EA.E.®.l. — Atadiktuakn EkdAAwon
Regulatory Affairs - ePI: EéeAifeic otnv Eupwnn kot otnv EAAada
Tetdptn 29 Maiov 2024, wpa 17.00 — 19.00

Registration Link (ZOOM): https://usO6web.zoom.us/j/89350860215?pwd=eJQQx3EshGdhLiNf/9Y4GyvmLOIxDX.1

JUVTOVLOTEG: Zovia ZnnAwwtn — MBA, MSc Toxicologist, Biochemist EAévn KapbaAa — Dappakomnoidg, MSc
Managing Director, Pharmabooks — RA & Scientific Services ~ Regulatory Affairs Associate, Win Medica Pharmaceutical
Méldog Ouadbac Epyaciac Regulatory Science EA.E.@.1. MéAog Ouadag Epyaoiac Regulatory Science EA.E.@.I.
17.00-17.10 KaAwooplopa / Xapetlopodg Fpnyopng Poumnomnoulog Fpnyopng AykupaAidng
Mpoedpog EA.E.D.I Head of Regulatory Affairs, Boehringer Ingelheim Hellas Single Member SA

Juvroviotr¢ Ouadag Epyaoiag Regulatory Science EA.E.@.I.

17.10 - 17.30 06et ‘Mov: YioOeTd A 5 @UA0 08Ny Xpn Xptotiva Mrfrou?

.10-17. €0UOVTOG 0TO HEANOV: YioTeTwvTag To NAekTpoVIkO PUAAO LWV Xpnot
o K cron P 4 Pt e-Labeling Strategist Lead, Opella Healthcare Greece LtD
17.30 - 17.50 Overview of local situation and initiatives regarding digitalization of Product Valerie Hennuy?
) ) Information in European countries Regulatory Affairs Manager, Boehringer Ingelheim SComm, Belgium
, , . . , Ap. Kwotavtivog Mkipti¢d
Evnuépwon kat Evéuvapwaon: Ot 0ényieg yla tov acdevn otnv Ynelakn ) , , ,
17.50-18.10 , ) » Edvikog Opyaviouog Qapuakwv, AtevBuvon AfloAdynong,
uetaBaaon tne mAnpopopnaong rpoioviwy (ePl) ) , ] )
Tunua Qapuakwv Avlpwmnivng Xpriong
Jenny Capel*
) o L Senior Regulatory Affairs Executive at PAGB

18.10-18.30 Proprietary Association of Great Britain (PAGB) and the UK ePI Task Force L
Christina Gkouva®
Director of Regulatory Affairs at PAGB

18.30-19.00 JulAtnon / Zupnepdopata Zovia InnAwwtn / EAévn Kapdala

19.00 Anén EkdnAwong

Inueiwon: H ekdnAwon elvat Swpeav ya 0Aa ta péin tng EA.E.O.I.

Av 8ev €XETE TAKTOMOLAOEL TLG 0PENEG oaC, mapakaloU e va TpoPeite pUe TNV KATABOAN TNG ATOULKAG ETAOLAG CUVEPOUAG Tou 2024 e To TIPORAEMOUEVO TTOGO TwV €30 HECW NAEKTPOVLKAC TANPWUAC
LLE TILOTWTLIKN/XPEWOTIKA KdpTa TG LotooeAidag tng EA.E.D.I.

3TNV TEPIMTWON ETALPIKWY CUVEPOUWYV yLa LEAN £pYalOUEVOUC OE QUTEC, N KATABOAN TPEMeL va yivel péow IBAN (GR87 0140 1940 1940 0200 2001 503, Tpamela Alpha Bank), 1otL mepthapBdvetat

kat to ONA, onote ekdidetat TpHoAdylo anod tv EA.E.Q.1. mpog tnv etatpeia. EmutAéov ta ANPN otolxela NG €Tatpelag yla tv €kdoon Tou Tipoloyiou Ba mpémel va amnootalovv ota email:
treasurer@elefi.gr & secretary@elefi.gr




EA.E.®.I. - Aradiktvakni Ek6RAwon
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ZUVTOMO BloypadLkd CUHEIWHA TWV OANTWV

! Cristina Bitou, Pharmacist, BSc, MBA, e-Labeling Strategist Lead | Opella Healthcare Greece LtD — A Sanofi company
Currently acting as e-Labeling Strategist lead at Opella Healthcare Greece Ltd., | lead a cross-functional team to develop and execute the e-Labeling
implementation roadmap with a focus on strategic deployment by sub-categories, brands and markets aligned with the company’s business objectives.
With over 15 years of diverse experience in the pharmaceutical industry, including pivotal roles at Boehringer Ingelheim and Sanofi since 2017, | bring a
wealth of expertise in Regulatory & Medical Affairs, in both pharma and Consumer healthcare, at local, regional, and global level. My background
encompasses the various regulatory related activities, including new registrations and switches, while from the medical role | had the opportunity to lead
strategic medical planning, stakeholder engagement, and driving innovation across portfolios.
I hold a bachelor’s degree in pharmacy from the National Technical University of Athens, complemented by an MBA from the National Technical University
of Athens & Athens University of Economics & Business. | am committed to driving innovation and sustainability in the healthcare industry, leveraging my
experience to lead transformative initiatives that shape the future of healthcare.

For more details, please visit my|LinkedIn profile

2 Valerie Hennuy, Regulatory Affairs Manager, Boehringer Ingelheim SComm, Belgium
Valerie graduated in 2000 as a pharmacist, and in 2002 from specialization in analytical toxicology. Valerie has worked for 4 years in a Mass spectrometry
laboratory as project leader for clinical trials and principal investigator for toxicological trials.
Valerie is now working in Regulatory Affairs for 18 years: 6 years in CMC Regulatory Affairs as a consultant for different companies and 12 years as local
Regulatory Affairs Manager for Boehringer Ingelheim.
In the Belgian industry association “Pharma.be”, Valerie is member of Task Force Public Health and of the working group “Labelling and Digital agenda”.
Within Boehringer, Valerie is leading the European ePl working group in which initiatives and experiences are shared between European countries and
escalated to the appropriate global working group.
Valerie is as well member of a global working group where local initiatives regarding Pl digitalisation (pilots), future processes, tools and strategies are
discussed with local experts.

3 Ap. Kwotavtivog Mkipthg, EO®, AtcbBuvon A§loAdynong, TuAipa Qappdkwv AvBpwriving Xprong
O Kwvotavtivog Mkiptng anodoitnoe and to Tpuipa Qappokeutikig tou E. K. M. A. pe dplota. Metd ano Metamtuxiako Aimlwpa Eldikeuong otn ZuvBeTikn
@appakeutikn Xnpela oto (6o Tunpa, LetéPn oto University of Michigan tng H.M.A. yia va cuveyioet tng omoudeg tou. Enéotpede otnv EAAGSa pe PhD otnv
Qappoakeutiki Xnueio kat Master in Public Health otnv MoAwtikn tng Yyeiag. Extote epydletal otov EOD otn AleBuvon AfloAoynong, Tunua Oapudkwv
AvBpwrtvng Xpriong Kat eL8IKOTEPA 0TNV A€LOAOYNON OYKOAOYIKWV GapUAKWY, ATNUATwY GopUAKwY EKTOC EVOELENG KOl EKTiUNON TNG SuVNTIKAG Helwong
K& Uvou amd t xprion VEWV poidviwy Karmvou. Eniong, cuUUETEXEL evepyd oTnV KOWOTNTA ELSIKWY EUIMELPOYVWHOVWY OYKOAOYLKWY KOL TNV
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https://www.linkedin.com/in/cristina-bitou-pharmacist-bsc-mba-9206a216/
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OUVTOKTIKA OMASA YL TNV EVOWHATWON TG XPHRong BLodetktwy t¢ KAWVLKEG LeEAETeC Tou Eupwmaikol Opyaviopol Qapudkwy. TéAog S18Adokel vopoBeaia
KOl KAVOVLOTLKEG UTIODECELC PAPUAKWY OTO UETOTTTUXLOKO TIPOYPAULA TOU TOMEA PAPUAKEUTIKAG XNUeiag Tng Dappakeutikng E.K.M.A.

4Jenny Capel - Senior Regulatory Affairs Executive at Proprietary Association of Great Britain (PAGB)
Jenny Capel is a Senior Regulatory Affairs Executive at PAGB, the consumer healthcare association. PAGB represents the manufacturers of branded OTC
medicines, self-care medical devices and food supplements in the UK.
Jenny is part of the PAGB team working on ePl and is an expert in regulatory affairs, with extensive experience in the pharmaceutical sector. Jenny provides
comprehensive regulatory advice, information, and analysis on UK and international issues to PAGB members and responds to regulatory consultations and
proposals, ensuring the views of PAGB members are effectively represented. Her expertise includes advising on compliant packaging development in line
with the PAGB Packaging Code for Medicines and supporting new product development initiatives, including reclassifications.
Jenny studied biology at university and prior to working in the regulatory team at PAGB, Jenny worked in PAGB’s copy clearance advertising team.

5 Christina Gkouva, MSc, BSc - Director of Regulatory Affairs, Proprietary Association of Great Britain (PAGB)
Christina Gkouva is a regulatory affair professional with extensive experience in the pharmaceutical industry. With over a decade of expertise, she has
demonstrated leadership and strategic capabilities in managing regulatory, quality, and compliance aspects for various healthcare products.
Professional Experience:
Christina joined PAGB in 2019 and currently serves as the Director of Regulatory Affairs. In this role, she leads the regulatory affairs team, guiding them in
ensuring regulatory excellence across OTC medicines, medical devices, and food supplements. Her responsibilities also include identifying potential
regulatory risks, developing mitigation strategies, and maintaining relationships with regulatory authorities and industry stakeholders. As a member of the
senior leadership team, she is also responsible for the development and execution of the organisation’s strategic objectives.
Prior to PAGB, Christina was a Senior Scientist at the Medicines and Healthcare Products Regulatory Agency (MHRA). Her work there involved leading
phytochemical identification projects, managing laboratory operations, and fostering collaborations with industry, academia, and key regulatory bodies.
Educational Background:
Christina holds a Master of Science in Pharmacognosy from UCL School of Pharmacy, where she graduated with distinction. She also earned a Bachelor of
Science in Pharmacy from the School of Pharmacy, Aristotle University of Thessaloniki. She is a licensed pharmacist in Greece and the Republic of Cyprus.
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