYMBOCT Ha CHUCTEMHUTE, BKIFOUUTEITHO
9gpe3 MOCIEeIBAIIN CPaBHUTCIHN M3CICABAHUS B IO-IITHPOK
KpBI' IbP’KaBU YJICHKH.
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MYNTUAUCLUUTINIIMHAPEH Noaxona
B PAHHATA OJUATHOCTUKA HA
NMCOPUATUYHUA APTPUT
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PE3IOME

Buweeoenue: Ilcopuamuunusm apmpum (PsA) e xpouuuno
8b3NATUMENHO 3aD0NA6AHE C ABMOUMYHEH Xapakmep, 3d-
cA2auj0  ONOPHO-08USAMETHUS ANApam npu NAYUueHmu ¢
ncopuasuc gyneapuc. MyrmuoucyuniuHapHuam nooxoo 8
ouazHocmukama, npocieoasanemo u jedenuemo e 6e3 ai-
mepHamueda, nopaou NOAUOPSAHHOMO 3ACAaAHe U KOMNJIeKC-
HUA Xapaxmep Ha Namor0cudHume CmpyKmypHu u YHKYuo-
HAIHU NPOMEHU NPU 3a001A8aHEMO.

Len: IIpoyusanemo yeau 0a HACOUU HUMAHUEMO KbM PAH-
Hama OuazHOCMUKA HA NCOPUAMUYHUS APMPUM Ype3 UOeH-
mughuyupane nHa cneyuuuHu aHaAMHeCMUYHU U 0OEKMUBHU
Mapkepu npu nayueHmu cvc coMuenue 3a PsA ¢ pesmamono-
2UYHAMA U OePMAMONOSULHAMA NPAKIMUKA.

Mamepuan u memoou: B cmamusama ce npedcmagsam pe3yi-
mamu om npoCNeKMuGHO KIUHUYHO NPOYYEAHe HA HAU-PAH-
HUmMe PpeemMamonocutynu U 0epMamoroeudHu nPUHayu npu
101 nayuenmu ¢ danwnu 3a ncopuamuyuern apmpum. Ilpuno-
JICeH e aHKemeH Memoo upe3 CMaHOapmu3UpaH 6bNpPOCHUK,
nonwvasan om yuacmuuyume. Hanpaseno e kiuHuuno oocieo-
6ane Ha yelesama 2pyna U KIUHUYHA OYEHKA HA CTAGHUME
ONJIAKEAHUSL U KOJICHUME Ne3UU NO NPeO8apumesno onpeoe-
nenu npusnayu. M3nonzeanu ca cmamucmuyecku Mmemoou 3d
obpabomka Ha noxyyeHume OaHHU.

Pezynmamu u oocvocoane: CumempuyHusam OaKmuium ce
Habnooasa no-vecmo npu dsxcenume. Mnadama ev3pacm e no-
uecmo saceznama om PsA. bonkume 6 cmagume ca nanuyHu
npu ecuuku pecnondenmu, npu 61% ca cunno uspazenu, d
npu 41,5% om cayuaume ca nocmosannu. Cympewnama cko-
sanocm ce uzaeaea npu 92% om cayyaume. Ilodysanemo 6
cmasume e noxuapmuxynapro 6 41,46% om cayuaume, kamo
nOYMuU NOPAGHO € CUMemPUIHO U acumempuyno. Hzseama u
cmenenma Ha KOJdCHUMe U HOKbMHUmMe NpoMeHU KOpecnoH-
oupam ¢ medcecmma Ha 3a001A6aHEmoO.

3axnrouenue: Pannama ouacnocmuxa na ncopuamudHus
apmpum e 6dJCHO ycjilosue 3a npednpueraHe HA A0eKBAMHO
Jledenue, oepanudaedrne Had nomeHyuainume yYCJHO0IAHCHEeHUA,
uHeaﬂudusauuﬂ u 3a n0()06p;13aﬂe HA Kadvecmeomo Ha JHcu-
60m U nepcnekmuesume npu nayuernmu ¢ PsA.

KurouoBu xymu: rncopuasuc, apTpuT, paHHa
JIMarHo3a, 00JIka B CTaBUTE, KOXKHH MTPOSIBU, HOKBTHH
MIPOMEHU

POPULATION HEALTH

MULTIDISCIPLINARY APPROACH
TO EARLY DIAGNOSIS OF
PSORIATIC ARTHRITIS

Sibeldzhan Sali’, Dimitar Cherkezov?
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JSC - Kardzhali
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ABSTRACT

Introduction: Psoriatic arthritis (PsA) is a chronic
inflammatory disease of autoimmune nature, affecting
the musculoskeletal system in patients with psoriasis
vulgaris. The multidisciplinary approach to diagnosis,
follow-up and treatment is without alternative, due to
the multi-organ involvement and the complex nature of
the pathological structural and functional changes in
the disease.

Aim: The study aims to focus attention on the early
diagnosis of psoriatic arthritis by identifying specific
anamnestic and objective markers in patients with
suspected PsA in rheumatological and dermatological
practice.

Material and methods: The article presents results of a
prospective clinical study of the earliest rheumatological
and dermatological signs in 101 patients with evidence
of psoriatic arthritis. A survey method was applied
using a standardized questionnaire filled out by the
participants. A clinical examination of the target group
and a clinical assessment of joint complaints and skin
lesions according to previously defined signs were
performed. Statistical methods were used to process
the obtained data.

Results and discussion: Symmetrical dactylitis is
observed more often in women. Young age is more often
affected by PsA. Joint pain is present in all respondents,
in 61% it is strongly expressed, and in 41.5% of cases it
is constant. Morning stiffness occurs in 92% of cases.
Joint swelling is polyarticular in 41.46% of cases, and
is almost equally symmetrical and asymmetrical. The
manifestation and degree of skin and nail changes
correspond to the severity of the disease.

Conclusion: Early diagnosis of psoriatic arthritis is an
important condition for initiating adequate treatment,
limiting potential complications, disability, and
improving the quality of life and prospects in patients
with PsA.

Keywords: psoriasis, arthritis, early diagnosis,
joint pain, skin manifestations, nail changes
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BbBEOEHUE

TepMuHET ,,apTpuTeH ncoprasuc” (psoriasis arthtitique) e n3-
MIOJI3BAH 33 IBPBU BT OT (PppeHcKus ekap Pierre Bazin mpes
1860 r. m mBATO BpeMe B HayKaTa OKOJIO TOBa 3a0OJsBaHE
CBKUTEJICTBAT JIBE IIPOTHUBONOJIOKHM KoHuenuuu. Cropen
I'bPBAaTa, aCOLMALMITA HAa apTPUT U IICOPUA3KC TIPEICTABIIS-
Ba OTJEIHA HO30JIOTMYHa enuuuna. Cropex BTopara, acowu-
alysATa Ha apTPUT M NICOPHA3KC € cIydaiiHa eHOBpEMEHHA
n3siBa HA PEBMATOHMACH apTpuT u mcopuasuc. [Ipe3 1964 .
AMepHKaHCKaTa acolualnys M0 PeBMaTH3bM BKIIIOYBA ICO-
pHATHYHHS apTPUT KAaTO OTAEIHA HO30JOTHMYHA CIMHHUIA B
KJIacH(pHUKALUATA HA PEBMATOIOTHYHUTE 3200 IBaHHSL.

[IcopraTUYHHUST apTPUT € XPOHUIHO BB3MATUTEIHO 3a005-
BaHE Ha OMOPHO-IBUTATEIHUS anapar, CBbP3aHO ¢ IICOpuas-
UC, KOETO TUIIMYHO C€ MPOsBSIBA ChC 3acsiraHe Ha nepudep-
HUTE CTaBH (apTPUT), CHTE3UTE (EHTE3UT), AKCHATTHUS CKEJIeT
(coHaUIAPTPHUT) U IPBCTUTE (JAKTUIIUT). YBPEKIAHETO Ha
MOCOYCHUTE CTPYKTYPH BOAM 10 OOJIKA, CKOBAHOCT, MOy Ba-
HE M MOTEHIIMAJHM CTaBHU yBPEXJIaHUsS, aKO HE Cce JIEKyBa
CBOEBpEeMEHHO U afieKBaTHO (1). ChBpeMEHHU CUCTEMaTHYHH
Mperjieayu Mmokas3BaT, 4e pa3snpoCTPaHEHUETO Ha ICOpPUaTHY-
HUs apTPUT HAPACTBa B CBETOBEH Mallad, KaTo ce OLeHsIBa Ha
oko11o 0.1-0.3% oT yoBemKaTa Mmomyjiamnus, ¢ U3pa3eHo KoJe-
OaHMe Ha yecToTaTa, cpsMo reorpadcekus paiion. [Ipubnu-
sutenHo 10-30% oT manueHTUTe ¢ rncopuasuc pazpusar PsA
npe3 xxuBoTa cu (2). [Ipu okono 40% OT BCUUKHU MAIUEHTH
ce ycTaHOBsiBa (paMHIIHA aHAMHe3a. 3acsraT ce IPEAMMHO
MJIaId UHAUBUK - Mex 1y 20 u 45 TOIUHU, TPY KOUTO UMYH-
HaTa CHCTEMa € I0-CHJIHO peaKTHBHA. ToBa yBeIHYEeHHE Ha
ciny4aute ¢ PsA ce 00sicHsIBa 4aCTHYHO C TIo00peHara Cb-
BpEMEHHA TUAarHOCTHKA U MOBHUINIEHATa 3paBHA KYJITypa Ha
HACEJIEHNETO 10 CBETa, CBbpP3aHa ¢ aKTUBHO THPCEHE Ha Me-
JUIMHCKA IOMOII] ITPH MPOMSHA B ChCTOSTHUETO.

[Tarorenesara Ha 3a00NsIBAHETO CE OCHOBAaBa Ha CIIOKHOTO
B3aUMOJICHCTBHE MEXAY T€HETUYHU, UMYHOJIOTHYHH U €KO-
nornunu Qaxrtopu. Hapymenara perynanus na 1L-23/1L-17
n TNF-alpha curnanaure nmeruima urpae KIo4oBa poiis B
naTroreHesara Ha ncopuaruyHara dosect. [locouennre mexa-
HU3HU BOASAT 10 Bb3MAJCHUE U PEMOJIENINpaHe Ha KOCTUTE, a
HSIKOM HOBH JIaHHH cOYaT M y4acTHETO Ha OMOMEXaHUYHHMS
cTpec, YpeBHaTa MUKPOOHOTA M BPOICHHSI UMYHUTET (3).

KnuHuyHaTa u3siBa Ha IICOPHATHYHHS apTPUT € Pa3HOOOpas-
Ha, KOETO OTpa3siBa HEroBHs NMPOMEHNINB xapaktep. Cropen
kimacupukanusaTa Ha Moll u Wright ncopuaTHaHUAT apTpUT
ce paszmens Ha mer noartuna. OnuroaptTukyiapHata (Gop-
Ma OOMKHOBEHO € aCHMETPUYHA M 3acsra I0-MajKko OT HeT
MaJIKH WM rojleMu crtaBd. llommapTukynapHata ¢opma e
OOMKHOBEHO CHMETpPHYHA M HAmoJo0sBa peBMATOHICH apT-
PHT, HO YECTO 3acsira JUCTATHUTE HHTep(daTaHTeaTHH CTaBH
U Ce XapaKTepu3upa ¢ OTPULATENICH PeBMAaTOUACH (GakTop.
Jucrannara gopma ce OTIMYaBa ¢ U3pa3eHO BB3MAJICHUE U
3acsiraHe MMEHHO Ha JUCTaJHHUTE MHTep(dasaHTealHH CTa-
BU. MyTHJIMPAlIMAT apTPUT MPEACTABIIABA Hail-TeKKATa M
JEeCTPyKTHBHA (opMma, BOJCIIA JO CEPUO3HH JedopMaluu
Ha CTaBHTE, 0COOCHO Ha phleTe U xoxuwiaTta. Hakpas, crioH-
JWJIOAPTPUTHUAT TUI BKJIFOYBA CIIy4Yadl ChC CAKPOWIHMHT M
CIIOHJMJIUT, KOUTO MOTaT Jia ce MPOSBAT C WM 0e3 mepu-

POPULATION HEALTH

INTRODUCTION

The term “arthritic psoriasis” (psoriasis arthtitique) was
first used by the French physician Pierre Bazin in 1860.
and for a long time in science around this disease, two
opposing concepts coexisted. According to the first,
the association of arthritis and psoriasis represents a
separate nosological entity. According to the second,
the association of arthritis and psoriasis is an accidental
simultaneous manifestation of rheumatoid arthritis
and psoriasis. In 1964, the American Rheumatism
Association included psoriatic arthritis as a separate
nosological entity in the classification of rheumatological
diseases.

Psoriatic arthritis is a chronic inflammatory disease of
the musculoskeletal system associated with psoriasis,
which typically manifests itself with involvement of
the peripheral joints (arthritis), entheses (enthesitis),
axial skeleton (spondylarthritis) and fingers (dactylitis).
Damage to these structures leads to pain, stiffness,
swelling and potential joint damage if not treated
promptly and adequately (1). Modern systematic reviews
show that the prevalence of psoriatic arthritis is increasing
worldwide, estimated at about 0.1-0.3% of the human
population, with marked fluctuations in frequency
depending on the geographical area. Approximately 10—
30% of patients with psoriasis develop PsA during their
lifetime (2). A family history is established in about 40%
of all patients. Young individuals are mainly affected -
between 20 and 45 years of age, in whom the immune
system is more reactive. This increase in cases of PsA
is partly explained by improved modern diagnostics and
increased health culture of the population around the
world, associated with active seeking of medical help in
case of a change in the condition.

The pathogenesis of the disease is based on the
complex interaction between genetic, immunological
and environmental factors. Dysregulation of the IL-
23/IL-17 and TNF-alpha signaling pathways plays a
key role in the pathogenesis of psoriatic disease. These
mechanisms lead to inflammation and bone remodeling,
and some emerging data also suggest the involvement
of biomechanical stress, the gut microbiota, and innate
immunity (3).

The clinical presentation of psoriatic arthritis is diverse,
reflecting its variable nature. According to the Moll
and Wright classification, psoriatic arthritis is divided
into five subtypes. The oligoarticular form is usually
asymmetrical and affects fewer than five small or large
joints. The polyarticular form is usually symmetrical and
resembles rheumatoid arthritis, but often affects the distal
interphalangeal joints and is characterized by a negative
rheumatoid factor. The distal form is characterized
by pronounced inflammation and involvement of the
distal interphalangeal joints. Mutilating arthritis is the
most severe and destructive form, leading to serious
deformities of the joints, especially of the hands and
feet. Finally, the spondyloarthritis type includes cases
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¢depuo ctaBHo 3acsrane (1). KoxxHute u3meHenus (epure-
MO-CKBaMO3HH IUIaKM C pa3jiinyHa (opma, roieMHHa U JIo-
KaJlM3alus) 1 HOKBTHUTE IIPOMEHH (TOUYKOBHJIHU JICTIPECHUH,
Oene3HNKaBO-KBJITEHUKABU TETHA, JINIICA HA CIOHUXUYM
W OHMXOJIM3a) Ca BXXHU JMarHOCTUYHM Oese3u. YMopara u
(YHKIIMOHAITHOTO yBpEX/IaHE ca YeCTH U OKa3BaT 3HAYUTEll-
HO BJIMSIHHE BBPXY KauecTBOTO Ha XUBOT (1,4). PsA uecto
ce cpueTaBa C peAMLA CHI'BTCTBAILM 3a00JIIBaHUS, BKJIIO-
YUTEJIHO 3aTVIBCTSIBAHE, XUIIEPTOHMSI, TUCIUIUACMUS, JIH-
abeT M Chp/IEUYHO-CHA0BH 3a00JIs1BaHuUsI, KOUTO YBEIMYaBAT
cMmbpTHOCTTA (5). OCBEH TOBa AeMpecHsiTa U TPEBOKHOCTTA
ca Mo-4eCTH IIPU TE3H MAIEeHTH, KOETO Io14epTaBa Hyxk/1a-
Ta OT MYJTUAUCHUIUIUHAPEH MOAX0/] B JIedeHHETO (6).

Jlmarnosara e mpeiuMHO KJIMHWYHA U Ce€ Mojromara oT Jia-
6oparopau u 00pasnu nzcaenBanus. Kpurepunte CASPAR
(Classification Criteria for Psoriatic Arthritis) ocraBar
Hal-IIMPOKO M3MOJI3BAHUSIT HHCTPYMEHT 3a KIIaCH(UKAIHSI.
Pannara guarsosa e oT ChIIECTBEHO 3HAUCHHE, ThH KaTo 3a-
MIOYBAHETO Ha JICYCHHE B PAMKHUTE Ha IbPBUTE 1—2 roguHH
cllesl TMosiBaTa Ha CHMITOMHTE MOJXKE Jla IPEJOTBpATH He-
oOpaTuMu cTaBHU yBpexaanus (4,7).

JleyenneTo Ha ICOPUATHYHUS apPTPUT U3UCKBA MYJITH/IUCIIH-
IUTMHAPEH MOAXOA (PeBMAaToJIor, AEPMAaTOJIOT, PEHTTEHOIOT,
¢u3noTEepaneBT, KapAHOJIOT, eHIOKpHHOIOT U T.H.). To, OT
CBOSI CTpaHa, BKJIIOYBA He()apMaKOJIOTHYHH U (PapMaKoIo-
rudHu noaxoau. Cpen oCHOBHHTE He(hapMaKOJIOTHIHI MEPKH
ca peoBHaTa (pu3NUECcKa aKTUBHOCT, KOHTPOJI'BT HA TETTIOTO
1 OTKa3bT OT TIOTIoHOmymIeHe (8). Hecrepommanure mpoTu-
BoBb3nanuTenan cpeactsa (HCIIBC) morat na obnexwar
Oorkara, HO IPOABIKUTEIIHATA IM YIIOTpeba He € MPernoph-
YUTENHA 3apajy PUCKA OT HEXEJaHH JIEKapCTBEHU PEakIny,
a ymotpebara Ha KOPTUKOCTEPOUIH HE ce mpenoppuBa (1).
KonBeHmoHanHnTe 0a3UCHN aHTUPEBMATHYHU JIEKapCTBA
(csDMARDs), kato MeToTpekcaT, IedaIyHOMUI U cyidaca-
Ja3WH, YECTO CE M3MON3BAT KAaTO I'bpBA JIMHUS 32 JICUCHHE
Ha miepudepHUs apTPUT, HO UMAT OTPAHUYCH €(PEKT BBPXY
CTPYKTypHaTa yBpesa Ha cTaBuTe. [Ipy manuenTn ¢ HepocTa-
THYCH OTTOBOP MIIM TO-TEXKKO 3a00sIBaHe ce Mpuiarat Ouo-
JIOTUYHU ¥ TapTeTHU cuHTeTHIHH DM ARDs — BKITIOUHTETHO
naxuoutopu Ha TNF, IL-17 (secukinumab, ixekizumab), IL-
12/23 u IL-23, JAK uaxuburopu (upadacitinib, tofacitinib),
KOWTO ITOKA3BaT BUCOKA €(PEKTHBHOCT B PA3INIHUTE IPOSIBH
Ha PsA (1,3,8). 1360p®sT Ha Tepanus TpsOBa ga Obe MHIANBU-
Jyallu3upaH Cropes KINHUYHUSA AOMEHH Ha 3a00IIBaHETO,
CBHITBTCTBAIINTE 3a00Js1BaHNUs (HAIP. BH3MAINTEIHO YPEBHO
3a00JIsIBaHE MIIM YBEUT) M NMPEINOYUTAHUATA HA MAI[UCHTA.
Criopen mocneHUTE, aKTyaJIHU M KbM JTHEIIHA J1aTa, IPero-
ppku Ha EULAR, neuennero Ha PsA Tps6Ba na ce ppkoBoaH
OT MPUHIMINNTE HA paHHA INAarHOCTHKA M TEPAIHsl, HACOYEHA
KBM MIOCTUTaHE HA PEMHUCHS MJIN HUCKA O0JIECTHA AKTHBHOCT.
[Tpn HenmocTaThUEH TEPANCBTHYEH OTIOBOP CE MPENOpPHUBA
0Bp30 mpemuHaBae oT cSDMARDSs kbM OHOTOTHYHU TITH
TapreTHU CHHTETUIHH areHTH, KAaKTO U PEJOBEH CKPUHUHT U
KOHTPOJI Ha CBIIBTCTBAIINTE 3a00IIBaHMS, OCOOCHO HA ChHP-
JICTHO-CHIOBHS PHUCK (8).

POPULATION HEALTH

with sacroiliitis and spondylitis, which may occur with
or without peripheral joint involvement (1). Skin changes
(erythematous-squamous plaques of varying shape, size
and location) and nail changes (punctate depressions,
whitish-yellow spots, absence of eponychium and
onycholysis) are important diagnostic features. Fatigue
and functional impairment are common and have a
significant impact on quality of life (1,4). PsA is often
associated with a number of comorbidities, including
obesity, hypertension, dyslipidemia, diabetes and
cardiovascular disease, which increase mortality
(5). In addition, depression and anxiety are more
common in these patients, highlighting the need for a
multidisciplinary approach to treatment (6).

The diagnosis is primarily clinical and is supported
by laboratory and imaging studies. The CASPAR
(Classification Criteria for Psoriatic Arthritis) criteria
remain the most widely used classification tool. Early
diagnosis is essential, as initiating treatment within 1-2
years of symptom onset can prevent irreversible joint
damage (4,7).

The treatment of psoriatic arthritis requires a
multidisciplinary approach (rheumatologist,
dermatologist, radiologist, physiotherapist, cardiologist,
endocrinologist, etc.). This, in turn, includes non-
pharmacological and pharmacological approaches.
The main non-pharmacological measures include
regular physical activity, weight control and smoking
cessation (8). Non-steroidal anti-inflammatory drugs
(NSAIDs) can relieve pain, but their long-term use is
not recommended due to the risk of adverse reactions,
and the use of corticosteroids is not recommended (1).
Conventional basic antirheumatic drugs (csDMARDs),
such as methotrexate, leflunomide and sulfasalazine,
are often used as first-line treatment for peripheral
arthritis, but have limited effect on structural joint
damage. In patients with inadequate response or more
severe disease, biologic and targeted synthetic DMARDs
— including TNF inhibitors, IL-17 (secukinumab,
ixekizumab), I1L-12/23 and IL-23, JAK inhibitors
(upadacitinib, tofacitinib) — are used, which have shown
high efficacy in various manifestations of PsA (1,3,8).
The choice of therapy should be individualized according
to the clinical domain of the disease, comorbidities (e.g.
inflammatory bowel disease or uveitis) and patient
preferences. According to the latest, up-to-date, EULAR
recommendations, the treatment of PsA should be guided
by the principles of early diagnosis and therapy aimed at
achieving remission or low disease activity. In case of
insufficient therapeutic response, rapid switching from
csDMARD:s to biological or targeted synthetic agents is
recommended, as well as regular screening and control
of comorbidities, especially cardiovascular risk (8).
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LEN

LlenTa Ha HACTOSAIOTO NPOYYBAHE € 1A C€ U3BBPLIM KIMHUY-
HO IpOCJIeNiBaHe ¥ aHAJIU3 Ha MAlMEeHTH C PaHHH NpU3HA-
I Ha [ICOPUATHYEH apTpPUT, C AaKLEHT BbPXY XapaKTepHHUTE
CHMIITOMH, KIMHMYHATa H3iBa M (DaKTOpHUTE, KOUTO OMXa
MOIJIH Jia ITpeJcKaxkaT pa3BUTHE Ha 3a0omsBaneTo. [Ipoyusa-
HETO 1IeJIH J1a IIOJIIOMOT'He paHHAaTa AMAarHOCTHKA Ype3 UICH-
THUIHpaHe HA CIICIUPUIHN aHAMHECTUYHU U OOCKTHBHH
MapKepH IIpH NalUeHTH CbC CbMHEHHE 3a PsA.

MATEPUANT U METOAU

HampaBeHO € MPOCIEKTUBHO KJIWHUYHO MPOYYBAaHE B J[BE
JieueOHY 3aBe/ICHUS 32 OOJIHUYHA TIOMOII OT CICIHAIUCTH -
PEBMATOJIOT U IEPMATOJIOT, BKJIFOYBAIIO MAIIMEHTH, CYCIICKT-
HU 3a TICOPUATUYHUs apTpuT. [lepuoabT Ha MPOYyYBAHETO
obxBaria despyapu 2023 -despyapu 2025t. B nieneBara rpy-
na ydactear oomio 101 pecnongeHTH: 51 MaMEHTH MEXIY
20-80-roauiiHa Bb3pacT OT MpaKTUKaTa Ha peBMATOJOra U
50 manueHTH B CHIIUS BH3PACTOB JHMANA30H OT MPAaKTHKATa
Ha nepMatojiora. [IpuiiokKeH e aHKeTEeH METOJ] Ype3 MOI'bJI-
BaHE Ha CTaHIAPTU3HMPAH BBIPOCHHK, C CIHAKBU BBIPOCU
KBM BCHYKH PECIOHJCHTH, BKJIIOYBAI IeMOTrpadCcKu mpo-
(GuiI- B3pacT U MoJ, aHAMHECTHYHH JTaHHU U CyOCKTHBHU
OIUIAKBAHUSTA HA TAIIUCHTA, KIMHUYHA OLICHKA TP MPETJIe]
Ha CIICJIHUTE TpPHU3HAIM: CTAaBHU - HAJUYHE HA OOJIKU B CTa-
BUTE, CYTPCIIIHA CKOBAHOCT, IMOIyBaHE HAa CTAaBUTE, OOJIKA B
aKCHAJIHUS CKEJICT U MePUPCPHUTE CTaBH, TAKTHIIUT; KOKHU
— CTEICH Ha U3sBa HA KOXKHUTE JIC3UH, OIICHKA HA HOKBTHH
npoMeHH. M3Moin3BaHu ca CTaTHCTUYSCKUA METOIH 3a o0pa-
00TKa Ha MOJIYYCHUTE JaHHHU.

PE3YNTATU

[lo mon pecnoHAEHTUTE C€ pa3lpeneNnsaT KakTo cieasa: 28
ca Mbxke (27,72% or u3cnensaHara rpymna), a 74 ca jKeHH
(73,23% or uzcnensanara rpymna) (pur.l).

Quaypa 1. PasnpedeneHue o nosn

POPULATION HEALTH

AIM

The aim of the present study is to perform clinical follow-
up and analysis of patients with early signs of psoriatic
arthritis, with an emphasis on characteristic symptoms,
clinical presentation and factors that could predict the
development of the disease. The study aims to support
early diagnosis by identifying specific anamnestic and
objective markers in patients with suspected PsA.

MATERIAL AND METHODS

A prospective clinical study was conducted in two
inpatient care facilities by specialists - a theumatologist
and a dermatologist, including patients suspected of
psoriatic arthritis. The study period covers February
2023 - February 2025. The target group includes a total
of 101 respondents: 51 patients between 20-80 years of
age from the rheumatologist‘s practice and 50 patients in
the same age range from the dermatologist‘s practice. A
survey method was applied by filling out a standardized
questionnaire, with the same questions for all respondents,
including demographic profile - age and gender,
anamnestic data and subjective complaints of the patient,
clinical assessment upon examination of the following
signs: articular - presence of joint pain, morning stiffness,
joint swelling, pain in the axial skeleton and peripheral
joints, dactylitis; skin — degree of manifestation of skin
lesions, assessment of nail changes. Statistical methods
were used to process the obtained data.

RESULTS

By gender, the respondents are distributed as follows: 28
are men (27.72% of the studied group), and 74 are women
(73.23% of the studied group). (Fig.1)

Figure 1. Gender distribution
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IIpu mpotnyanero Ha PSA mpu qBaTa mosa He ce yCTaHOBSIBA
CBILECTBEHA pa3iuKa. Bce mak yBpe)kJaHeTO Ha TUCTaTHUTE
CTaBM M Ha I'PBOHAYHUS CTHJIO Ce Cpella Mo-4ecTo NPU Mb-
xKeTe - npu 53,57% OT u3CleIBAHUTE MBIKE, & CAMETPUUHHUST
MOJIUAPTPUT — MO-YECTO MPH KEHUTE - pu 63,51% ot nzcnen-
BAHUTE KCHH.

[To BB3pacT u3cieBaHUTE JIMIIA Ca PA3IpE/eIeHU B TPH IPy-
nu: 10 30 roguHy - 26 muna (25,74%), 30-60 roguau- 59 nuna
(68,31%), nan 60 romqunu - 16 nuna (15,84%). YcraHossBa ce,
4e MpH MJjlaJiaTa v CpeaHaTa Bb3pacT paHHUTE CUMIITOMU Ha
TICOPUATUYHHSI apTPUT C€ CPeIIaT MO-4ecTo U TOBA MOXKE Jia
ce 00sICHU C IMO-BHCOKaTa CTENEH Ha PEaKTHBHOCT Ha MMYH-
HaTa cUcTeMa M I10-100paTa NHGOPMHUPAHOCT ¥ HABPEMEHHO
THPCEHE HA MEIUIMHCKA MOMOIII OT XOpaTa OT MO-MJIaJ0TO U
CPEIHOTO MOKOJeHHUE ((ur.2).

duzypa 2. PasnpedeneHue Ha pecrioHOeHmume o eb3pacm

Bosakara B cTaBUTe B €/1HAa WJIM APYTa CTETNEH € MOCTOSHEH
CI'BTHHK IpH TOBa 3abouasane. [Ipu 39,23% ot pecnonaeH-
TUTE OONKHUTE ca jekH, HO 60,77% oT TAX choOIIaBaT, 4ye
uMaT CUITHH OOJIKM, KOUTO HApyIIaBaT €XKeAHEBHHUS KOMPOPT
U U3ITBJTHEHUE Ha O0MUYaliHUTE aHTAXUMEHTH. AHTaXKUpaHe-
TO Ha CTaBUTE MOXE J]a € CUMETPUYHO (CUMETPHUUYEH MOJIH-
apTPUT) UM HECUMETPUIHHO, J]a CE aHTAKNPAT MAJIKU CTaBH
(Haii-uecTo TUCTATHUTE WHTEpQaTaHTeaTH! CTaBH) U €IHA
WM JIBE€ TOJEMU CTaBH (ACUMETPUYEH OJIUTO0apTPHUT, CIIOH-
qunut). CyTpemiHa CKOBaHOCT M3MUTBAT 92% OT pecnoH-
neatute. Koraro ca 3acernaru uHTep(asaHreasHuTe CTaBH,
PsA noutu BuHaru ce cpbueTaBa ¢ ICOPUATUYHU IPOMEHU IO
HokTuTe (ur.3).

Quaypa 3. borika 8 cmasume
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No significant difference was found in the course of PSA
in both sexes. However, damage to the distal joints and
the spine occurs more often in men - in 53.57% of the
studied men, and symmetrical polyarthritis - more often
in women - in 63.51% of the studied women.

By age, the studied individuals were divided into three
groups: up to 30 years - 26 individuals (25.74%), 30-
60 years - 59 individuals (68.31%), over 60 years - 16
individuals (15.84%). It was found that in young and
middle-aged people, early symptoms of psoriatic arthritis
occur more often, and this can be explained by the higher
degree of reactivity of the immune system and better
awareness and timely seeking of medical help by people
from the younger and middle generation. (Fig. 2)

Figure 2. Distribution of respondents by age

Joint pain to one degree or another is a constant
companion of this disease. In 39.23% of the respondents,
the pain is mild, but 60.77% of them report that they
have severe pain that disrupts daily comfort and the
performance of usual commitments. Joint involvement
may be symmetrical (symmetric polyarthritis) or
asymmetrical, involving small joints (most commonly
the distal interphalangeal joints) and one or two large
joints (asymmetric oligoarthritis, spondylitis). Morning
stiffness is experienced by 92% of respondents. When
the interphalangeal joints are affected, PSA is almost
always associated with psoriatic nail changes. (Fig. 3)

Figure 3. Joint pain
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BonkaTta B cTaBUTE ce M35BABa B JIBa BapuaHTa — KaTo IO-
crostHHa (41,52% B mMpoy4YBaHETO) U KaTO HEMOCTOSIHHA — C
enu3onu Ha odocTpsiHe u 3atuiiue (58,48% B mpoy4BaHETO)

(¢pur.4).

Queypa 4. HayuH Ha u3siea Ha borikama

Bosiku B rphOHAYHUS CTBJIO 110 JINTEPATYPHU AAHHU UMaT
5% o1 cnyuaute Ha PSA , BpIIpeKku 4e yecToTaTa MOXe Ja
€ Mo-ToMsAMa, TOPaIH MO-TUCKPETHA CyOSKTHBHA CHMIITOMA-
THKa B peuiia Ciydad. B Hamero mpoydyBaHe 3a HAJTHUYHE
Ha O0JikHu B rppba choOrmasar 61,12% oT manueHTuTe, J0Ka-
To 1ipu 38,88% He ¢ HanmnyHa (pur.5).

Queypa 5. Hanuyue Ha 6onka e ebpba /akcuaneH ckernem/+

3acsraHeTo Ha MHTepQanaHreaIHUTE CTaBH B HAIIETO TPO-
yuBaHe ce cpemia npu okoio 30% OT pecroHeHTUTE, KaTo
pu 23,55% ce ycTaHOBsIBAa CUMETPUYCH JAKTUIUT HA MPb-
cTute, a 7,45% ca ¢ HecuMeTpuuHO 3acsrane (Gpur.6).

POPULATION HEALTH

Joint pain occurs in two forms — as constant (41.52% in the
study) and as intermittent — with episodes of exacerbation
and remission (58.48% in the study). (Fig. 4).

Figure 4. Pain manifestation

According to literature data, spinal pain accounts for
5% of PsA cases, although the frequency may be higher
due to more discrete subjective symptoms in a number
of cases. In our study, 61.12% of patients reported back
pain, while 38.88% did not. (Fig. 5)

Figure 5. Presence of back pain /axial skeleton/+

Interphalangeal joint involvement in our study occurred
in about 30%, with 23.55% having symmetrical
dactylitis of the fingers, and 7.45% having asymmetrical
involvement. (Fig. 6)
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Q@uaypa 6. Hanuyue Ha Gakmunum

[MonyBaHe Ha cTaBUTE € APYT NMPHU3HAK MPH IICOPHATUUHHUS
aprput. Cpelia ce U30JUpaHO - MOHOAPTHKYJIAPHO HIIK 3a-
csira 1oBe4e CTaBH - MOJUAPTUKYJIAPHO-CUMETPHYHO U He-
cumerpuuHo. [lonyBaHe Ha cTaBUTE Ce YCTAHOBH OOLIO MPH
68% OT peCOHICHTHUTE B IPOYUBAHETO (PHT.7).

Queypa 7. [NodysaHe Ha cmasume - Ha4yUH Ha 3acsieaHe

Ko:xHHHMTEe M3MeHeHUsl NPH IICOPHATUYHUS APTPUT CE TI0-
KpHBAT C TE3W Ha Hali-4ecTO cpelaHaTa KINHNYHA popma Ha
ncopuasmca- psoriasis vulgaris. Kimacnuecknure KOXKHU J€3UH
IpeAcTaBIsBaT 100pe OrpaHUUYEHN €PUTEMHH IIIaKH, TIOKPHU-
TH cbe cpebpuctobenu ckBamu. IIpeamieknnoHHn MecTa ca
JaKTUTE, KOJEHEeTe, JyMOocakpaiHara O0JacT, KaluIuIIH-
YMBT, HO TICOPHA3UCHT MOXE Jla 3aCerHe BCsika 001acT OT
KOJKHaTa MOBBPXHOCT. OIleHKaTa Ha TEXKECTTa Ha KOXKHOTO
3acsiraHe e omnpezenena upe3 meroxa PASI (Psoriasis Area
Severity Index), koiiTo ce cunTa 3a 3;1aTeH CTaHJAPT B OLECHSI-
BaHE TEKECTTa Ha XPOHMWYHUS M1akaTeH ncopuasuc. PASI ce
MpencTaBs KaTto Mudposa cToHHOCT OT 0 10 72, KOSATO OTpa-
35Ba CTENEHTa Ha 3a4epBABAHE, YIUIBTHABAHE, 3AJIOIIBAHE U
TUTOIITA HA 3acsiTaHe B YSTHPH 00JACTH Ha YOBEIIKOTO TSJIO:
T7IaBa, TS0, TOPHU U JOTHE Kpaitaunn. Criopen EBponelickus
KOHCEHCYC 32 OIpEeJIeIIIHE TEKECTTA Ha IPOTHYAHE Ha IICOPHU-
asmca TOil ce pa3jens Ha: JieKa CTeneH Ha mpoTtudane- PASI
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Figure 6. Presence of dactylitis

Joint swelling is another sign of psoriatic arthritis.
It occurs in isolation - monoarticularly or affects
more joints - polyarticularly - symmetrically and
asymmetrically. Joint swelling was found in a total of
68% of the respondents in the study. (Fig. 7)

Figure 7. Joint swelling - mode of involvement

Skin changes in psoriatic arthritis overlap with those of
the most common clinical form of psoriasis - psoriasis
vulgaris. Classic skin lesions are well-circumscribed
erythematous plaques covered with silvery-white scales.
Preferential sites are the elbows, knees, lumbosacral
region, scalp, but psoriasis can affect any area of
the skin surface. The assessment of the severity of
skin involvement is determined by the PASI method
(Psoriasis Area Severity Index), which is considered the
gold standard in assessing the severity of chronic plaque
psoriasis. PASI is presented as a numerical value from 0
to 72, which reflects the degree of redness, thickening,
scaling and the area of involvement in four areas of the
human body: head, body, upper and lower extremities.
According to the European consensus for determining
the severity of psoriasis, it is divided into: mild degree of
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<10 ; cpeana creneH- PASI 10-20; Texxka crenen- PASI >20.
B HacTOsIIIIOTO MPOyUYBaHE CTEICHTA HA KOKHOTO 3aCsATaHEe €
KaKTo ciiesia: (pur.8)

Qduaypa 8. KoxHu ncopuamuyHu rnpomMeHuU

HokbrHE mpoMeHH. 3acSIraHeTo Ha HOKTHTE MPH IICOPHATHY-
HUS apTPUT B HAILIETO W3CJIE/BAHE CE TOTBBPIK/IaBa B OKOJIO
40% oT ciayuauTe W MMa ILCHHO IUATHOCTUYHO 3HAUCHUIC,
KOraTO JIUIICBAT KOXHU Jie3ud. TOYKOBUIHHUTE JCTIPECHU IO
HOKBTHATA JI0YKA Ca XapaKTePEH MPH3HAK 32 HOKBTHUS TCO-
pHasuc — ,,CHMITOM Ha HAMPBCTHUKA . Jpyry MPOMEHH Ha HO-
KTHTE ca T.Hap. ,, Ma3HHU (KBITCHUKABH) ETHA 110 HOKBTHATA
TJI09Ka, OSNW JTUHUH FUIA TOYKH (JICBKOHUXHS), yaeOensiBaHe
(cyOyHTBaHa XHWIIEpKepaTo3a), nedopMaris Ha HOKBTHATA
MIJI0YKA, JIUTICa Ha enmoHuXuyM (cumntoM Ha JI.IToros) (¢ur.9).

Qduaypa 9. HokbmHu npomeHu

OBCBbXOAHE

[copuarnunust apTput (PsA) ¢ XpOHHYHO BB3MATHTEIHO
CHUCTEMHO 3a00JIsIBaHE C aBTOMMYHEH XapakTep, KOETO Ch-
YyeTaBa KOXKHHM M CTABHH MPOSIBH, O0OMYANHO ¢ OTpHIIATEIICH
peBMaTouieH (paKTop U JIUIca Ha Bb3JIU. MEIUIIMHCKOTO MY
3HAUEHHE € TOJISIMO, ThHl KaToO MpHU 3a0aBeHa JUArHO3a WIIH
HeaJIeKBAaTHO JieueHHe OoyiecTTa MOXe Aa JOBelae 10 Ipo-
I'PECUBHH CTaBHH yBPEXAaHUs, PyHKIIMOHATHA WHBAIH/IU-
3aIus M 3acAraHe Ha BbTpemHu oprann. OcBeH ToBa, [IcA
4eCTO CEe CBHP3Ba C MOBHILEH PUCK OT ChPACYHO-CHIOBH 3a-
6OHHBaHI/Iﬂ u MeTa6OHHTeH CUHJAPOM, KOETO HM3HUCKBA KOM-

POPULATION HEALTH

progression - PASI <10; moderate degree - PASI 10-20;
severe degree - PASI >20. In the present study, the extent
of skin involvement was as follows: (Fig. 8)

Figure 8. Psoriatic skin changes

Nail changes. Nail involvement in psoriatic arthritis
in our study was confirmed in about 40% of cases and
has valuable diagnostic value when skin lesions are
absent. Dot-shaped depressions on the nail plate are a
characteristic sign of nail psoriasis — “tiger sign”. Other
nail changes are the so-called “greasy (yellowish) spots”
on the nail plate, white lines or dots (leukonychia),
thickening (subungual hyperkeratosis), deformation of
the nail plate, lack of eponychium (L. Popov sign). (Fig. 9)

Figure 9. Nail changes

DISCUSSION:

Psoriatic arthritis (PsA) is a chronic inflammatory
systemic disease of autoimmune nature, which combines
skin and joint manifestations, usually with negative
rheumatoid factor and lack of nodes. Its medical
importance is great, because with delayed diagnosis or
inadequate treatment, the disease can lead to progressive
joint damage, functional disability and involvement of
internal organs. In addition, PsA is often associated with
an increased risk of cardiovascular disease and metabolic
syndrome, which requires a comprehensive approach and
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IIJICKCCH IIOAXO0/ U B33HMO}1€I7[CTBI/IG Ha MYJITUAUCHUITIIMHAP-
HU MCIUIIMHCKH CKUIIH.

ConnanHOTO 3HAYCHHWE HA IICOPHATHYHHUS apTPUT € He
MO-MaJIKO Ba)KHO. XpOHMWYHATA 0OJKa, OrpaHHUYEeHATa MOJ-
BMIKHOCT U BUIMMUTE KO)KHU IIPOMEHH 3HAYMUTEITHO BJIOIIA-
BaT KayecTBOTO HA )KMBOT Ha ManueHTure. Morar a noBe-
JaT 10 coLMaliHa M30Jallysl, HaMaJleHa TPYI0CHOCOOHOCT U
€MOLIMOHAJIHU TPOOIEeMH, KaTo JETIPECcus U TPEBOKHOCT, IPH
XOpa B aKTHBHA BB3pacT. ToBa BiMsie HE caMO BBPXY CaMUs
MAIUEeHT, HO U BbPXY HETOBOTO CEMEWCTBO U COLIMAJIHA Cpe-
na. MkoHoMuveckuTe 3aryou 3a MHAWBH/A U 32 00IIECTBOTO
OT TOTCHIMAJIHATAa WHBAIUAU3AIMS U HETPYIOCIOCOOHOCT
oyepTaBaT HeraTHBHA 3/IpaBHA NIEPCIIEKTHBA.

PaHHOTO KJIMHUYHO TpOCIEsiBaHE HA MAIIUEHTUTE C IICOPHU-
aTHYEH apTPHUT € OT ChIIECTBEHO 3HAUCHHE 32 OTPaHIYaBaHE
Ha IIporpecusiTa Ha 3a00J5BaHETO.

3AKINIOYEHUE

Pasno3HaBaHEeTO HA PAHHUTE MPU3HALH, KATO CyTPEIIHA CKO-
BaHOCT, MTOJyBaHE Ha CTaBUTE, OOJKA B aKCHAJHUS CKEIIET U
nepu(epHUTE CTaBH, JAKTHIINT, HOKBTHU N3MEHEHUS, KAaKTO
U KOXKHHUTE MPOSIBU HA IICOPUA3UC B CHUCTAHME C MAPAKIIU-
HUYHATa KOHCTEIAINS — M03BOJISIBA HABPEMEHHO MOCTaBsHE
Ha AuarHosa. ToBa 1aBa Bb3MOKHOCT 33 PAaHHO 3aII04BaHE Ha
Tepamnus, KOSITO MOXe J1a 3a0aBU WIIM CIIPE yBPEKAAHETO HA
CTaBHUTE U J1a TTO00pU KaueCTBOTO Ha KUBOT. BaxkHO € MyuI-
TUIUCHUIIIMHAPHOTO MPOCIIEIsIBAHE, BKIIOYBAIIO I€PMaTO-
JIOT, PEBMATOJIOT U APYTHU CIELHUAINCTH, CIIOPE] M3sSBEHATa
CHUMIITOMATHKa, 3@ ONITUMAJICH KOHTPOJI Ha 3a00JIsIBAHETO.
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