AHAJIU3 HA MOJYVYJI 1, 21.11.2025

Ha 21 noemBpum 2025 1. ce mpoBeae omHiaiiH oOydenueto Regulatory Update — Module 1,
Opranu3upaHo ot bbirapckara acouuanus 3a JekapctBeHa nHpopmanus (bAJIN). B o0yuenuero
ce BKJItounxa 6mm3o 90 cnemuajaMceTu oT (hapMaleBTUYHATAa MHAYCTPUSL, PETYIaTOPHUTE OpPraHu
¥ aKaJCMUYHUTE CPEIH, KOCTO MOJYEpPTa 3HAYMMOCTTA HA TEMaTa U yCTOWYMBHS MHTEPEC KbM
pPa3BUTHETO Ha peryjiaropHara ekcreprusza B bwarapus. Croutnero 6emre opuIMaTHO OTKPUTO U
3akputo oT mpo@. Tarsna benmmeBa, npenacenaren Ha BAJIM, kosATo akueHTHpa BbPXY
BAXHOCTTa HAa TOCTOSHHATAa KBaJM(HKanus W oOMeHa Ha J0OpH MPakTHKH B JUHAMHYHATA
eBpoIielicka peryjaaropHa cpesa.

Communication is a 2-way process

Communication skills involve:
Listening to others (Receiving)message
Asserting/ Expressing (Sending)

Barriers to communication can lead to misunderstanding and
confusion
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BOJICIM eKcriepTu B obnactra. J-p Maprapura CTpokoBa npeicTaBy MOCIEAHUTE MMPOMEHU B
€BPOIEHCKOTO  3aKOHOAATENCTBO MO  (hapMakonoruyHa OAWUTENHOCT, TEHICHIIMUTE OT
HWHCIICKOMOHHAaTa TMPaKTUKa W HN3WCKBAHMUATA 34 e(l)eKTI/IBHa peryinaropHa KOMYHHKalWs.
JlexumsitTa M ouepTa KIIOUOBUTE NMPEAU3BHKATEIICTBA NpEI MPUTEKATEIUTE HA pa3pelIeHUs 3a
ynorpeba, BKIIOUYUTEIIHO HE0OX0IUMOCTTa OT yKkpernBaHe Ha PV cucremute u momobpsiBaHe Ha
KaueCTBOTO Ha JIOKJIa/IBAHETO.

Mapus IlomoBa ot WM3nbenHuTenHara areHUuss IO JieKapcTBaTa IPEACTaBU
00HOBeHHUTE M3UCKBaHUS KbM MAHS u crionienu 4ecTo cpenani HeChbOTBETCTBUS OT
HallMOHAJIHATa PerylaTopHa NPaKTHKA, IPEIOCTABINKH LIEHHH MTPAKTUYECKU HACOKU
3a mogoOpsBaHE Ha CHOTBETCTBUETO C HOPMAaTHMBHATA paMKa. 3a TE3U, KOUTO He
YCISIXS 1a C€ BKJIIOYAT HEKa J1a BUJAT NMPE3EHTALUATA U, ThI KaTO pbKOBOACTBOTO €
nyOnuKyBaHo Ha 19 HoemBpu Ha cTpanunara Ha UAJI
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TpaanuMOHEeH MOHUTOPUHT VS PUCK-

6a3npaH

MbvnHa SDV, dukcupaHa YectoTa Ha
BU3NTUTE

PeTpocneKkTMBeH Npernes Ha AaHHUTe

Bucoka aAMMHMUCTPaTMBHA M pecypcHa
TEMecT
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Mogern
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W C/I0¥KHOCTTa

[poaKTMBEH, aHaNUTUYEH Noaxoa,
OCHOBaH Ha [laHHK

LleHTpanusunpaH v gUCTaHLMOHEH
MOHUTOPWHT, LiefIeBM on-site BU3UTH

DOKYC BbPXY KAaYeCcTBOTO U KPUTUYHUTE
npougecu

B cnenoGennara cecus AumMmuTbp MHIKOB pasriena CbBpeMEHHUTE MOAXOAN B pUCK-0azupaHus
MOHUTOPHHI Ha KJIMHMYHM NIPOYYBAHMs, KaTo NpeJCcTaBu odakBaHusATa Ha EMA u HOBocTHUTE B

ICH E6(R3).




HE - neKapcTBeHW NPOAYKTU 38 MOAEPHM Tepanmm
(Advanced Therapy Medicinal Products [ATMPs])

JIMN 3a Tepanua cbc comaTtnyHu KneTku (yacr IV ot
npunoxkenue | kbm Aupektnsa 2001/83/E0 )

*  CbAbpHa UK Ce CbCTOU OT K/IeTKU UIU TbKaHU KOUTO ca 6unu NoANOXKeHU
Ha CbLEeCTBEHN MaHUNynauun,

* TpeAcTaBs ce KaTo NpuTexasall cBOMCTBA (3a eveHne, NpedoTBpaTABaHe
VN aMarHocTuumpaHe Ha 3abonsBaHe Wiv ce U3MoA3Ba UK Npuaara Ha
Xopa ¢ TakaBga Len) Ypes bapmaKoNorMiHoTO, UMYHONOTUYHOTO UK
MeTaboNUTHOTO AelicTBUE Ha HErOBUTE KNETKM UM TbKaHM.

*  KNeTKUTE WU TbKaHUTe He ca NpeAHa3HaYHU 3a U3MbIHEHWETO Ha CbLiaTa
OCHOBHA GYHKLMA U NPU PELMNMEHTa, KaKTo Npu AoHopa.

Pozanuna Kyaakca3zoBa ot BJ/IA 06sicHu
HOpMATHBHATA paMKa 3a ymorpeda Ha HEPEeTrUCTPUPAHM JICKAPCTBEHU MPOAYKTH IO T.HAp.
,»OOTHUYHO H3KIIIOYeHHe* KOUTO ca OT oOcera Ha CHBPEMEHHUTE TepamuM, NOAYepTaBaiKu
pETyJIaTOpHUTE PUCKOBE M OTTOBOPHOCTHUTE Ha JICUCOHHUTE 3aBE/ICHUSI.

Cwbutnero 3arBbpau posdara Ha BAJIM xaro Bojeni eHTHp 32 00ydeHue U pa3BUTHE B 00J1acTTa
Ha JIEKapCTBEHATa peryJarusl.

[Ipo¢d. benumeBa ovepra cnenBammre npuopuTeTd W Temu 3a 2026 1., CBBp3aHH C
JUTUTAIN3alUATa, HOBUTE €BPONEHCKM M3UCKBAHMS U PA3IIUPSIBAHETO Ha OOyYUTEITHHUTE
MOJTYJH, KaTo OJarofapy Ha JIEKTOPUTE U YYACTHHUIIMTE 32 aKTUBHOTO UM BKJIIOUBAHE.

ANALYSIS OF MODULE 1, 21 NOVEMBER 2025

On 21 November 2025, the online training Regulatory Update — Module 1, organized by the
Bulgarian Association for Drug Information (BADI), took place. The training brought together
nearly 90 professionals from the pharmaceutical industry, regulatory authorities, and academia,
highlighting both the importance of the topic and the sustained interest in strengthening
regulatory expertise in Bulgaria.

The event was officially opened and closed by Prof. Tatyana Benisheva, Chair of BADI, who
emphasized the importance of continuous qualification and the exchange of best practices in the
rapidly evolving European regulatory environment.

The programme included up-to-date and practice-oriented lectures delivered by leading experts in
the field.



Communication is a 2-way process

Communication skills involve:
* Listening to others (Receiving)message
* Asserting/ Expressing (Sending)

* Barriers to communication can lead to misunderstanding and
confusion
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pharmacovigilance legislation, trends observed in inspection practice, and the requirements for
effective regulatory communication. Her lecture outlined key challenges facing Marketing
Authorization Holders, including the need to strengthen PV systems and improve the quality of
reporting.

Maria Popova from the Bulgarian Drug Agency presented the updated requirements
for MAHs and shared frequent non-compliances identified in national regulatory
practice, providing valuable practical guidance for improving conformity with the
regulatory framework. For those who could not attend, her presentation is available,
and the updated guidance was published on 19 November on the BDA website.
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MbnHa SDV, puKcupaHa YecToTa Ha
BU3NTUTE

PeTpocneKkTuseH npernes Ha aHHUTE

BucoKa agAMUHUCTPATMBHA M pecypcHa
TexecT

dokyc Bbpxy dopMasHUA KOHTPO/
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6a3upaH moaen

Traanumonen monen ReM

MponopuyoHaneH KOHTPOA cropes pUcKa
M C/I0XHOCTTa

MNpoaKTuBEH, aHa/IMTUYEH NoAX0A,
OCHOBaH Ha AaHHM

LleHTpanusmMpaH U AUCTaHLMOHEH
MOHWTOPWHT, LefeBu on-site BU3UTU

D OKyC BbpPXY KAaYeCTBOTO U KPUTUUHMUTE
npouecu

During the afternoon session, Dimitar Milkov reviewed modern approaches to risk-based

monitoring of clinical trials, presenting EMA expectations and the new developments in ICH

E6(R3).

HE - nekapcTBeHM NPOAYKTM 38 MOAepHM Tepanuu
(Advanced Therapy Medicinal Products [ATMPs])

JIN 3a Tepanua cbC cOMaTUYHU KAeTKM (vact IV ot
npunoxenue | kbm Aunpexrtusa 2001/83/EO )

*  CbAbpPXKa UM Ce CbCTOU OT KNETKM UMM TbKaHU KOWUTO ca BUAM NOAN0KEHM
Ha CbLLECTBEHU MaHUMNyaumm,

» TpeacTaBa ce KaTo NpuTeXasall CBOWCTBA (3a /le4eHue, NpefoTBpaTABaHe
WK AMarHocTMumMpaHe Ha 3abonssaHe UM ce U3MOA3Ba UM NpuUAara Ha
Xopa ¢ Takaea Len) Ypes $bapmaKoNorMiHoTo, UMYHONOTUYHOTO UK
MeTaboNUTHOTO AeiicTBUE Ha HErOBUTE KNETKM UM TbKaH.

*  KNeTKUTE WU TbKaHWTe He ca NpeAHasHauHu 3a U3Mb/IHEHWETO Ha CbLiaTa
OCHOBHA GYHKLMA U NPU peLMnueHTa, KakTo npu AoHopa.

Rozalina Kulaksazova from the BDA explained the regulatory framework for the use of
unregistered medicinal products under the so-called “hospital exemption”, which covers products
outside the scope of conventional therapies. She highlighted the regulatory risks and the

responsibilities borne by healthcare institutions in this process.

The event reaffirmed BADI’s role as a leading centre for training and professional development

in the area of medicinal regulation.



Prof. Benisheva outlined the key priorities and topics for 2026, related to digitalisation, new
European requirements, and the expansion of future training modules. She also expressed her
gratitude to the lecturers and participants for their active engagement



