OOUINHNAJIEH AHAJIN3 U 3AK/IIOYEHUE HA BAJIA —
MOJAYJI 2/05.12.2025

OO0 nmperJiex HAa CbOUTHETO

Ha 5 nexemBpu 2025 r. beirapckara acornuarus 3a nexkapcrsena uadopmanus (bAJIN) nposene
MoCJIeIHUsT MOJYJl OT TOoAMINHATa mporpama ,,Regulatory Affairs Update®, xoiito crbpa 85
npodecnoHaNuCTH OT (PapMaIeBTUYHUS CEKTOP, PETYIATOPHUTE OPTraHU U aKAJACMHYHUTE CPEJIH.
Otkput ot npod. a-p TarsHa benumeBa, MOTYIBT C€ OTIMYM C M3KIIOYUTETHA AKTUBHOCT —
MHOYECTBO BBIIPOCH, 3aIbIO0YCHH KOMEHTAPH U PEaTHU Ka3yCH, KOUTO OTpa3uxa JMHAMHUKaTa Ha
perynatopHara cpena npe3 2025 ., ThH KaTO TEMHTE 3a HEIOCTUT Ha JIEKapCTBA, MCKYCTBEH
MHTEJIEKT B JIEKAPCTBEHATa OE30MHOCT.

e lntepaktuBHuAaT hopmar, Briarousail live Q&A u yaT TUCKYCHH, TO3BOJIA HA YYACTHULIUTE J1a
MoJTy4yaT KOHKPETHH HACOKH IO TOPEIId TEeMH KaTO W3KYCTBEH HMHTEJIEKT B 00JacTTa Ha
JIeKapcTBeHaTa 0e30MacHOCT , HEJOCTUT Ha JIEKapCTBa, MapalielHa ThProBUS U MPEACTOSIINS
HOB pexuM 3a Bapuanuu B EC. IIpoBenenara cien o0yuyeHHETO OHJIAH aHKeTa MOTBBHPAU
BHCOKa YJIOBJIETBOPEHOCT OT KaYy€CTBOTO HA ChIBP>KAHHETO U €KCIEPTHOCTTA HA JIEKTOPHUTE.
CoOutnero 3aBbpuid ¢ TpaaulroHHata TomOoga Ha BAJIU, kosTo BHEce NONMBIHHUTEIICH
MO3UTUBEH 3apsi/l U YKPEeIu Ayxa Ha mpodecroHanHaTa OOIIHOCT.

AHAJIN3 HA JTEKIIUUTE

1. Artificial Intelligence in Pharmacovigilance — MPharm.
Valentin Kopanarov in PhD
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2. Shortage Monitoring Policy in Bulgaria — I'eopru 3apaBkos, Sting AD
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npuurHu 3a Hepoctur, poista Ha CECIIA u peanHOTO BB3AEHCTBHE BBPXY MALUEHTUTE.
[IpemiosxkenuTe pemieHuss — sicHa AeQUHUNMS HA ,HEJOCTHI™, CIpaBeIJIMBH KPUTEPUU 3a
pasnpezeleHIe U Ch3/1aBaHe Ha HAIlMOHAJIHA KOOPJUHALIMOHHA TpyIa — 0sXa BUCOKO OLICHEHHU OT
ayJIMTOpUsATA.



3. Parallel Trade Update

2025 — PapociaaBa

Parallel Trade of Key Points on Parallel Trade
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4. New EU Variations Regulation 2024/1701 -
N3nbanuTeIHA areHuMs 10 JeKapcTBaTa
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3axiouenne: ycnemna 2025 roquna u 15-ronumunna na BAJIN.

2025 r. ce okaza kitouoBa roanna 3a bBAJIN — ronuna Ha pa3umupsiBane, MOJAEpPHHU3ALUS U 3aCUIICHO
MEXyHapOJAHO TpUchcTBUE. [Ipe3 BCHUKM MOMIyNIM Ha OOy4MTEHATa Mporpama ydacTue B3exa
peKop/eH Opoil CIIeNUAMCTH, a TEMATUYHHUAT 00XBAaT — OT (papMaKOBIDKWIIAHC U PETYJIaTOPHHU
MOJUTHKH /0 AaKTyaJIHUTE CBPONEWCKM 3aKOHOJATEIIHU IMPOMEHH — MOTBBPIM pOJsATa HA
Acounaum{Ta KaTO BOACHI U3TOYHUK Ha CKCIICPTHO 3HAHUEC B PETHOHA.

[Ipa3nyBanero Ha 15-rogumuaunarta Ha BAJIU, na 9.10.2025r. 6esnsi3a He caMO OpraHU3alOHHA
3peNoCT, HO M CHJIHA AHTaKUPAHOCT KBbM pPa3BUTUETO Ha MNpOoEeCHOHANHATAa JEKapCTBEHA,
peryinaropHa oOUTHOCT.

CpOutusTa Npe3 roguHaTa okaszaxa ycroiunBara MUCHs Ha Acoluanusra — 1a Cb3aBa cpeja 3a
auasor, o0yuyeHre 1 OOMEH Ha OIUT MEXy MHAYCTPHTA, PEryJaTOPUTE U aKaJleMHITA.

C ycnemHoro 3aBbpuiBaHe Ha 2025 r. BAJIM crenBa yBepeHO KbM clie[Ballara TOAMHA,
MOJITOTBSIKM HOBH, OLIE MO-IPAaKTUYECKU OPUEHTUpPAaHU (OpMaTH U pa3lliupeHa MeXIyHapoHa
eKCIIepTHA Mpexka.



OFFICIAL ANALYSIS & CONCLUSION - MODULE 2/
05 December 2025

Event Overview

On 5 December 2025, BADI delivered the final module of its annual “Regulatory Affairs Update”
programme, welcoming 85 highly engaged participants from industry, academia and regulatory
authorities. Opened by Prof. Tatyana Benisheva, the session showcased strong interaction,
numerous questions and practical case-based discussions, reflecting the dynamic regulatory
landscape of 2025. Post-event survey results confirmed high satisfaction with the programme’s
content and expert panel. The traditional BADI raffle added a positive and celebratory note to the
end of the training year.

LECTURE ANALYSIS

1. Artificial Intelligence in Pharmacovigilance — MPharm. Valentin Kopanarov,

PhD

Artificial Intelligence in Pharmacovigilance
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group — were highly appreciated by the audience.

The report presented the
first comprehensive
study on drug shortages
in Bulgaria, based on
data from 300
pharmacists and
interviews with patient
organizations. The key
causes of shortages, the role of SESPA and
the real impact on patients were outlined.
The proposed solutions — a clear definition
of “shortage”, fair criteria for distribution
and the creation of a national coordination




2. Medicine Shortage Monitoring in Bulgaria — Georgi Zdravkov, Sting AD
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The presentation
delivered a comprehensive national
study combining quantitative and
qualitative data. It highlighted systemic
causes of shortages, SESPA’s role, and
the real-world impact on patients.
Proposed policy solutions were
recognised as highly relevant and

Participants received a clear and
actionable overview of the EU
regulatory  framework  governing
parallel trade. Discussions focused on
operational challenges, pricing
mechanisms and anticipated 2026
regulatory updates.



4. New EU Variations Regulation 2024/1701 — Silvia Tsvetkova, BDA
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3 The session clarified all
major elements of the new regulatory regime: risk-based classification, super-grouping, annual
updates, worksharing and web-based eAF. National requirements and practical implementation
steps generated a high level of technical engagement from the audience.

A successful 2025 and BADI’s 15th anniversary

The year 2025 marked a major milestone for BADI — a year of growth, modernisation and strong
professional engagement. The Association delivered its most comprehensive training programme
to date, attracting a record number of participants and covering the full spectrum of contemporary
regulatory topics.

Celebrating 15 years of BADI highlighted the Association’s maturity, its sustained leadership role
and its commitment to building a strong, informed and collaborative regulatory community. The
achievements of 2025 reaffirm BADI’s mission to promote dialogue, expertise and high standards
across the pharmaceutical ecosystem.

With the successful completion of the training cycle, BADI enters 2026 with confidence and
ambition, preparing new, practice-oriented formats and an expanded international expert network.



