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TEHAEHLUWN B BBAELWATA ®APMALIEEBTUYHA
NMONMMMTUKA B EBPONMEUCKUA CHIO3

T. Bekoe', I'. [lempoea? X. Konee’, M. Mumee’
"MBAIJT ,,Cbpue u Mo3bk”— lneseH
2MY — BapHa

Pe3tome. EBponelickata komucusa (EK) obsBu 3a mawiabHo obewxaa-
He 1 npepasrnexaaHe obLwoTo dapMaLeBTUYHO 3akoHoaaTencTteo B EBpo-
nenckusa cotos (EC). MpeanoxeHnsaTa BkNtouBaT HOBa AMPEKTUBA, 3aMeHsILa
Oupektnea 2001/83/EO (ocHoBeH HopmaTmBeH akT Ha EC 3a nekapctBeHute
npoaykTn 3a xymaHHa ynoTtpeba), u HOB pernameHT, 3ameHsw, PernameHT
(EO) 726/2004 (HopmaTUBHUAT akT, KOUTO Ccb3gaBa EBponeickata areHuus
no nekapcreata — EMA, n ueHTpanmaupaHata npouenypa 3a ogobpeHue
Ha nekapcTtea). C npeaBuaeHUTe NPOMEHN Ce Lenu nocTuraHeTo Ha 6anaHc
MeXxay nateHTHaTa 3alMTa Ha HOBUTE NieKkapcTBa U yBeNnM4aBaHETO Ha A0C-
TbMNHOCTTA A0 NeKkapcTBaTa Ype3 npunaraHe Ha pasnuyHn NONUTUKK.

Knrouoeu dymu: chapmayesmuyHa nonumuka, meHoeHyuu, EC

TRENDS IN THE FUTURE PHARMACEUTICAL
POLICY IN THE EUROPEAN UNION

T. Vekov', G. Petrova?, J. Kolev', M. Mitev'
"MHAT ,Heart and Brain“— Pleven
MU — Varna

Abstract. The European Commission (EC) has announced a compre-
hensive discussion and revision of the overall pharmaceutical legislation in the
European Union (EU). The proposals include a new directive to replace Di-
rective 2001/83/EC (the main regulatory act of the EU for medicinal products
for human use), and a new regulation to replace Regulation (EC) 726/2004
(the regulatory act establishing the European Medicines Agency — EMA, and
the centralized procedure for drug approval). The anticipated changes aim
to strike a balance between patent protection for new drugs and increasing
access to medications through the implementation of various policies.

Key words: pharmaceutical policy, trends, EU
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CPABHUTENEH AHANN3 HA PETYNATOPHUA NPOLIEC
HA NEKAPCTBEHUWUTE NMPOOYKTU B CALL U EC

T. Bekoe’, I. [lempoea? JI. CmeghaHoea’, J1. Mumeea’,

XK. Konee'’

"MBAJ1 ,Cbpue u mo3bk” — lNneeeH
2MY — BapHa

Pestome. B CALL n EC uma yBaxxaBaH 1 CTpoOr perynatopeH npouec Ha
opobpeHune, npoBexaaH cboTBeTHO oT Food and Drug Administration (FDA)
n European Medicines Agency (EMA). Te3n perynatopHu areHuuv onpege-
NAT HacokuTe 3a PyHAaMeHTanHu mscnefBaHusa 1 TectoBe. Bbnpekn xap-
MOHM3MpPaHUTE perynaTtopHu npoueaypuv npouecute Ha ogobpeHne Ha HOBM
nekapctea B CALL n EC vmat cBonte cneumdunyHn ocobeHoctu. MpouecsT
Ha ogobpeHne Ha nekapcTBeHMTEe NPOOYKTU BbB BCSKa CTpaHa BkntoyBa ba-
naHcvpaHe Ha NpPOTMBOPEYMBU coumanHu uenu. NpekaneHo B3ncKaTenHoTo
n3cnegBaHe 1 aHanuanpaHe Ha edviH HOB NIeKapCTBEH MPOAYKT HEMUHYEMO
3abaBs 4OCTbMNa Ha MauueHTUTe A0 HEro M € BEPOATHO Aa MOBMLIM LieHaTa
My, HO rapaHTMpa B ronsma creneH Heroeata 6esonacHocT. FDA 3HaunTenHo
no-4ecTo npurara npouenypute 3a NpUoOpUTETEH CTaTyT Ha HOBU NekapcTBe-
HW NPOAYKTU, KOUTO CbKpaLllaBaT CpoKa 3a perynaTtopHo ogobpeHue, B cpaB-
HeHne ¢ EMA. Taka FDA ce yTBbpxaaBa kato 6e3crnopeH nuaep OTHOCHO
nperneaa, oueHkata n ogqobpeHneTo Ha HOBW NeKapCTBEHN NPOAYKTU B CBETA.

KntouoBu aymu: peayramopeH npouec, iekapcmeeHu npodyKmu, CpagHeHue

A COMPARATIVE ANALYSIS OF THE US AND EU DRUG
REGULATORY PROCESS

T. Vekov', G. Petrova?, L. Stefanova’, L. Miteva’, J. Kolev'
"MHAT ,Heart and Brain“— Pleven

°MU — Varna

Alstract. In the USA and the EU, there is a respected and strict regula-
tory approval process conducted by the Food and Drug Administration (FDA)
and the European Medicines Agency (EMA), respectively. These regulatory

MeguumHCKN MEHMAXMBHT 1 34paBHa nonutuka, 55, 2024, Ne 1 17



TENEMEOUWUUWHA - KOHUENUWUA, PASBUTUE

U NEPCNEKTUBU B BBIITAPUA

Hn. Yan

MeduuyuHcku ¢hakynmem,

Codputicku yHusepcumem ,Ce. Kn. Oxpudcku”— Cogpusi

TELEMEDICINE — CONCEPT, DEVELOPMENT, AND
PERSPECTIVES IN BULGARIA

I. Chan
Faculty of Medicine, Sofia University “Sv. Kl. Ohridski” — Sofia

Pe3tome: bnarogapeHvne Ha Hanpeabka B cdepata Ha WMHGopma-
UMOHHUTE U KOMYHUKALMOHHUTE TEXHOMOorMu, TenemeguumHata nosBornsisa
Ha 3OpaBHUTE creuuanucTy a AuvarHoctuumpart, NnekyeBaT u Habniopasat
naumMeHTUTe cn OT pascTosiHue. B o630pa e u3BbpLUEH Npernea Ha pasnuy-
HUTE acnekTn Ha TeneMeauuuHaTa, BKIYUTENHO HENHATa UCTOpWsl, MON3u,
npeauv3BMKaTeNncTBa, pasrnexaart ce NpMMepu oT CBETOBHATa NpakTuka u ce
obcwxaat nepcnektuBuTe 3a bvnrapus. Upes pasrnexgaHe Ha CbLUECTBY-
Balla nuTepartypa v u3cneaBaHusi ce Lienn Aa ce Hanpasu NPUHOC KbM Ha-
pacTBawms o6emM OT 3HaHUSs, CBbp3aHu C TenemeguumMHaTa — kbM MOMEHTa
ockbAeH B bbnrapus, koeto 6v 6unNo NonesHo Ha 3gpaBHUTE CneumanucTy,
NonUTULNUTE 1 M3CneaoBaTennTe OTHOCHO TEKYLLIOTO CbCTOSIHME M ObaeLleTo
Ha Ta3u AMHaMU4HO pa3BuBaLLa ce obnact.

Knroyoeu dymu: menemeduyuHa, menesdpase, mexHosnoauu 8 meduyuHama,
b6brieapcka 30pasHa cucmema

Abstract. Telemedicine, enabled by advancements in technology and
communication, allows healthcare professionals to remotely diagnose, treat,
and monitor patients. This article explores the various aspects of telemedi-
cine, including its history, benefits, challenges, studies, world examples, and
discusses prospects for Bulgaria in particular. By examining existing literature
and research, this article aims to contribute to the growing body of knowledge
surrounding telemedicine — currently limited in Bulgaria, which shall come in
useful to healthcare professionals, policymakers, and researchers about the
current state and the future of this transformative field.

Key words: telemedicine, telehealth, technologies in medicine, Bulgarian health
system
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