Two days training - life cycle management of medicines, 29-30 May 2025-Foundational skills in

the marketing authorization procedures for medicinal products within the European Union

|

At the end of May, the Bulgarian Association for Drug Information (BADI) successfully organized a
two-day specialized training course dedicated to Foundational skills in the marketing authorization
procedures for medicinal products within the European Union. The event took place in Hall 2 of
St. Ekaterina Hospital and gathered above 20 professionals from various sectors of the
pharmaceutical and regulatory landscape.

The course was led by Professor Tatyana Benisheva, DSci, a leading expert in regulatory affairs in
Bulgaria. The program offered a comprehensive overview of key regulatory topics such as CP, DP,
MRP, and national marketing authorization procedures, Good Manufacturing Practice (GMP),
Good Distribution Practice (GDP), and pharmacovigilance essentials.

Day one focused on the regulatory framework and procedural fundamentals, including
documentation requirements, application processes, and coordination across EU member states.
Special attention was given to CP, mutual recognition and decentralized procedures (MRP/DCP)
and NP presented by the experienced presenter, Dr. Daniela Cherneva, as well as practical insights
into worksharing, presented by Ms. Radoslava Naydenova-Tunel.

The session on product complaints and distribution practices, delivered by Ms. Valeria Sarbinova,
added a practical dimension to the first day. Assoc. Professor L. Todorova (CHMP member)
presented the new changes in the Variation procedures with many examples. Her colleague from
BDA, Gergana Lazarova (CHMP alternate), presented the challenges of herbal and well established
use products and many practical examples.



Day two shifted focus toward post-authorization processes and market access. Topics included
pharmacovigilance (AE reporting, PSUR, EudraVigilance), variations, renewals, and the
authorization of herbal and homeopathic products. Particular interest was given to pricing,
reimbursement, and market access strategies in Bulgaria, discussed in a joint session by Prof.
Benisheva and Dr. Daniela Cherneva. The course concluded with a Q&A session, group work, a
competency quiz, and the awarding of certificates to participants.

The training stood out for its high degree of interactivity, expert-led case studies, and strong
practical orientation. The lectures effectively combined academic depth with real-world
regulatory application, which participants highly appreciated. The limited group size allowed for a
collaborative atmosphere and personalized attention to each participant’s needs.

This event once again reaffirmed BADI’s mission to serve as a platform for professional growth,
knowledge exchange, and the promotion of regulatory excellence in Bulgaria. The training not
only enriched participants’ competencies but also emphasized the need for ongoing educational
initiatives in the field of regulatory science.
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B Kpas Ha mecel, malt BbarapckaTta acoumnaums 3a nekapcteeHa MHpopmauma (BA/IN) opraHnsmnpa
yCcnewHo ABYAHEBHO CNeLMannsnpaHo obyvyeHue, NOoCBETEHO Ha PYHOAMEHTANHUTE YMEHUA B
pa3pelmnTeNHnTe Npoueaypu 3a NeKapcTBeHM Npoayktu B EBponelickusa cbto3. Cvbutmerto ce
nposege B 3ana 2 Ha 6onHKUa ,,CB. EKaTepmHa“ n cbbpa Hag 20 ydacTHUUM — NPodECMOHANNCTH
OT Pa3/INYHM CEKTOPU Ha papmaueBTUYHATA UHAYCTPUA U PEryNaTOPHUTE OpPraHu.

ObyyeHuneTo 6e BoaeHo oT npod. TaTAHa beHuMweBa, 4.M.H., aUH OT U3TbKHATUTE eKcnepTu B
Bbarapus no perynaTopHM BbNPOCKU Npu fekapcTea. Mporpamarta Nnpeanoxun UaaocTeH npernes,
Ha KAHOYOBM TEMM KaTO LEHTPANU3UPAHU, AELEHTPANM3MPaHN M HaLMOHA/MHM npoueaypu 3a
pa3peluaBaHe 3a ynoTpeba, 4obpu NPON3BOACTBEHU U ANCTPUOYTOPCKM NpakTMKn (GMP 1 GDP),
KaKTO M OCHOBHM acneKTn Ha GapmMaKoBUIMNaHca.

MbpBUAT AEH aKLEHTMPA BbPXY NpaBHaTa paMKa M PerynaTtopHUTE M3MCKBAHWA, CbNbTCTBALLM
npoueca No paspellaBaHe Ha SIEKAPCTBEHU NPOAYKTU. BKAtoUeHM 6AXa NpaKTUYECKM HACOKM No
NoAroTOBKAa Ha AOKYMEHTU, NogaBaHe Ha 3aABNEHUA, KaKTO M paboTa ¢ pasInyHM npoueaypu Ha
EC—CP, MRP, DCP n NP, npeactaseHo ot [p. JaHnenHa YepHeBa, Boaely, ekcnepT B Ta3u obaacT.
UHTepec npean3BMKaxa U cecuuTte, NOCBETEHM Ha pasnpefenAHe Ha 3a4b/KeHMATA MeXay
cTpaHuTe yneHkun (worksharing), npeacraseHu ot P. HaliaeHoBa, 1 ynpaBAeHNETO Ha OMNakBaHUS
— Cc yyactneto Ha B. CbpbuHosBa.

JoueHT /llobnHa Togoposa, pbkoBoanten B NAJT (uneH Ha CHMP 3a P. Bbarapus), npeacrasum
HOBMTE NMPOMEHW B MpoLeaypuTe 3a BapuaLMM MPU NeKapcTBaTa C MHOro npumepwn. lepraHa
Nasaposa, (antepHatmBeH uneH Ha CHMP 3a P. bwvarapusa), konera oT WAJI, npeactasu
npeausBMKaTeNCcTBaTa 3a OUAKOBUTE IEKAPCTBA, KAaKTO M TE3U C YTBbPAEHa ynoTpeba, KaTto gage
M MHOTO NPaKTUYECKM NPUMEPHU.

Assoc. Professor L. Todorova (CHMP member) presented the new changes in the Variation
procedures with many examples. Her colleague from BDA, Gergana Lazarova (CHMP alternate),
presented the challenges of herbal and well established use products and many practical
examples.

Bropuatr peH 6e ¢oKycupaH Bbpxy 6e30macHOCTTa HA NeKapcTBaTa, Bapuauuute W
NOOHOBABAHMATA Ha paspelleHUsA, KaKTO M BbPXy CneuuPuyHM KaTeropmm NpoAyKTU KaTo
xepbanHuTe n xomeonatuyHu nekapcrea. OcobeHo BHUMaHMe 6e oTaeneHo Ha NpPaKTUYEeCcKuTe
acneKkTu Ha ueHoobpasyBaHeTO M penmbypcaumnaTa, pasrnefaHn B CbBMECTHa cecma Ha npodod.
beHuwesa u a-p daHnena YepHesa. porpamata 3aBbpLluM C AUCKYCMOHHA YacT, TeCT 3a OLLeHKa
Ha YCBOEHWTE 3HAHMA U TbPXKEeCTBEHO BpbyYBaHe Ha cepTUUKATU Ha y4acTHULUMTE.

O6yquMeTo Cce OT/InYn C BUCOKa CTeneH Ha UMHTEPaKTUBHOCT, 3ap,1>n6oquV| ANCKYCUN N peasiHn
Ka3yCun OT exXegHeBHaTa perysnatopHa npakTuKa.



JlekumnTe cbyeTaxa akageMmnyHaTa NPeLm3HOCT C KOHKPETHU MPaKTUUYECKM NPUIOXKEHUS, KOETO
6e BMCOKO OLLeHEHO OT y4acTHUUmTE. OrpaHNMYeHUAT 6poit mecTa No3BO/IM Cb3aaBaHe Ha paboTHa
atmocdepa U UHAMBUAYANEH NOAXOA KbM BCEKU YYACTHUK.

CbbuteTo oOle BeaHbXK 3aTBbpaM MmucuAaTa Ha BAJIM pa cnym Kato nnatopma 3a
npodecnoHanHO pas3BuTMe, OOMeEH Ha 3HaHMA W YTBbP)KAaBaHe Ha A06puTe perynatopHu
NPaKTUKK B Bbarapums.

npOBeAEHOTO o6yqume oboratn KoMmneTeHunnte Ha BCUYKU Yy4YaCTHUUU B CbOTBETHUTE
HanpasBaeHUA.
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