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ALPIC 2020

WELCOME MESSAGE

Dear Colleagues,

We are pleased to welcome you to ALPIC 2020 (Advanced Learning on Platelets &
Thrombosis International Course), the 10th international scientific event on Platelets and
Thrombosis, taking place this year in Kalavrita, Peloponnese, Greece, at Kalavrita Can-
yon Hotel, on September 25-27, 2020. ALPIC 2020 is organized by the European and
Mediterranean League against Thrombotic Diseases (EMLTD), having as Course Direc-
tors Professors A. Tselepis, |. Goudevenos and H. Milionis. The Course aims to serve as a
knowledge transfer forum for scientists in the current aspects of Platelet and Thrombosis
research, ranging from the basic science to the clinical practice. The scientific program
is designed to highlight the rapid development and ongoing evolution on the mecha-
nisms underlying Thrombosis and Haemostasis along with discussion regarding all cur-
rent advances in Antiplatelet and Anticoagulant therapy. We are proud that ALPIC has
gain worldwide warm acceptance and recognition for its scientific merit and we do hope
that ALPIC 2020 will further strengthen the European and Mediterranean network for
Thrombosis in both basic research and clinical practice. ALPIC 2020 is organized with
the contribution of our hosting partners, the Atherothrombosis Research Centre of the
University of loannina and the Institute for the Study and Education on Thrombosis and
Antithrombotic Therapy, which will give us the opportunity to bring together scientists
and experts having a wide spectrum of disciplines, who will share current knowledge on
various aspects of Thrombosis. The course local organizing committee consisted of Uni-
versity Professors with different specialties has created an attractive and comprehensive
scientific programme with care and appreciation for attendees’ scientific and personal
enjoyment. An internationally recognized panel of invited speakers will present state of
the art lectures and will create an excellent opportunity for all participants to stimulate
an extended and very constructive discussion both inside and outside the lecture hall.

The dreamy setting with picturesque squares, stone-paved streets and cute little houses
of Kalavrita will welcome ALPIC 2020. Kalavrita is a town, a province and a municipality in
the East Central part of the prefecture of Achaia. The historic town of Kalavryta, one of the
most exciting destination of Peloponnese, will add to the scientific quality of the presen-
tations, making this event a remarkable one for all participants. The Organizers will spare
no efforts to ensure that ALPIC 2020 will be an exciting and enriching experience for all
participants. We welcome you and we wish you all enjoy ALPIC 2020 in the picturesque
landscape offered by Kalavrita and its mountainous landscape.

With our best regards,

The President of the EMLTD Foundation
Prof. Lina Badimon

The ALPIC 2020 Course Directors
Prof. Alexandros Tselepis  Prof. loannis Goudevenos Prof. Haralampos Milionis
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ALPIC 2020

SCIENTIFIC PROGRAMME
Friday, September 25, 2020

11.00 Registrations

12.00-14.00 The Most Impactful Antithrombotic Trials in 2019-2020

Chairs: George Hahalis, Vlassios Pyrgakis

POPular Genetics, Ticagrelor Reversal, ANNEXA-4, CSPS
Alexandros Tselepis

TWILIGHT, SMART-CHOICE , STOPDAPT-2, THEMIS, THEMIS-PCI,
ISAR REACT 5, AFIRE
John Goudevenos

RESTART, RE-SPECT ESUS, THALIS
Konstantinos Vemmos

14.00-15.00 Break

15.00-16.45 Clinical Seminar:

Challenging Decision-making in Anticoagulation Therapy
in AF Patients

Moderators: Georgios Kochiadakis, Alaa Abusamala

Which Anticoagulant Agents are Safe in CKD Patients
with Atrial Fibrillation?
Dimitrios Vlahakos

Practical Anticoagulation Strategies in my Cancer Patients
with Atrial Fibrillation
Grigoris Gerotziafas (France)

When should anticoagulation be stopped after atrial fibrillation
ablation?
Emmanouil Simantirakis

Atrial Fibrillation in the Very Elderly and Dilemma of Anticoagulation
Dimitrios Richter

Discussants: Konstantinos Pappas, Eleftheria Hatzimichael,
Konstantinos Zekios
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ALPIC 2020

SCIENTIFIC PROGRAMME

Friday, September 25, 2020

16.45-18.10

Round Table:

Acute ischemic stroke management

Chairs: Georgios Tsivgoulis, Sotirios Giannopoulos

Diagnostic approach in acute ischemic stroke
Theodore Karapanayiotides

Intravenous Thrombolysis for acute ischemic stroke: pearls & pitfalls
Georgios Tsivgoulis

Mechanical Thrombectomy for acute ischemic stroke
Georgios Magoufis

Antithrombotic therapy for acute ischemic stroke
Sotirios Giannopoulos

Discussants: Vasileios Primikiris, Konstantinos Lagos

18.10-18.30

Coffee Break

18.30-19.30

Interactive Session:

Practical Guidance in Antithrombotic Therapy

Chair: Grigoris Gerotziafas (France)

Aspirin use in primary care: initiate, continue or discontinue
Athanasios Pipilis

Aggressive acute PAD in a young male
Georgios Karaolanis

Patient with PAD and recent peripheral intervention
Michail Peroulis

Patient with CAD, AF and Carotid artery stenosis
Dimitrios Nikas

Discussants: Konstantinos Berbeis, Dimitrios Venetis
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ALPIC 2020

SCIENTIFIC PROGRAMME
Friday, September 25, 2020

19.30-20.00 Official Opening of ALPIC 2020

Chairs: Alexandros Tselepis, Haralampos Milionis

Vice Rector of the University of loannina
Minas Paschopoulos

President of the EMLTD Society
Alexandros Tselepis

President of the Hellenic Cardiological Society
John Goudevenos

President of the Institute for the Study and Education on Thrombosis
and Antithrombotic Therapy
Dimitrios Richter

Mayor of Kalavrita
Athanasios Papadopoulos

Respected Metropolitan of Kalavrita
leronimos

20.00-20.20 Opening Lecture

Chairs: Eleftheria Hatzimichael, Gregory Pattakos

The physician of the Hippocratic Oath in the Modern Times
Panos Zirogiannis

20.20-20.45 Keynote Lecture

Chairs: James Douketis (Canada), Georgios Glantzounis

How advanced Informatics technology can simplify decision
support for VTE prevention?
Alex Spyropoulos (USA)

21.00 Dinner
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ALPIC 2020 :

SCIENTIFIC PROGRAMME

Saturday, September 26, 2020

09.00-10.15

Antithrombotics:

The gap Between Guidelines and Reality

Moderators: Christos Katsouras, Christos Savopoulos

A patient with cirrhosis and AF: A DOAC or VKA?
Georgios Kalambokis

An interesting case of Antiphospholipid Syndrome: a hidden
Chameleon?
Georgia Kaiafa

Challenging patient with cancer-associated VTE
Stavroula Tsiara

Discussants: Elisavet Grouzi, Athanasios Pipilis, Dimitrios lliopoulos,
Dimitrios Godevenos

10.15-10.45

Coffee Break

10.45-11.30

Advanced Clinical Workshop:

Antithrombotics in Acute Coronary Syndromes

Chairs: George Hahalis, Fragiskos Parthenakis

Contemporary pharmaco-invasive treatment for STEMI
George Hahalis

Antitrombotic therapy in Cardiac Valves
Gregory Pattakos

11.30-12.00 Satellite Lecture (see page 14)
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ALPIC 2020

SCIENTIFIC PROGRAMME
Saturday, September 26, 2020

12.00-13.15 Thrombotic complications in COVID-19 patients

Moderators: David Varon (Israel), Haralampos Milionis
Introduction: Haralampos Milionis

Molecular mechanisms underlying thrombotic complications
in COVID-19 patients
Alexandros Tselepis

Derivation and validation of a predictive score for disease worsening
in COVID-19 patients
Grigoris Gerotziafas (France)

Managing Venous Thromboembolism in COVID-19 Patients
Benjamin Brenner (Israel)

Closing Remarks: David Varon (Israel), Haralampos Milionis

13.15-15.00 Meet the Experts:

Conflicting issues in Woman Thrombosis

Chairs: Minas Paschopoulos, Grigoris Gerotziafas (France)

Venous Thrombosis in women. Similarities and differences between
sexes
Eleftheria Hatzimichael

Pregnancy and thrombophilia screening: indications and arguments
Efrosyni Nomikou

Prevention and Treatment of CAT in women
Elisavet Grouzi

Thromboprophylaxis in pregnancy
Despoina Adamidou

New therapeutic strategies in vascular complications of placenta
Eleftheria Lefkou

Pulmonary Embolism during pregnancy and postpartum:
Diagnosis and treatment
Kalliroi Kalantzi

Discussants: Dimitrios Venetis, Evgenia Tsagalidou

15.00-16.00 Break
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ALPIC 2020

SCIENTIFIC PROGRAMME

Saturday, September 26, 2020

16.00-17.30

Plenary Session.

Challenges in Prevention and Treatment
of Cancer-Associated Thrombosis

17.30-18.30

Chairs: Grigoris Gerotziafas (France), Georgios Glantzounis

Biomarkers of hypercoagulability in cancer progression
Marina Marchetti (Italy)

DOACs and LMWHs. Competitive or complementary strategies
in prevention and treatment of CAT?
Benjamin Brenner (Israel)

Beyond thrombosis: Other biological functions of tumour-educated
platelets, with focus on cell free nucleic acids
Anastasia Kougioumtzi

Extended treatment of CAT. Challenges and perspectives
Grigoris Gerotziafas

Cancer-Associated Thrombosis in liver
Georgios Glantzounis

Meet the Experts.

Perioperative Management of Bleeding

Chairs: Petros Tzimas, Theodore Nasiotis

Bleeding, blood transfusion and VTE prophylaxis in total hip and knee
replacement
Nikolaos Zagoreos

Platelet function monitoring and platelet transfusion in cardiac surgery
Fotini Danou

Management of bleeding and coagulopathy following major trauma:
new insights
Petros Tzimas

Antifibrinolytic drugs: Administration without monitoring
of coagulation?
Panagiota Stratigopoulou

Discussant: Theodora Bampali

18.30-19.00

Coffee Break
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ALPIC 2020

SCIENTIFIC PROGRAMME

Saturday, September 26, 2020

19.00-19.30 Keynote Lecture

19.30-21.10

Chair: Fragiskos Parthenakis

What we have learned about how DOACs work and how they are
measured: Insights from the PAUSE study
James Douketis (Canada)

Meet the experts:

Individualized Strategies for Thromboprophylaxis

12

Chairs: Alex Spyropoulos (USA), Spyros Papaioannou

Debate: Should Medically Ill patients get extended
thromboprophylaxis?

Yes. Alex Spyropoulos (USA)
No. James Douketis (Canada)

Six Months after Pulmonary Embolism - Now What?
Konstantinos Pappas

Combination of an antiplatelet and an anticoagulant in chronic CVD.
When and in which patient
Athanasios Pipilis

Individualized antithrombotic therapy in diabetics
Christos Savopoulos
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SCIENTIFIC PROGRAMME

Sunday, September 27", 2020

09.00-11.00

Advanced Clinical Workshop.

Issues regarding the antithrombotic treatment in patients
with acute stroke

11.00-12.00

Chairs: Konstantinos Vemmos, Haralampos Milionis

A patient with atrial cardiomyopathy
Konstantinos Vemmos

A patient with intracerebral hemorrhage and AF
Eleni Koromboki

A patient with PFO
Dimitrios Sagris

A patient with intracranial arterial stenosis
Haralampos Milionis

A patient with cerebral artery dissection
Androniki Plomaritoglou

Platelets-Endothelium-Cancer cell interaction.

Recent advances

Chairs: David Varon (Israel), Eleftheria Hatzimichael

Minimizing Platelet Aggrevation: The need for improved
Assessments of Platelet Function and drug monitoring
David Varon (Israel)

Platelet interaction with cancer cells. Implication for
Thrombosis and Cancer
Alexandros Tselepis

Cancer and endothelial cells interactions in thrombosis
Marina Marchetti (Italy)
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ALPIC 2020

SATELLITE LECTURE

Saturday, September 26, 2020

11.30-12.00 Satellite Lecture Pfizer @

Chair: John Goudevenos

Optimal treatment of patients with non-valvular atrial fibrillation. Complicate cases.
The position of Apixaban
George Andrikopoulos
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INDEX / INVITED FACULTY
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Cardiologist, Curator, General Hospital
of Kalavrita
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Hematologist, Curator of ASY, Thessaloniki
General Hospital “Hippocratio”

Andrikopoulos George

Cardiologist, Director of 1st Cardiology
Clinic, Department of Electrophysiology
& Cardiac Pacemaker, “Errikos Dunan”
Hospital Center

B

Bampali Theodora

Assistant Curator, 2nd Department of
Cardiology, Chest and Heart Department,
loannina University Hospital

Berbeis Konstantinos

Resident of Cardiology,

Cardiology Clinic, General Hospital of
Thessaloniki “George Papanikolaou’,
Conductor of the Medical School of
loannina

Brenner Benjamin (Israel)

Professor of Hematology, Rambam Health
Care Campus, Caster Chair of Leukemia,
Research Bruce Rappaport Faculty of
Medicine Technion, Israel Institute of
Technology Haifa, Israel

D

Danou Fotini
Anesthesiologist, Director, "Henry Dunant”
Hospital Center, Athens

Douketis James (Canada)
Professor, Department of Medicine,
McMaster University, Hamilton, Canada
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Professor of Hematology-Hemostasis,
Faculty of Medicine, University Pierre et
Marie Courie, Paris, France

Giannopoulos Sotirios
Professor of Neurology,
Faculty of Medicine,
School of Health Sciences,
University of loannina

Glantzounis Georgios

Surgeon, Professor of Surgery-Transplants,
Faculty of Medicine, School of Health
Sciences, University of loannina

Godevenos Dimitrios
Surgeon, Consultant, Department of
Surgery, University Hospital of loannina

Goudevenos John

Emeritus Professor of Internal Medicine-
Cardiology, Faculty of Medicine, School
of Health Sciences, University of loannina,
President of the Hellenic Society of
Cardiology

Grouzi Elissavet

Consultant of Hematology, Head
of Transfusion Service and Clinical
Haemostasis “St Savvas”Oncology
Hospital, Athens, Greece

H

Hahalis George

Professor of Cardiology, Faculty of
Medicine, University of Patras, Consultant
of Cardiology, University Hospital of Patras

Hatzimichael Eleftheria

Assistant Professor of Haematology,
Faculty of Medicine, School of Health
Sciences, University of loannina
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INDEX / INVITED FACULTY
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Respected Metropolitan of Kalavrita
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MD, Cardiac Surgeon, Associate Professor
of Cardiac Surgery, National

and Kapodistrian University of Athens

K

Kaiafa Georgia

Assistant Professor, 1st Educational
Pathology Clinic, Faculty of Medicine,
Aristotle University of Thessaloniki

Kalambokis Georgios

Assistant Professor of Internal Medicine,
Faculty of Medicine, School of Health
Sciences, University of loannina, 1st
Department of Internal Medicine,
University Hospital of loannina

Kalantzi Kalliroi
Cardiologist

Karaolanis Georgios
Consultant Vascular and EndoVascular
Surgeon, University Hospital of loannina

Karapanayiotides Theodore
Associate Professor of Neurology,

2nd Department of Neurology, Aristotle
University of Thessaloniki, AHEPA
University Hospital

Katsouras Christos

Associate Professor of Cardiology,
Faculty of Medicine, School of Health
Sciences, University of loannina

Kochiadakis Georgios

Professor of Cardiology, Faculty of
Medicine, University of Crete, Cardiology
clinic, Heraklion University General
Hospital

Koromboki Eleni

Curator of Internal Medicine,
Department of Clinical Therapeutics
Alexandra General Hospital of Athens

Kougioumtzi Anastasia

Biologist, Postdoctoral Researcher,
Laboratory of Clinical Chemistry,

Faculty of Medicine, University of
loannina, Foundation for Research
&Technology - Hellas, Institute of
Molecular Biology & Biotechology,
Division of Biomedical Research (loannina)

L

Lagos Konstantinos
Hematologist

Lefkou Eleftheria

Curator Haematologist, Specialised in
Haemostasis & Thrombosis, Obstetric
Haematology, Antiphospholipid
Syndrome

M

Magoufis Georgios
Director of Interventional Neuroradiology
Department, Metropolitan Hospital

Marchetti Marina (Italy)

PhD, Specialist in Biochemistry and
Clinical Chemistry, Head of Thrombosis
and Hemostasis Laboratory, Dept of
Immunohematology and Transfusion
Medicine, ASST Papa Giovanni XXII
Bergamo, ltaly

Milionis Haralampos

Professor of Internal Medicine, Head of
the 1st Division of Internal Medicine,
Department of Internal Medicine, Faculty
of Medicine, School of Health Sciences,
University of loannina
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Phd Doctor of Athens University
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Care System, Second Department of
Cardiology, University General Hospital
of loannina

Parthenakis Fragiskos
Professor of Cardiology, Faculty of
Medicine, University of Crete

Paschopoulos Minas

Professor of Obstetrics - Gynecology, Head
of Obstetrics - Gynecology Clinic, Faculty
of Medicine, School of Health Sciences,
University of loannina, Vice Rector of the
University of loannina

Pattakos Gregory

Attending Surgeon, 2nd Department
of Cardiac Surgery, Assistant Director,
Division of Transcatheter Heart Valves,
Hygeia Hospital

Peroulis Michail
MD, MSc, PhD, Vascular surgeon

Pipilis Athanasios

Cardiologist, Consultant, First Department
of Cardiology, “Hygeia" Diagnostic and
Therapeutic Centre of Athens

Plomaritoglou Androniki

Associate Director of Neurology Clinic,
Ygeia Hospital of Athens

Primikiris Vasileios

General Practitioner

Pyrgakis Vlassios

MD FESC FACC, Coordinator Director,
Cardiology Department, General State
Hospital of Athens “G. Gennimatas”

R

Richter Dimitrios
Cardiologist, Director of Cardiology Clinic,
“Euroclinic” Athens

S

Sagris Dimitrios
Specialist in Pathology, Larissa University
General Hospital

Savopoulos Christos

Associate Professor of Pathology, Faculty
of Medicine, Aristotle University of
Thessaloniki

Simantirakis Emmanouil

Associate Professor of Cardiology, School
of Medicine, University of Crete, Head

of Intensive Unit of Cardiovascular &
Electrophysiological Laboratory, Heraklion
University Hospital
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MD, FACP, FCCP, FRCPC Professor of
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The Feinstein Institute for Medical
Research, System Director,
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Hospital

Stratigopoulou Panagiota
PhD, MSc, EDAIC

Consultant Anaesthetist

Laiko General Hospital Athens

T

Tsagalidou Evgenia
Cardiologist

Tselepis Alexandros

Professor of Biochemistry-Clinical
Chemistry, Department of Chemistry,
University of loannina, Member of
the European Atherosclerosis Society
Executive Committee

Tsiara Stavroula

Associate Professor of Internal Medicine,
Faculty of Medicine, School of Health
Sciences, University of loannina

Tsivgoulis Georgios

Professor of Neurology, School of
Medicine, National & Kapodistrian
University of Athens, Second Department
of Neurology, Athens University General
Hospital “ATTIKON"

Tzimas Petros

Assistant Professor in Anaesthesiology,
Faculty of Medicine, School of Health
Sciences, University of loannina

V

Varon David (Israel)

Emeritus Professor of Hematology,
Hebrew University, Coagulation unit,
Department of Hematology, Tel Aviv
Medical Center

Vemmos Konstantinos
Pathologist, Stroke specialist, Hellenic
Society of Cardiology

Venetis Dimitrios
Cardiologist

Vlahakos Dimitrios

Professor of Nephrology, School of
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University of Athens, 2nd Educational
Pathology Clinic, Athens University
General Hospital “ATTIKON”

/

Zagoreos Nikolaos
Orthopedic, Athens Euroclinic

Zekios Konstantinos
Cardiologist

Zirogiannis Panos

Nephrologist, Former Director

of Nephrology Clinic, General Hospital
of Athens“G. Gennimatas”
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ALPIC 2020 :

GENERAL INFORMATION

DATE & VENUE

The Advanced Learning on Platelets and Thrombosis International Course (ALPIC
2020) is held from Friday, September 25 to Sunday, September 27t 2020 in Kala-
vrita, Greece, at Kalavrita Canyon Hotel.

The ALPIC2020 will be realized in Kalavrita Canyon Hotel, a 4* hotel situated in Kalavrita,
Achaia region of Peloponnese, Greece. In the heart of the beautiful and historic town of
Kalavrita, ALPIC 2020 will be actualized in the hotel’s Conference Halls. The Conference
will be conducted in a hybrid manner (with physical presence of a number of partici-
pants and simultaneous on Digital Broadcast). In case, for epidemiological reasons, the
conference cannot be held with physical presence, it will be held entirely online.

ABOUT KALAVRITA

Kalavryta is a town in the mountainous east-central part of the regional unit of Achaia
in Peloponnese, Greece. The town is located 24 kilometres south of Aigio and 40 km
southeast of Patras. Kalavrita is surrounded by beautiful mountains Erymanthos in the
west and Chelmos in the southeast.

Kalavryta area brings together a large number of attractions of historical and religious
significance and natural beauty. The Vouraikos Canyon is among the Global Network of
Geoparks, which was established under the auspices of UNESCO, and a geological mon-
ument of world heritage. This natural richness of the Greek geological heritage can be
admired in a magical journey with the cog of Kalavryta. The Cave of the Lakes is also a
work of nature worth to visit just minutes away from the town of Kalavryta. In the Mon-
astery of the Great Cave you can admire one of the four projects of the Evangelist
Luke, the embossed image of the Virgin Chrysospiliotissa while Holy Agia Lavra Mon-
astery holds the first place as a national-religious pilgrimage and is a unique historical
monument. The Museum of the Holocaust the historic Elementary school which hous-
es the history and the memory of the 1943 drama in Kalavrita. The Place of Sacrifice is
located a few meters outside the city, the sacred place where the massacre of Kalavryta
took place. The destination of Kalavryta is ideal for those who love nature and sports
suitable for all seasons. The activities vary according to your desire and mood. During
winter time, snow lovers have the opportunity to enjoy the snowy ski resort to take a
walk or indulge in their favorite activities such as ski, snowboard, ski mobiles. During the
other seasons of the year however, the proposed activities are numerous.

A large number of trails of all difficulty levels, suitable for Hiking and Mountaineering,
that all have something in common: the opportunity to admire the unique beauty of
the Greek nature. These images of nature can also be admired by anyone engaged in
sports in the river Ladon kayaking or rafting.. A few adventurous have the opportu-
nity to gaze nature from above by paragliding.

For those seeking the coolness combined with trips to the beach during the summer,
Kalavryta is a destination located just 30 minutes away from two beaches with crystal
clear waters.
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ALPIC 2020

GENERAL INFORMATION

B LANGUAGE

The official languages of the Course are Greek and English. The English language may
be used widely especially in the presentations of the speakers to encourage the interac-
tion in all scientific sessions of the English speaking faculty.

B REGISTRATIONS

Registration Fee: 200.00 euros + 24% VAT

Registration Fee includes:

+ Access to Conference & exhibition area

« Conference material (e-program & e-badge & codes for digital access)

« e-Certificate of attendance

« Attendance at the organized Coffee breaks during the Scientific Program

Digital Registration Fee: 40.00 euros + 24% VAT

Digital Registration Fee includes:

« Access to digital Conference

« Conference material (e-program & codes for digital access)
« e-Certificate of attendance

B CREDITS

The Congress will been accredited with 18 C.M.E. Credits by the Panhellenic Medical
Association.

M CERTIFICATE OF ATTENDANCE

Continuing Medical Education Credits will be awarded by the Panhellenic Medical As-
sociation. All registered to the Course will have their e-badge and codes (username and
password) for digital access that will count the time of attendance (physically or virtually).
Each (1) credit of Continuing Medical Education corresponds to one full hour atten-
dance. Participants can download their Certificates 2 dates after the end of the Course
from the site of Congress World https://certificates.congressworld.gr/gr/congress.

B CONTACT

{ 3 Congress World
%{

Congress World

27, Michalakopoulou Ave, 115 28, Athens Greece
Tel: +30 (210) 7210001, 7210052, 7222518, 7210025
E-mail: info@congressworld.gr, ea@congressworld.gr
www.congressworld.gr
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SPONSORS

The Organizers wish to thank the following pharmaceutical and / or equipment / device
companies for their support in the accomplishment of the Course:
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T aoBeveic mohis ugpnhoi KapSiayyeraxod KivBiveu
NMPOXOPHXTE
ITO EMOMENO BHMA

~_
NPOIZOETONTAL REPATHA™
FTATHN EAATTOZH THE LDL-C
KAI TH MEIQEH TOY
L KAPAIATTEIAKOY KINAYNOY!

Repatha® - o mpwroc eykekpipévoc avaotoréag tne PCSK9
IOV PELWVEL TOV Kapdiayyeiako Kivouvo

ToRepatha® eivon pia Bepaneia yio T peiwan Twv ugmiuy Emmedwy yoknorepolng oo aipa & avopa nou dev elval o BEan va eAbyouy
T} gohnotepdin Towg mapd ™ Ajgn PEknotuy Sdaewy aranviw kal dkhwy unohimBogukey Beparedy ) of atopa mou Sev pmopodv va
Mafouy oratived. o v nhdpn évbeiEn, avatpégre otnv MAN.
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NEPIAHWH TN XAPAKTHPIZTIKQN TOY NPOIONTOZ

W To gappako auto tehei umé oupminpwpatiky mapakohouBnon. Auto Ba emtpépel To Vpnvopu npouEloplouo VEWV

£Repatha
(evolocumab)

¢ éveong (2,2%). To mpogik aopdhetag otov n)\neuouo Je op6luyo otkoyevr umepxonatepohaipia ouvadel pe ekeivo mou

SeiyOnke otov mnBuopo pe mp | p Kat KT Nepilnyn_avemBiunTwV

mAnpogoplwyv aopdhelas. Znteitat amd Toug Emayyehy uygiag va avagép i yoop:
avemBopnTeg evépyeleq. BX. mapdypagpo 4.8 yia Tov Tpomo avapopag avemBupnTwy evepyewv.

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOX Repatha 140 mg evéoipo didhupa o€ mpoyeptopévn olpiyya, Repatha
140 mg evéatpo diahupa o€ mpoyepiopévn cuokeur Tomou mévag, Repatha 420 mg evéapio Sidhupa oe puaiyyto 2. MOIOTIKH
KAI MOXOTIKH ZYNOEZH Repatha 140 mg evéouio Sidhupia o€ mpoyepiopévn avpyya Kabe mpoyepiopévn o0ptyya mepiéyet
140 mg evolocumab o€ 1 ml diahvpatog. Repatha 140 mq evéoipo Sidhupa o€ mpoyeptopévn ouokeur Tomou mévag Kabe

EVEPYEIWV 0¢ Pop@n mivaka Ot EVEPYELEC TIOU o€ Baoikéq, eheyXOpEVEC KNVIKEG HENETEC Kal O
auBoppnTEC avapopéc mapouatdovrat avd Katnyopia opyavikod GUOTIHATOC Kal GUKVOTNTaA aTov Tivaka 1 mou akolouBei
Xpnotpomotcvrag T akohoudn oupBacn: mohv suxvég (> 1/10), ouyvée (= 1/100 éwg < 1/10), o1 ouyvég (= 1/1.000 éwg <
1/100), omdviec (= 1/10.000 éwg < 1/1.000) kat moho omavieg (< 1/10.000).

NMivakag 1. AvemOupntec evépyeieg Tou Repatha

Tipoyepiopévn méva mepiéyel 140 mg evolocumab o€ 1 ml . Repatha 420 mg evéoo Sidhupa og guaiyylo Kuez N N - B
Quoiyyto mepiéxet 420 mq evolocumab o 3,5 ml Siahvpatog (120 mg/ml). To Repatha eivar éva avpa 19G2 povoxk\ / Lt (50Q) oipg HNTEC EVEPYELEC K«mvopm
avtiowyia Mo mapayeat e TV Texvohoyia Tou avaouvBuacpévou DNA oe KUTTapa woBnK@v Kive(ikou kpikntod (CHO). fa | M€ “‘ B“‘"' 6‘60““’""’ MedDRA gugvotnrac
Tov mijpn katdhoyo Twv ekdoxwy, PA. mapdypago 6.1. 3. GAPMAKOTEXNIKH MOPOH Evéoipo Siahupa (éveon). Evéoipo NotpirEEIC Kat TapaoITRoEL Tpimn Supvég
Suahupa (éveon) (SureClick). Evéorpo Siahupa (éveon) (autopatomomnpévn ouokevr Xopriynong pikpo-86oewv). To Sidhupa - X
€ivar Siavyég €wg 1pididov, dypwpo €wg KiTpvwmd Kat oxedov eNevBepo owpatidiwv. 4. KAINIKEL MAHPOOOPIEL 4.1 Pwogapuyyinida Topvéc

p £ evdeieg Y ia kat piktr SuohmSapia To Repatha o€ eViAIKeC pe mpwtonald Noipwén Tov avirtepou Tuyvég
vmepyohnotepodaipia (erepdluyo otkoyevij kat pn otkoyevi)) i pikt Suohimdarpia, we cupmiipwpa ¢ diartac: « o€ QVAMVEVOTIKOD 0UOTIHATOC
ouvduaopd pe pia otarivn i o€ ouvduaopo pe otartivy kat dAheq umolmdaryikéc Bepancieg o€ aoBeveic atoug omoioug dev X ) X X X
pmopovv va emreuyBouv ot otdxot g LDL C pe T péylotn avektd Soon puag otativng, i « povo f o€ 10 pe dMeg Tou ! ovotnHatoc E¢dvenua Tupvéc
unoMmaikéc Oepanciec o€ aobeveic pe duoavesia oTig oTativeg fj 6Toug omoioug avtevdeikvuvtal ot oTatives. Opoluyog Kvidwon '0x1 ouxvéC
OIKOYEVAC ia To Repatha e evijhikeg kar epripoug nhikiag 12 etav kat dvw pe uuuluvu ) " 3 )
otkoyevi) ia ¢ owBUaOMO e GMNeC 5 espanslz( Eykateotnivn Matapayéc Tou yaoTpeviepikol Navtia Tuyvég
Kagélayyuaku vooog Tu Repatha evdeikvutar o€ evihikeg pe ey " pSlayyelakiy vooo Matapayég Tov 5éppatog kai Tov UMo§opIOU 10TOD Yy | Inavieg

Tou 0 emel06810 i aptnp vouo) 10 T peiwon tou kapdiayyelakod A N ) .
Kl\r/-gurvulur Héow TG peiwong r;uv Vimnzﬁwv LDL C, 2:( onpmpwpa ot 6lup9wun Y]ch :Jlapavr;vmv KISEUVY)VU. . 0¢ Tou r, ) b Oopuahyia Togvéc
ouvouaopd pe T péylon avek 500 piag atativng pe i xwpic AMes umohmdaipikéc Bepanceieg 1y + povn 1 o€ Guvduaopo pe KaTou ouvdetikod 1otod ApBpalyia Zuyvég
AMheg umohmSaipkés Bepanceieg oe aobeveic pe duoaveia otnv otativn 1 yia Toug omoioug avtevdeikvutal n otativn. Na ta [ X A 506 Y001 Avubod oonc é ) Sont
unnu)\zouam ™G PeNéTe oxeTika pe T emSpdoeic ot LDL C, Ta Kapdiayyelakd eneioodia kat Tovg mnBuajiolg mou EVIKEC O1ATOPAKEC KL KATATTAGLC TAC 0000 YOPTIYONG VTI0PATEIC TNC BEONS EveanS VRvee
V 5.1. 4.2 Aocoloyia Kat Tpémoc Yopij Npw an6 v évapén xopriynong tov Repatha,  'BA. mapdypago Neptypagn YHé OUNTLV EVEPYEIDY
Tpémel va “"OK}‘E(‘WW v A ﬂ,ma i e iag (nx., vegp ',0”"5"0”0 \eypé 0 EVEPYELWV pdaeic ot 6éon ¢ éveong Ot mo ouyvéq avidpdoelg oty Béon
S1op6¢). Aogohovia /lp 6rf pyoAnatepodaipia Kat ikt O daipia o€ evijikes H pevn don

Tou Repatha eivai eite 140 mg Kues 800 eBSopddec znz 420 mg pia gopd Tov priva,kat ot 500 §60EIC Eivat KAVIKG |aoﬁuvau£<
0udluyog otkoyevric umepyoAnateporatpia ae evijdikeg kai eprifoug nAikiag 12 1w kat dvw H apyiki ouviotpevn doon eival
420 mg pia popd Tov priva. Metd ané 12 epdopadeg Bepanciag, n suyvotnTa T¢ Soone pmopei va TitkonotnBei mpog Ta mave
ota 420 mg pia @opd kdBe 2 epbopadec, edv Sev emrevyBei KNviKA onpavtiki avtamokpion. ITou¢ acBeveig mou
unoﬁm\}\cvml oe mhaopagaipeon, n ezpansla unapzl va up)(l(!il pe 420 mg Kdfe duo sBéouués( Y@ TV evappovion pie 10

pOYpappa TV dplav agaipeonc. Ey uévn ipdiayyetakij véaos e evijdikes H ovvioTapevn
860n Tou Repatha eivat €ite 140 mg kde d0o eBSopddec eite 420 mg pia @opd To Pijva, Kat ot §U0 §60eIC €ivar KAMVIKA
10080vape. Aabeveic pe veppikij ot ia Aev anateitatmpooappoyn TG §60n¢ 0e aoBeveis pe Ama wg pétpla veppikn
Suohertoupyia, BA. mapdypago 4.4 yia aoBeveic pe coapri veppikii Suakertoupyia (eGFR < 30 mi/Aento/1,73 m?). Aobeveic
e nmatikrj Guol ia Aev anaiital mpooappoyn e 860N o€ aoBeveic pe ima nratikr duokerroupyia, PA. mapdypago
4.4 yia aoBeveic pe pétpia kat ooPapn nmatiki dvokeroupyia. Hhikiwpévor aofeveic (nAikiag = 65 er@v) Aev anarteital

pooappoy ¢ d6ong o€ n; e aoBeveic. ¢ A 6¢ H aopakela kat n amoteAeopatTikdTTA TOU
Repatha o€ naidid nhikiag kdte Twv 18 eTav dev éxouv Tekpnpiwdei yia Ty éviei€n Te mpwtonaboug unepyoAnotepoharpiiag
Kat e pikti¢ Suohmdaipiag. Aev unapyouv Siabéoipa dedopéva. H aopahea kat n anoteAeopatikdtnta Tov Repatha oe
nadid nhikiag kaTw Twv 12 eTaV dev éxouy TeKUNPIWOEL yia TV évder§n e opdluyou otkoyevoug umepyohnatepohatpiac. Aev
undpyovv S1abéotpa dedopéva. Tpomog yopriynong Ymodopia yprion.To Repatha mpoopietat yia vmoddpia éveon oty
Kotk Xpa, Tov pnpod i To dvw THipa Tou Bpayiova. Ta anpeia e éveang Ba mpénet va evaAdooovTal, €vi ot EVEOEIC dev
Ba mpéme1 va mpaypatomotodvtal o meployég omou To déppa eival evaiobnro, pelaviaopévo, epubpd f okAnpo. To Repatha dev
TIpEmeL va yopnyeitat EVﬁOqJMBl(d( 1| evopuikag. Repatha 140 mg evéao ddAupa ae mpoyepapévn avpiyya H d6on Twv 140
mg Ba mpémet va yopny VTG pia poviy abptyya. H 800n Twv 420 mg Ba mpénet va xopnyeitat
Siadoyikd péoa o SiaoTnpa 30 NEMTGV XPNOIPOTOIGVTAC TPEIG MPOYEUIOPEVES UUplWS( Repatha 140 mg evéaipo 6mAuua 43

G éveong frav exxpwon, epubnpa, aipoppayia, dkyog kat oidnua . Naibiatpikoc mnBuopoc Yndpxer mepiopiopévn
epmeipia pe T xprion Tov Repatha o€ maidiatpikol aoBeveic. Ttic khwikéq pehéteg oupmepihigBnkav 14 aoBeveic nhikiag

> 12 éu¢ < 18 €10V e opoluyo oikoyevi Aev mapatnprfn; fi Slagopd w¢ mpog TV
aopdheta petagd Twv eQRBWV Kat Twv evhikwy aueevwv pe ouoluvo otkoyevr unepyoAnotepohaipia. H ampu?\sla Katn
Tou Repatha [ 0¢ aoBeveic pe mp 01} pia kat pikty & b

Sev éyouv A aoBevav Amé Toug 18. 546 aoBeveic mou éhapav Bepanteia pe Repatha (3
Sumha Tuhéq KAIVIKEC PENETEC, 7.656 (41,3%) fitav = 65 etwy, v 1.500 (8,1%) ftav > 75 etwv. Aev mapatnprifnkav
YevIKéC 51aQOPEC WC TIPOC TNV AOPAAELT T} TV AMOTENEGHATIKOTNTA PETAEY QUTGV TWV AOBEVAV KAl TwV VEOTEPWY AOBEVAV.
AvoooyovikonTa Ze kMvikég pehéteg, To 0,3% Twv aoBeviv (48 and 17.992 aoBeveic) mov ékaBav Bepaneia jie TovdyioTov
pia 8oon Repatha nmv GEIIKOI uil uvanw{n SdeopevTikoy avriowpdtwy. Ot aoBeveic Twv omoiwv ot opoi eAéyxBnkav
Betikoi yia Seop aé PaITéPW YIa TNV MAPOUTia EEOUSETEPWTIKY AVTIGWUATWY Kal KaVEiC
Sev ehéyxOnke Betikdc yia ziuubsrepwnka uvmwuam H mapouoia SeopevTikY QVTIoWUATWY Katd Tou evolocumab dev
£MNpEACE To GappakokNTIKO mpo@id, T KNviki} avtanokpion i v acgdleia Tov Repatha. Avagopd mbavohoyoipevwv
avemBuunTwv evepyelwv H avagopd mbavohoyodpevwy avemBUupnTwy EVepyelav PETd anod T opiynon ddetag kukhopopiag
TOU (aPaKEVTIKOD TPOTOVTOC ivat onpavtik. Emtpémer T ovvexn nupnm).ouenan me nxmng nwz)\ouc mvéuvou
T0U QapaKevTIKoD MPoTdvToG. ZnTeitar and Toug emayyehuarieg vyeiag va avagép r
avemBOpNTEC EvépyeLe 1éow Tou €BVIKOU GUOTIATOC avagopd Mov avaypdgetal oto MNapdptnpa V 4.9 Ym:p&ouo).ovm
Aev mapatnpinkav avemBopnTeq evépyeteq oe pehéteq oe melpapatélwa oe ekBETEIC Ewg kat 300 Popég uYnAATEPEC amd
eKeive¢ mov mapatnprbnkav oe aoBeveic mouv AapPavav Repatha oe §00n 420 mg pia popd Tov prjva. Aev umdpyel 181K
Bepaneia yia v unepSocodoyia pe Repatha. Ze mepimtwon umepSosodoyiac, o acbeviq Ba mpémer va avTIpETWMIOTE
CUMMTWHATIKG Kat va An@Bodv Ta kataMnha umooTnpIKTIKA péTpa, we anarteital. 6. QAPMAKEYTIKEX MAHPOO®OPIEL 6.1
Kavahoyog ekdoxwv Mpohivn, Yuxpo ofiko o€u, Mohuaoppiko 80, Yoposeidio Tou vatpiou (yia pubpion tou pH), Evéaipo

Tmpoyeptopévn ovakevrj tnou mévag H doon twv 140 mq Ba mpénet va HvTag pia poviy
ouokeui) Tomou mévag. H 5oan Twv 420 mg Oa mpénet va yopnyeitat Siadoxikd péoa oe Siaotnpa 30 Aemtov HVTa

06wp 6.2 AcupBardtnrec ENNeier PENET@V OXETIKA e TN OUPBATOTNTA, TO MAPOV QAPPAKEVTIKO MPOToV Sev mpémel va

TPEIC MPOYEPIOPEVES GUOKEVEG TUMOL Tévag. Repatha 420 mg evéaipo SidAupa o€ uaiyyto H Soon Twv 420 mg Ba mpémet va
Xopnvslrulxpnuluonclwvmtsva uaiyyto pia ] UOKEUR XOPAYNONG HIKPO .To Repatha mpoopiletat
ya petd amd kataMnh H xopriynon tou Repatha pmopei emiong va mpaypatomoteitat and éva
GTopo mou éxel ekmaidevTei 0T Xopriynan Tov papudkou. Na pia kat povo xprion. fa odnyieg oxetikd pe T xopiynon, PA.
napdypago 6.6 kat Tig «08nyieg xpriong» mou mapéyovtat oto kouTi. 4.3 Avtevdeifeg Ynepeualobnoia oty dpaotiki oveia i
0 Kdmoto and Ta ékdoya mou avagépovtal 0TV napdypago 6.1. 4.4 Edikéc mposromonjoeig kat mpo@uAderg katd T
xprion Neopikn duohertovpyia Ydpyel meptopiopévn epmetpia amd t xprion Tou Repatha oe aoBeveic pe ooPapn veppikn
Suohertoupyia (opiletat wg eGFR < 30 mI/Aent6/1,73 m?) (BA. mapdypago 5.2). To Repatha Ba mpémet va xpnotpomoteitat pe
mpooo) o¢ aoBeveic pe ooPaph veppiki Suo Hnauik 6 Ye aoBeveic pe pétpla nmatikn
duokeroupyia, mapatnprinke 6t N peiwon e ouvohikiic ékBeong oto evolocumab pmopei va odnyRoel oe pelwpévn
enidpaon w¢ mpog T peiwon ¢ LDL C. Tuvenac, anateitat otevy mapakoholBnon Twv acBeviv autav. Aev éxouv dieSayBei
Jehéteg og aoBeveic pe oopapr nmatikr Suokerroupyia (katnyopia C kata Child-Pugh) (. mapdypago 5.2). To Repatha 6a
Tipémel va xpnotpomoleital pe mpoooy o€ aoBeveic pe coPap nmatiki Suohertoupyia. Znpd QuaIkd eENacTikd Repatha 140 mg
evéaipo didAupia oe mpoyeuapév aipryya To kahuppa e BeAOvag TG yudAvig mpoyepIopévng aplyyag GCetar and
&npo pualko ENaoTIkG (éva mapdywyo Tou AdTe), To omoio pmopei va mpokahéoel aMepyikéc avtidpaoeic. Repatha 140 mg
evéaipo didAupia o€ mpoyepopév) auakeur] Tmou mévag To kaNuppa TG BeAdvag TG mpoyepIopEVNG Mévag kataokevaletat ano
&npo guaikd ehaoTiko (éva mapdywyo Tou Ndte€), To omoio pmopei va mpokaréaet alepyiké avuidpaoei. Mlepiektikdtna oe
vaTplo AuTO TO QAPPAKEVTIKG TPOidv mepiéxel hyotepo amd 1 mmol vatpiov (23 mg) ava oon, Sn). €ivat ovalaoTikd

NebBepo vatpiou». 4.5 ANnAembpa pe aAa @apy d mpoiovTa Kat dAAEC pop@éc aAAnhemid Aev

HEyVO e dNAa papy d mpoidvta. 6.3 Mdpkera {wi¢ Repatha 140 mg evéoo Sidhupa og mpoyepopévy
ovpiyya 3 xpovia Repatha 140 mg evéoiyo Sidlupa o€ mpoyepiopévn ouokevr Tmou mévac 3 xpovia Repatha 420 mg
evéaipo idlupa o€ Quaiyylo 2 xpovia. 6.4 18waitepeg mpouhager katd T uAagn Tov mpoidvrog Ouldooete oe
Yuyeio (2°C - 8°C). Mnv katayuyete. Repatha 140 mq evéoo Siahupa o€ mpoyepiopévn avptyya QuAdOOETE 0TV apXIKY
OUOKEVAOa Yl va MPOoTaTevETal and To Ywe. Repatha 140 mg evéowwo Sidhupa oe mpoyejuopévn ouoKeL TVrou mévag
(OuhdooETE TNV MPOYENIOEVT GUOKEUT TOMOL MEVAC 0TV apyIKT ia yia va mpi betal amé 1o Q. Repatha 420
mg evéoiyo Sidhupa o€ guaiyylo QuNGOTETE 0TV APYIKT) GUOKELATIA Yia va TIPOOTATEVETAL AN TO PG Kal TV vypaaia. Edv
anopakpuvBei ano To Yuyeio, To Repatha pmopei va StatnpnBei o Beppokpacia Swpatiov (éwg 25°C) oty apyikr cuokevasia
Kat mpénet va xpnotpomondei péoa o€ 1 pijva. 6.5 Ouon Kat ousTatikd Tov mepiéktn Repatha 140 mg evéaio Sidlupa
o€ mpoyepopévn) oUptyya Eva ml Siakopatog o mpoyepiopévn oUptyya amd yvahi Tomou | pe Behova and avoleidwto atodht
Siapérpov 27 gauge. To kahuppa T BeNovag g mp alpiyyag aCetar and Enpd Yuatkd eaoikd (éva
napdywyo Tou Adte€, BA. mapaypago 4.4). X ia pag mpoyepopévng obpryyac. Repatha 140 mg evéowo didhupa oe

ouokevr Tomou mévag Eva ml Stakipatog o€ mpoyepiopévn uokeun Tomou mévag amd yuaki Tomou | pe Behdva
and avogeidwto atodht Stapétpou 27 gauge. To kaAuppa TG BeNGvag TG mpoyeNIopEVIG oUpLyyac aletar ano §npo
QUOIKO Na0TIKG (éva mapdywyo Tou Mate€, BA. mapdypago 4.4). Tuokevasies piag, Svo, Tp1ov 1} moAamij ouokevacia &€t
(3x2) mpoyepopévwy ouokevwv Tomov méva. Repatha 420 mg evéotyo Sidhupa o€ guaiyyto Aidhupa 3,5 ml ae guotyyio
piag xpriong amé mohupepéq KukMkiic ohegivng pe ehaotopepéc didppaypa kat £pBolo w¢ UNIKA Tou épxovtal og emagr
Ji€ To Mpoidv, kaBwg kat kandk pnTivng. To mpoyepIopévo Guaiyylo ppohoy Je §dpTnpa ouoKevRs TNAETKOMIKOD
Bidwpatog. H ouvappohéynon Tou Guotyyiou Bpioketal o€ Kowij GUOKevaoia He ™ ouokevr xopriynong. H 5|u6p0|,|n mov

éxouv mpaypatomonBei emionpeq peNETEC pappakevTikdv aNAnhemdpaoewv yia To Repatha. H gappakokwvnuiki
aMn)enidpaon petady Twv otatve kat Tou evolocumab agiohoynBnke oTic kKAwikég Sokipég Tou Repatha. MapatnpiBnke
avénon ¢ kdbapong Tou evolocumab katd mepimov 20% og aoBeveic oToug omoioug ouyxopnyrBnkav otariveq. Avti
av§npévn kabapon peoolapeital ev pépel amd Tig oTaTiveg, ot omoie¢ av§dvouv T cuykévipwon g Mpompuwteivng
Kovpeprdone Zoupntihoivne/Ke€ivg tomou 9 (PCSK9), yeyovag mou Sev emnpéace apvnTikd T gappakoduvapikn enidpaon
Tou evolocumab ota Mmidia. Aev anarrodvral npooupuovac NG 560N¢ TV 0TATIVGY GTAV XPNOIKOTOL0DVTAL O€ CUVEVAoHO e
Repatha. Aev éxouv Sie§ayBei pehéteq papy | Katg v aln\emdpa petagy Tou Repatha kat
VMOMMBAIPIK®Y QAPPAKWY, EKTOC amd TI OTATIVEC Kat TV zlmulunn 4.6 ruvulornm, KUnon kat yahovyia Konon Aev
Saribevat i eivar meptopropéva ta Sedopéva amd ™ xpion tov Repatha oTig eykbous. Mehéteg og meipapatolwa dev
KatéSeiav dpeon 1y éppeon ToikotTa oTNY paywyikr kavotnta (BA. 5.3). To Repatha dev Ba mpénet va
XPNOIpomolEiTal katd T Sidpkeia TG KONong, ektag edv n KAWIKI katdataon e yuvaikag anartei Bepaneia pe evolocumab.
Onaopoc Aev eivar yvwoto dv 1o evolocumab amekkpivetat 1o avBpwmvo ydha. 0 kivduvog yia a veoyévvnta/Bpégn mou
Onhdouv dev pmopei va anokhetotei. pénet va amogaototei edv Ba Stakomei o Bnhacpog i €dv Oa Siakonei / Oa avaphnbein
Bepanceia pe Repatha, AapBavovtag un’ v To dpehog Tov Bnhacyiov yia To matdi kat To dpehog T¢ Bepaneiag yia T yuvaika.
Tovipétnta Aev umdpyouv Stabéotpa Sedopéva yia Ty enidpaon tou evolocumab oty avBpamvy yovipdtnTa. Mehéteg o€

0lwa Sev katédeiav a0€1c 0Ta TeNIka onpeia yovipotntag o€ emimeda ékBeang pe Baon to euPadod g meptoxric
KaTw and v kapmoAn ouykévipwong - xpovou (AUC) wo)\u vPnhotepa anoé ekeiva mouv mapatnpidnkav oe aaﬂzvsl( mou
Aappavouv evolocumab 420 mg pia opad tov priva (BX. mapdypago 5.3). 4.7 Emdpa omv ot
Xewpropov pnxavnpdtwv To Repatha dev éxel kapia yvwoti emidpaon oty IKavotnta oﬁnvnun( Kﬂl )(apwuau
unxavnpdtwv. 4.8 Avem@opnteg evépyereg Nepilnyn Tou mpogih acedhetac Ot mo ouyvd

fa 01j0€l To UYPO EVTOC TN OUOKEUNG Xopriynong eivat and ibwto atodht kat x;
moAuBvONo Xwpic DEHP pe perova 29 gauge ané avoéeidwto atod. H uuoxsvn xopnvnon( TELEXEL unurupli( [

ToU apyopou - pyUpou Kat mepihapBdvel éva 0MnTo enifepa and PIKM| Tavia e aKpuhiki} ouyko)\/\nnkn
ovoia. H uumun Xopriynong éxet oxediaotei povo yia xpion e o 6 Py " pOyEpIOp wuowvlo
Twv 3,5 ml. Zuokevaoieg evog guatyiou / JHEVIG GUOKEVRAG Xopriynong pikpd-5o i moXamhy

v (3x1) wvotwwv / uutouamnmnu{vwv ovuksuwv Xopriynong pikpd-86ogwv. Mnopsl va pny Kukho@opotv Oheg ot
i€¢.6.6 18 PEC TP kat d\hog xerpropog Mptv amd T xopriynon, To Sidhupa npénetva
ehéyxetat. Mnv xpnapomoleite To 510)\\)])0 £av mepIéxel owpatidia, eival vepermdeg 1y évo. la va amogiyete T
Suagopia oTo onpeio TG éveong, agroTe To wapuako va gBdoer oe Beppokpacia Swpatiov (éwg 25°C) mpwv amd v éveon.
Eyxuote dho To Kabe Qapp KO TIPOTOV 1} UTION mpémeLva obppuva pe
TI¢ Katd Tomoug 1oxUouoes oxetikéc Siataerc. 7. KATOXOX THE AAEIAZ KYKAO®OPIAZ Amgen Europe B.V., Minervum
7061, 4817 ZK Breda, ONavdia 8. APIOMOZ(01) AAEIAZ KYKAO®OPIAZ Repatha 140 mg evéowo Sidhujia o¢ mpoyepopévn.
obpiyya EU/1/15/1016/001 — 1 mpoyepiopévn obpiyya Repatha 140 mg evéowpo idhupa o€ mpoyepiopévn ouokevi Timou
névac EU/1/15/1016/002 - 1 mpoyepiopévn ouokeun tomov mévag, EU/1/15/1016/003 - 2 mpoyepuiopéve¢ ouoKevég Timou
néva, EU/1/15/1016/004 - 3 mpoyepuiopéveg ouakevég Tomou méva, EU/1/15/1016/005 - 6 (3x2) mpoyepiopiéveq OUOKEVES
Tomov mévag (mohamhij ouokevacia) Repatha 420 mg evéoo Sidhupa o uaiyyto EU/1/15/1016/006 — 1 guatyylo o€
Ko HE QuTOpa ] 6uoKevH} Yoprynong pikpo-86oewv, EU/1/15/1016/007 - 3 (3x1) guoiyyia o€ kown
GUOKEVEC XOPIiyNONG Hikpd-86o€wv (moMamij ouokevacia) 9. HMEPOMHNIA POTHE

ElKPI)ZHZ/ANANEnZH)Z THX AAEIAX Huepopnvia npum]( £ykprong: 17 lovkiou 2015 10. HMEPOMHNIA ANAGEQPHIHE
ToY KEIMENOY Iou)\wc 2019 I\smou&psl( 1P0QOPiEC Y1 T0 MAPOV Pap 6 mpoidv eival otov Siktuakd

€VEpYELEC KT T SIAPKELD TwV BAGIKOV HENETY, OTIC OUVIOT®pEVES Boaels, HTav pvopapuyyitida (7,4%), hoipwén Tou
QV(TEPOL AVATIVEVOTIKOD GUsTApaTOC (4,6%), 00pualyia (4,4%), apBpayia (3,9%), ypinn (3,2%) kai aviidpaceig otn Béon

omo Tou Ei pyaviope pudkwv: http://www.ema.europa.eu. Tpémog AaBeong: Meptopiopiévn 1aTpIKy
ouvtay amé €151k0 1atpo Adyw avaykng mapakohoubnong katd T Stdpketa aywyrig. Nocokopertaki Tuui: € 182,61 Aiavikni
Tpn: €241,12
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N WinMedica

Serving Health for Life

Tio mepioodTEpEs Mipopopies ameuBiveLiTE omy Eraiptia
fuavayieas | YmeoBuvos kukkoqopiag amy EMGSa;
WIN MEDICA ®APMAKEYTIKH A.E.

BonBrarc va yivouy Ta gpapuosa mo copokh o On&inodog 143 & Napadpojios
AR T VB Sl v Artirrg Obou 33-35, 15238 Xehavio:

Tnh.: 2107488821, Fax: 2107488827
info@winmedica gr, www.winmedica.gr
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