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Congress Venue

1 -3 December 2022, DoubleTree by Hilton Hotel, Bratislava, Slovak Republic

Congress Scientific Committee

Branimir Anic (HRV)

Peter Balint (HUN)

Zelmira Macejova (SVK)

Ziga Rotar (SVN)

Judith Sautner (AUT)
Wtodzimierz Samborski (POL)
Ladislav Senolt (CZF)

President of the Congress

Zelmira Macejova

Congress Organising Committee
Chairman of the Organising Committee: ~ Zdenko Killinger

Members of the Organising Committee: ~ Emoke Stefiova
Martin Zlnay
Alena Tuchyrfiova

Congress Secretariat

Viera Dzurna

Narodny ustav reumatickych chordéb (National Institute of Rheumatic Diseases)
Nabrezie I. Krasku 4

921 12 Piedtany, Slovak Republic

Phone number: +421 33 7969319

Email address: viera.dzurna@nurch.sk

Organising Secretariat

Progress CAsr.o.

Kriva 18,040 01 KoSice, Slovak Republic

Contact person: Gabriela Sujanova

Phone number: +421 55 68 06 193,+421 918 622 533
Email address: gabriela.sujanova@progress.eu.sk
www.progress.eu.sk
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Expert Programme Topics

« early rheumatoid arthritis

* gout

* imaging methods in rheumatology
* geronto-rheumatology

» medical research and rheumatology
o psoriatic arthritis

o vasculitis

* young rheumatologists section

* poster session

Expert Programme Information

1 December 2022 from 14:00
2 December 2022 from 9:00 to 17:00
3 December 2022 from 9.00 to 13:00

Congress Language

English (without simultaneous interpreting)

by 15 November 2022 after 15 November and on the spot

CECR Member [0 350;EUR 0 400;EUR
One-day registration fee [0 200;EUR 0 250;EUR
Student/doctoral candidate O 100;EUR O 150;EUR

Congress Fee Payment Method

Once you have registered to attend online via the www.cecr2022.sk website, you will be emailed an invoice
in advance, against which please pay the required items. The congress fee together with other payments must
be paid in full before the start of the congress by bank transfer, using the invoice number as the variable symbol.

Registration, signing up for active or passive participation

Online at: www.cecr2022.sk , www.progress.eu.sk

Post-Congress Activities

What When Where
Discussion Forum 1 December 2022 at 19:00 DoubleTree by Hilton Hotel
Dinner 2 December 2022 at 19:00 Radisson Blu Carlton Hotel

Entrance Fee of € 50 /person
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Accommodation Assistance by Progress CA, s.r.o.

Online at www.cecr2022.sk

DoubleTree by Hilton ****

Trnavska cesta 27/A
831 11 Bratislava, Slovak Republic
www.doubletree3.hilton.com

l**““

Lindner Hotel Gallery Centra
Metodova 4

821 08 Bratislava, Slovak Republic
https://www.lindner.de/sk/bratislava-hotel-gallery-central/vitajte.html
City Hotel Bratislava ****

Seberiniho 9

821 03 Bratislava, Slovak Republic

www.hotelbratislava.sk

Hotel Set ***

KalinCiakova 12085/29A
831 04 Bratislava, Slovak Republic

www.hotelset.sk

[ Hotel DoubleTree by Hilton **** from 109; EUR from 127- EUR
[ Hotel Lindner **** from 109; EUR from 127; EUR
[ City Hotel Bratislava **** from 87;EUR from 103; EUR
[ Hotel Set *** from 72;EUR from 85-EUR

The prices are per room per night, including VAT and are for information only.

The exact room rate will be confirmed upon booking, depending on room type and occupancy. Each
participant is obliged to book his/her accommodation in the selected hotel online at Progress CA s.r.o.
by 15 August 2022 at the latest.

The number of places in individual hotels is limited, we recommend early booking of accommodation.
After the deadline of 15 August 2022, it will not be possible to guarantee free rooms.

Once you have registered to participate online via the website www.cecr2022.sk,an advance invoice
will be emailed to you, upon which please pay the required items.

Group bookings cannot be made online as different conditions apply.If you need to register a group, please
contact the Organising Secretariat at gabriela.sujanova@progresss.eu.sk.
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Credits

The event is included in the ARS CME Continuing Medical Education. Registered participants will receive
confirmation of attendance on the last day of the congress.

More informations

www.cecr2022.sk
www.progress.eu.sk
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Programme

Thursday, 1t December 2022
11:00-19:00 Registration
12:00-14:00 Pre-Congress refreshments

14:00-14:20 OPENING CEREMONY
Moderator: Martin Zlnay (SK), Scientific Secretary of the Congress

Guests:  Zelmira Macejova (SK), President of the Congress
Annamaria lagnocco (IT), EULAR President
Daniel Aletaha (AT), EULAR President-Elect
Zoltan Szekanecz (HU), EULAR Scientific Societies Vice President

Presidents of the Scientific Rheumatology Societies
Welcome address
CECR Awards Ceremony

14:20-15:00 INVITED PLENARY LECTURES

THE FUTURE OF RHEUMATOLOGY AND WHAT EULAR CAN DO FOR US? (15 min.)
Daniel Aletaha, Austria

THE NATIONAL RHEUMATOLOGY SOCIETIES AND EULAR (20 min.)
Zoltan Szekanecz, Hungary

15:00-16:30 IMAGING

Host country Hungary
Moderators: Péter Balint, Zoltan Szekanecz

ULTRASONOGRAPHY IN SPA (12)
Péter Balint, Hungary

IMAGING OF MICROCIRCULATION (12°)
Gabor Kumanovics, Hungary

LUNG INVOLVEMENT (12')
Gabriella Sziics, Hungary

FUSION TECHNIQUES (12')
Laszlo Kovacs, Hungary

ULTRASONOGRAPHY IN RA (12°)
Dora Niedermayer, Hungary

PET-CT IN RHEUMATOLOGY (12')
Eméke Stefiova, Slovakia
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MRI IN SPA (12')
Martin Zlnay, Slovakia

Discussion (5)
16:30-16:50 Break

16:50-17:50 GERONTO-RHEUMATOLOGY (RHEUMATOLOGIC PROBLEMS IN ELDERLY
POPULATION)

Host country Croatia
Moderators: Simeon Grazio, Branimir Anic¢

PHARMACOTHERAPY OF INFLAMMATORY RHEUMATIC DISEASES IN THE ELDERLY (20°)
Mislav Radi¢, Croatia

SARCOPENIA IN PATIENTS WITH RHEUMATOID ARTHRITIS (20°)
Nadica Laktasi¢ Zerjavi¢, Croatia

PARANEOPLASTIC SYNDROMES IN RHEUMATOLOGY (20°)
Jasminka Milas-Ahi¢, Zeljka Kardum, Croatia

18:00-19:00 INDUSTRY SPONSORED SYMPOSIUM

The FlLgood way of growth: Focusing on patients experience during
Jyseleca treatment

Symposium sponsored by Swedish Orphan Biovitrium (60 min.)
Moderator: Zoltan Szekanecz, (HU)

1. Piotr Trzonkowski (PL): At the Root of Rheumatoid Arthritis
2. Zelmira Macejové (SK): The Trunk of Rheumatoid Arthritis
3. Ladislav Senolt (CZ): Leaves of Treatment

Discussion

20:00-22:30 Welcome reception in Hotel DoubleTree by Hilton
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Friday, 2" December 2022
08:00-18:00 Registration

08:30-09:50 PSORIATIC ARTHRITIS

Host country Poland
Moderators: Wtodzimierz Samborski, Eugeniusz Kucharz

PSORIATICARTHRITIS: INFLAMMATION, IMMUNITY AND INTERNAL ORGAN INVOLVEMENT (20°)
Eugeniusz Kucharz, Poland

ULTRASOUND ASSESSMENT OF CHANGES IN NAIL APPARATUS IN PSORIASIS AND PSORIATIC
ARTHRITIS (20"
Magdalena Krajewska-Wtodarczyk, Poland

BONE REMODELING IN PSORIATIC ARTHRITIS (20")
Mariusz Korkosz, Poland

DEPRESSIVE DISORDERS IN PSORIATIC ARTHRITIS (20')
Dorota Sikorska, Poland

09:50-10:10 Break

10:10-11:10 INDUSTRY SPONSORED SYMPOSIUM
Opportunity to Maximize Standard of Care in Rheumatology

Symposium sponsored by AbbVie (60 min.)
Chairs: Zelmira Macejova (SK), Branimir Ani¢ (HR)

1.Daniel Aletaha (AT): Treating rheumatic diseases to target - story of success

2. Karel Pavelka (CZ): Improving patient outcomes in RA - a subgroup analysis of SELECT
- COMPARE study in Central and Eastern European patients

3. Zelmira Macejova (SK): Evidence supporting JAK inhibitors in SpA - focus on upadacitinib
4. Zoltan Szekanecz (HU): Safety of JAK inhibitors - long-term data and integrated analyses
5. Closing remarks by Branimir Ani¢ (HR)

11:10-11:30 Break
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11:30-12:30 HEALTH CARE RESEARCH - INITIATIVES AND CONCEPTS FOR FUTURE
IMPROVEMENTS

Host country Austria
Moderators: Daniel Aletaha, Judith Sautner

HOW MANY RHEUMATOLOGISTS DO WE NEED IN AUSTRIA? DEMANDS AND REAL LIFE (20")
Rudolf Puchner, Austria

HOW TO REACH EXCELLENCE - CONCEPTS FOR INNOVATIVE TEACHING PRACTICE (20')
Christian Dejaco, Austria

IMPACT OF ALITTLE DIFFERENCE - GENDER GAP, LEAKY PIPELINE, FAIR, FEMALE MENTORING ETC.
IN RHEUMATOLOGY (20"
Christina Duftner, Judith Sautner, Austria

12:30-14:00 Lunch
The joint lunch of the Scientific Societies Presidents

13:00-14:00 Poster viewing

14:00-14:30 INDUSTRY SPONSORED SYMPOSIUM
How can RWE facilitate our treatment decisions?
Symposium sponsored by Eli Lilly Slovakia s.r.0. (30 min.)
Chair: Martin Zlnay (SK)
1.Zelmira Macejova (SK): Can we achieve optimal RA treatment results with JAKs in real
world practice?

2.Karel Pavelka (CZ): IL-17 inhibitors in the treatment of psoriatic arthritis - RWE data
from the Czech registry

14:30-15:40 VASCULITIS

Host country Slovenia
Moderators: Ziga Rotar, Alojzija Hoevar

COVID-19 IN PATIENTS WITH ANCA ASSOCIATED VASCULITIS (20)
Alojzija Hodevar, Slovenia

INTERFERON SIGNATURE OBSERVED IN ADULT 1GA VASCULITIS (20')
Matija Bajzelj, Slovenia

LEFLUNOMIDE IN A GCA THERAPEUTIC SCHEME - OUR EXPERIENCE (20"
Alojzija Hocevar, Slovenia
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SUBGLOTTIC STENOSIS IN GRANULOMATOSIS WITH POLYANGIITIS (10%)
Jan Toms, Petr Bradna, Toma$ Soukup, Czech Republic

15:40-16:00 Break

16:00-16:40 INDUSTRY SPONSORED SYMPOSIUM
Taming the enthesiTiger

Symposium sponsored by UCB (40 min.)
Chair: Zelmira Macejova (SK)

1. Intro by Chair

2. Marton Palinkas (HU): Enthesitis in rheumatic diseases, with a case report and differential
diagnosis

3. Kristina Bubova (CZ): Ultrasound as an underappreciated tool in the diagnosis of rheumatic
diseases

4. Martin Zlnay (SK): Enthesitis treatment options - how far have we walked so far?
5. Closing remarks by Chair

16:50-17:50 INDUSTRY SPONSORED SYMPOSIUM
Role of IL-23 inhibition in psoriatic disease

Symposium sponsored by Janssen (60 min.)
Chair: Zoltan Szekanecz (HU)

1. Zoltan Szekanecz (HU): Perspective from a Rheumatologist
2. Martina Part (SK): Perspective from a Dermatologist

19:30-22:30 Gala Dinner in Radisson Blue Carlton Hotel, Bratislava

10
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Saturday, 3 December 2022
08:00-12:00 Registration

08:30-10:00 GOUT

Host country Czech Republic
Moderators: Ladislav Senolt, Karel Pavelka

THE ROLE OF IMAGING TECHNIQUES IN THE MANAGEMENT OF GOUT (20')
Petra Hanova, JindfiSka Gaterova, Czech Republic

COMORBIDITIES IN GOUT AND HYPERURICEMIA (20")
Lenka Hasikova, Czech Republic

GOUT THERAPY (20"
Karel Pavelka, Czech Republic

GENETICS OF HYPERURICEMIA AND GOUT (15
Blanka Stiburkova, Czech Republic

APPROACH TO A PATIENT WITH REFRACTORY GOUT (15')
Jakub Zavada, Slovakia

10:00-10:20 Break

10:20-11:00 INDUSTRY SPONSORED SYMPOSIUM
Secukinumab (anti-IL-17A) as Masterpiece in Rational Management of SpA

Symposium sponsored by Novartis (40 min.)
Chair: Zelmira Macejova (SK)

1. Michaele Zarikova (SK): The rational treatment decision in axSpA patients
with persistently high disease activity

2.Vanda Mlynarikova (SK): AS domains throughout the time with secukinumab

11:00-12:30 EARLY RHEUMATOID ARTHRITIS

Host country Slovakia
Moderators: Zelmira Macejova, Zdenko Killinger

NEUTROPHILS IN RHEUMATOID ARTHRITIS - NOT SO NEUTRAL IN THE END (20°)
Peter Celec, Slovakia

EARLY RHEUMATOID ARTHRITIS - ARE WE THE PILOTS? (207)
Emoke Stefiova, Slovakia

11
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IMAGING IN ERA (20')
Martin Zlnay, Slovakia

ANEW PRO-INFLAMMATORY CYTOKINE IL-40 IS PRODUCED BY ACTIVATED NEUTROPHILS
AND PLAYS A ROLE IN THE EARLY STAGES OF THE DEVELOPMENT OF RHEUMATOID
ARTHRITIS (10°)

Adéla Navratilova, Viktor Becvar,Hana Hulejova, Michal Tom¢ik, Hefman Mann, Olga Rzickova,
Olga Sléglova, Jakub Zavada, Karel Pavelka, Jifi Vencovsky, Ladislav Senolt, Lucie Andrés Cerezo,
(zech Republic

SCREENING OF SYMPTOMS IN THE AT-RISK OF RHEUMATOID ARTHRITIS CZECH COHORT
USING SYMPTOMS IN PERSONS AT RISK OF RHEUMATOID ARTHRITIS (SPARRA)
QUESTIONNAIRE (10°)

Maria Filkova, Nora Petrovska, Klara Prajzlerova, Petra Hanova, Jifi Vencovsky, Ladislav
Senolt, Czech Republic

DYSREGULATION OF y&-T CELLS IN INDIVIDUALS AT RISK OF DEVELOPING RHEUMATOID
ARTHRITIS (10%)

Klara Prajzlerova, Olga Kry$t(ifkova, Nora Petrovska, Petra Hanova, Hana Hulejova, Jifi
Vencovsky, Ladislav Senolt, Méria Filkova, Czech Republic

12:30-12:45 Final remarks and closing of the congress

12:45-14:00 Lunch

12
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POSTER SECTION:

1. DECREASED FREQUENCY OF MARGINAL-ZONE B CELLS IN PERIPHERAL BLOOD OF SLE PATIENTS
IN REMISSION OR LOW DISEASE ACTIVITY IN FIVE-YEAR FOLLOW-UP COHORT STUDY
Zbynék Hrndif, Doris Vokurkova, Marcela DrahoSova
University Hospital Hradec Kralové, Czech Republic

2. miRNome PROFILE IN PATIENTS WITH AXIAL SPONDYLOARTHRITIS
Aneta Pekacova, Jifi Baloun, Kristina Bubova, Monika Gregova, Sarka Forejtova, Jana Hofinkova,
Markéta Hu3akova, Michal Tom¢ik, JindFiska Gatterova, Jifi Vencovsky, Karel Pavelka, Ladislav Senolt
Institute of Rheumatology, Prague, First Faculty of Medicine, Charles University, Prague,
(zech Republic

3. SCREENING FOR SUSPECTED SIOGREN'S DISEASE
Katja Perdan Pirkmajer, Alojzija Holevar
University Medical Centre Ljubljana, Slovenia

4. DISTRIBUTION OF FIBROBLASTS AND FIBROCYTES IN THE JOINT CAPSULE DURING THE
POSTNATAL PERIOD IN NORM AND AFTER ANTENATAL ANTIGENIC STIMULATION
Andrii Fedotchenko
Regio Clinic Elmshorn. Elmshorn, Germany

5. FACTORS ASSOCIATED WITH DISEASE ACTIVITY IN RA PATIENTS TREATED WITH BIOLOGICS
Alexandra Husivargova, Vladimira Timkova, Zelmira Macejova, Zuzana Kotradyova, Dagmar
BreznoS¢akova, Robbert Sanderman, Iveta Nagyova
Department of Social and Behavioural Medicine, Faculty of Medicine, P/ Safarik University in Kosice,
Slovakia

6. FACTORS INFLUENCING PHYSICAL ACTIVITY IN PATIENTS WITH RHEUMATOID ARTHRITIS
Vladimira Timkové, Alexandra Husivargova, Zelmira Macejovd, Zuzana Kotradyova, Dagmar
BreznoScakova, Robbert Sanderman, Iveta Nagyova
Department of Social and Behavioural Medicine, Faculty of Medicine, PJ Safarik University in Kosice,
Slovakia

7. MAY AN 8-WEEK TAILORED PHYSIOTHERAPY HAVE A POSITIVE IMPACT ON SEXUAL FUNCTION
IN WOMEN WITH SYSTEMIC SCLEROSIS AND IDIOPATHIC INFLAMMATORY MYOPATHIES? A PILOT STUDY
Barbora Hefmankova 12, Maja Spiritovi¢ 12, Sabina Oreska 13, Hana Storkanova 3, Karel Pavelka 3,
Ladislav Senolt 13, Jifi Vencovsky 3, Radim Be¢var 13, Michal Tom¢ik 13
institte of Rheumatology, ?Department of Rheumatology, 1st Faculty of Medicine,

13
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3Department of Physiotherapy, Faculty of Physical Education and Sport,*3rd Department of Internal
Medicine, General University Hospital, Charles University, Prague, Czech Republic

8. ALTERATIONS OF NUTRITIONAL STATUS OF SCLERODERMA PATIENTS AND ASSOCIATIONS
WITH DISEASE-SPECIFIC FEATURES
Sabina Oreska 12, Hana Storkanova 2, Maja Spiritovic 13, Barbora Hefmankova %3, Michal Vrablik ¢,
Karel Pavelka 12, Jifi Vencovsky 12, Ladislav Senolt 12, Radim Be&vaF 2, Michal Tom¢ik 12
Iinstitute of Rheumatology, ’Department of Rheumatology, 1st Faculty of Medicine, *Department
of Physiotherapy, Faculty of Physical Education and Sport, *3rd Department of Internal
Medicine, General University Hospital, Charles University, Prague, Czech Republic

9. NUTRITIONAL STATUS IN PATIENTS WITH IDIOPATHIC INFLAMMATORY MYOPATHIES AND
THE ASSOCIATION WITH DISEASE-RELATED FEATURES
Sabina Oreska 12, Hana Storkanova 2, Maja Spiritovic 1% Barbora Hefmankova %3 Michal Vrablik ¢,
Karel Pavelka 2, Ladislav Senolt 12, Hefman Mann 2, JiFi Vencovsky 2, Michal Tom¢ik 12
Iinstitute of Rheumatology, ?Department of Rheumatology, 1st Faculty of Medicine, *Department
of Physiotherapy, Faculty of Physical Education and Sport, *3rd Department of Internal
Medicine, General University Hospital, Charles University, Prague, Czech Republic

10. LIPID PROFILE IN SCLERODERMA PATIENTS COMPARED TO HEALTHY CONTROLS AND THE
ASSOCIATIONS WITH DISEASE-SPECIFIC FEATURES
Sabina Oreska 12, Hana Storkanova 12, Maja Spiritovic 13, Barbora Hefmankova %3, Michal Vrablik ¢,
Karel Pavelka 12, Jifi Vencovsky 12, Ladislav Senolt 12, Radim Be&vaf 12, Michal Tom¢ik 12
Iinstitute of Rheumatology, ’Department of Rheumatology, 1st Faculty of Medicine, *Department
of Physiotherapy, Faculty of Physical Education and Sport, *3rd Department of Internal
Medicine, General University Hospital, Charles University, Prague, Czech Republic

11. COMPARISON OF LIPID PROFILE IN PATIENTS WITH IDIOPATHIC INFLAMMATORY MYOPATHIES
AND HEALTHY POPULATION AND ITS ASSOCIATION WITH DISEASE-RELATED FEATURES
Sabina Oreska 12, Hana Storkanova 2, Maja Spiritovic 13, Barbora Hefmankova %3, Michal Vrablik ¢,
Karel Pavelka 2, Ladislav Senolt 12, Hefman Mann 12, Jifi Vencovsky 12, Michal Toméik 12
Iinstitute of Rheumatology,’Department of Rheumatology, 1st Faculty of Medicine, *Department
of Physiotherapy, Faculty of Physical Education and Sport, *3rd Department of Internal
Medicine, General University Hospital, Charles University, Prague, Czech Republic

12. IMPACT OF SARS-CoV-2 EPIDEMIC ON THE QUALITY OF LIFE OF PATIENTS WITH INFLAMATORY
RHEUMATIC DISEASES
Domen Lah, Artur Pahor, I1ztok Holc
Department of Rheumatology, Division of Internal Medicine, UMC Maribor, Slovenia

14
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13. LONG-TERM SAFETY AND EFFICACY OF UPADACITINIB OR ADALIMUMAB IN PATIENTS WITH
RHEUMATOID ARTHRITIS: RESULTS AT 3 YEARS FROM THE SELECT-COMPARE STUDY
Maria Kelova, Kamila Frankova
Medical Department AbbVie

14. THE GUT MICROBIOME AND AUTOIMMUNE ARTHRITIS: A REVIEW
Mundher A.S. Aljubouri, Zelmira Macejova, Zuzana Kotradyova
I. Department of Internal Medicine, MF UPIS a UNLP, Kosice, Slovakia

15. CIRCULATING MIRNA CHARACTERIZING PATIENTS WITH DIFFICULT-TO-TREAT RHEUMATOID
ARTHRITIS
Jiti Baloun, Aneta Pekacova, Hefman Mann, Jifi Vencovsky, Karel Pavelka, Ladislav Senolt
Institute of Rheumatology, Prague, Czech Republic

16. CLINICAL MANIFESTATIONS OF HLA B51(5) POSITIVE PATIENTS IN UNIVERSITY HOSPITAL OF SPLIT
Dijana Perkovi¢, Petra Simac, Martina Maduni¢, Mislav Radic, Daniela Marasovi¢ Krstulovic,
Esma Cetuk-Jelitic
University Hospital of Split, Croatia

17. HLA B35 ASSOCIATION WITH FIBROMYALGIA
Dijana Perkovi¢, Kristina Bakota, Katarina Bori¢, Petra Simac, Mislav Radi¢, Daniela Marasovi¢
Krstulovi¢, lvona Bozizic
University Hospital of Split, Croatia

18. EXPERIENCE WITH BELIMUMAB IN MANAGEMENT OF ACTIVE SYSTEMIC LUPUS ERYTHEMATOSUS

M. Zarikova 2, 7. Macejova
11st Department of Internal Medicine, LF UPIS and UNLP, KoSice, *Artromac n.o., Kosice, Slovakia

15
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Uréené pre odbornd verejnost. Datum pripra

sima 120 mg

Infliximak

@©Rem

1. subkutanny infliximab"™*

Pre lepsiu kvalitu Zivota s vacsou
slobodou a s mensimi obmedzen

Zakladné informacie o lieku:

Remsima 120 mg injekény roztok v naplnenej injekénej striekacke, Remsima 120 mg injekény roztok v naplnenom pere

Zlozenie: Jedna naplnena jednodavkova injekéna striekacka/naplnené jednodavkové pero s objemom 1ml obsahuje 120 mg
infliximabu. Indikacie: Reumatoidna artritida, Crohnova choroba, ulcerézna kolitida, ankylozujica spondylitida, psoriaticka ar-
tritida, psoridaza. Davkovanie a spésob podania: Doporuéené davkovanie pri udrzovacej liecbe je 120 mg s.c. kazdy 2. tyzden.
Udrzovaciu liecbu je potrebné zacat 4 tyzdne po poslednom podani 2 intravendznych infazii infliimabu 5 mg/kg (3 mg/kg pri
lietbe reumatoidnej artritidy) podanych v rozmedzi 2 tyzdriov. Pri reumatoidnej artritide je mozné liecbu zacat Gvodnou davkou
120 mg s.c. nasledovanou dalsou davkou 120 mg sc. v 1., 2, 3. a 4. ty2dni po podani prvej injekcie, a potom pokracovat v ob-
vyklom davkovani. Pri prechode z udrzovacej liecby infliximabom iwv. na s.c. formu, sa infliximab s.c. méze podat 8 tyzdnov po
poslednym podani infliximabu i.v.. Davkovanie u zvlaitnych skupin pacientov vid. platné SPC. Kontraindikacie: Hypersenzitivita
na liecivd latku, na iné mysie proteiny alebo na ktorikolvek pomocnt latku, aktivna tuberkuléza alebo iné zavainé infekcie, ako
je sepsa, abscesy a oportunne infekcie, stredne zavainé alebo zavainé srdcové zlyhanie (NYHA trieda IIl/IV). Zvlastne upozorne-
nia a opatrenia pri pouziti: V zaujme lepsej sledovatelnosti biologickych liekov je potrebné désledne zaznamenat nazov a Cislo
sarze podavaného lieku. Uzivanie inflikimabu bolo spojené s akutnymi reakciami sivisiacimi s injekciou, vratane anafylaktického
soku, a oneskorenymi hypersenzitivnymi reakciami. Pacienti uzivajuci TNF-antagonistov su viacej nachylni na zavazné infekcie, vra-
tane sepsy, pneumanie, oportinnych infekcii (invazivne mykotické, virusové), tuberkulozy, listeridzy, kandidézy, pneumocystozy
a dal3ich. U pacientov, ktori st chronickymi nasitelmi virusov, moze déjst k reaktivacii hepatitidy B. Infliximab maéze zriedkavo spo-
sobit demyelinizaéné ochorenie CNS, poruchy pecene a Zléowych ciest, imunosupresiu, maligne ochorenie, tieZ bolo spozorované
zhorienie srdcového zlyhavania a s tym sivisiacej zvyenej mortality. Interakeie: Liek sa neodporica kombinovat sinou biclogickou
lie¢bou pouzivanou na liecbu rovnakych ochoreni, vratane anakinry a abataceptu. Stcasne s liekom sa neodporuca aplikovat zivé
vakciny. Neziaduce dcinky: NajéastejSie infekcie hornych dychacich ciest, sinusitida, virusové infekcie (napr. chripkové ochorenia,
infekcie virusom herpes simplex), bolest hlavy, bolest brucha, nauzea, reakcie spojené s injekciou, bolest v mieste aplikdcie a dal-
iie, vid. platné SPC. Zvlastne opatrenia pre uskladnenie: Uskladnite v chladnicke (2 °C - 8 °C). Chrante pred mrazom. Uskladnite
v povodnom obale, aby bol liek chraneny pred svetlom. Liek je mozné uskladnit pri teplotach mammalne az 25 °C po dobu a2
28 dni. Balenie: 1 ml x 1 naplnena |nJekcna strickacka alebo 1 naplnené pero. Drzitel rozhod registracii: Celltrion Heal-
thcare Hungary Kft., 1062 Budapest Vaci Gt 1-3. WestEnd Office Building B torony, Madarsko. Reglstra:ne cisla: EU/1/13/853/010
a EU/1/13/853/013. Datum poslednej revizia textu: 6. 4. 2022, Spésob vydaja: Viazany na lekarsky predpis. Spésob dhrady:
Hradeny z verejného zdravotného poistenia. Skér, ako liek predpisete, zozndmte sa, prosim, s tplnou informdciou o lieku (SPC).

Celltrion Healthcare Hungary Kft.
1062 Budapest, Vaci Gt 1-3. WestEnd Office Building B torony, O O HEALTHCARE

Madarsko, tel: +36 1 231 0493, healthcare.hu@celltrionhc.com . cE LLTR |ON
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References: 1. Jyseleca (filgotinib) Summary of Product Characteristics; EMA; October 2022 2. Winthrop KL, Tanaka Y, Takeuchi T, et al. Integrated
safety analysis of filgotinib in patients with moderately to severely active rheumatoid arthritis receiving treatment over a median of 1.6 years.
Ann Rheum Dis. 2022;81(2):184-192. doi:101136/annrheumdis-2021-221051

RA - rheumatolid arthritls; JAK - Janus Kinase

PRESCRIBING INFORMATION

Refer to Summary of Product Characteristics (SmPC) before prescribing, and for full prescribing information

JYSELECA®Wfilgotinib 100 mg or 200 mg film-coated tablets.

Indications: Jyseleca is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis who have had an inadequate response
with lost response to, or were intolerant to either conventional therapy or a biologic agent. Jyseleca is indicated for the treatment of moderate to severe
active rheumatoid arthritis in adult patients who have responded inadequately to, or who are intolerant to one or more disease modifyin%{anti rheumatic
drugs (DMARDs). Jyseleca may be used as monotherapy or in combination with methotrexate (MTX). Dosage: Adults: 200 mg once daily. Taken orally with/
without food. It is recommended that tablets are swallowed whole. Ulcerative colitis In patients who do not show an adequate therapeutic benefit during the
initial 10 weeks of treatment, 12 additional weeks of induction treatment with filgotinib 200 mg once daily may provide additional relief of symptoms (see
SmPC). Patients who have not shown any therapeutic benefit after 22 weeks of treatment should discontinue filgotinib. Laboratory Monitoring; Refer to the
SmPC for information regarding laboratory monitoring and dose initiation or interruption. Elderly: Ulcerative colitis No dose adjustment is recommended for
galiems with ulcerative colitis up to 75 years of age. Filgotinib is not recommended in patients aged 75 years and older as there is no data in this population.
Elderly: Rheumatoid Arthritis A starting dose of 100 mg once daily is recommended for patients aged 75 years and older as clinical experience is limited. Renal
impairment: No dose adjustment required in patients with estimated creatinine clearance (Crcl) = 60 mL/min, A dose of 100 mg of filgotinib once daily is
recommended for patients with moderate or severe renal impairment (CrCl 15 to < 60 mL/min). Not recommended in patients with Crcl < 15mL/min. Hepatic
impairment: Mild/moderate hepatic impairment: No dose adjustment required, Severe hepatic impai not rec . Children (<18 years) Safety and
efficacy not yet been established. Contraindications: Hypeysensitivil}r to the active substance or to any of the excipients. Active tuberculosis (TB) or active
serious infections. Pregnancy. Warnings/Precautions: See SmPC for full information. Immunosuppression: Combination use, with immunosuppressants e.g,
clclosporin, tacrolimus, biologics or other Janus kinase (JAK) inhibitors is not recommended as a risk of additive immunosuppression cannot be excluded.
Infections: Infections, including serious infections such as pneumonia and opportunistic infections eg. tuberculosis (TB), cesophageal candidiasis, and
cryptococcosis have been reported, Risk beneft should be applied prior to initiating in patients with infection risk factors (see SmPC), Patients should be
closely monitored for the development of signs and symptoms of infections during and after filgotinib treatment. Treatment should be interrupted if the
patient is not responding to antimicrobial therapy, until infection is controlled. There is a higher incidence of serious infections in the elderly aged 75 years
and older, caution should be used when treating this population. Tuberculosis; Patients should be screened for TB before initiating filgotinib, and filgotinib
should not be administered to patients with active TB. Viral reactivation; Cases of herpes virus reactivation (e.g, herpes zoster), were reported in clinical
studies (see SmPC). If a patient develops herpes zoster, filgotinib treatment should be temporarily interrupted until the episode resolves. Screening for viral
hepatitis and monitoring for reactivation should be performed. Malignancy: Immunomodulatory medicinal products may increase the risk of malignancies,
Malignancies were observed in clinical studies (see SmPC). Fertility: In animal studies, decreased fertility, impaired spermatog is, and histopathological
effects on male reproductive organs were observed (see SmPC). The potential effect of filgotinib on sperm production and male fertility in humans is currently
unknown. haematomiglw_a.uﬂmmaﬂnez Do not start therapy, or temporarily stop, if Absolute Neutrophil Count (ANC) <1 = 109 cells/L, ALC <0.5 = 109 cells/L
or haemoglobin <8 g/dL Temporarily stop therapy if these values are observed during routine patient management. Vaccinations; Use of live vaccines during,
or immediately prior to, filgotinib treatment is not recommended. Lipids: Treatment with filgotinib was associated with dose dependent increases in lipid
parameters, including total cholesterol, and high-density lipoprotein (HDL) levels, while low density lipoprotein (LDL) levels were slightly increased (see
SmPC). Cardiovascular risk: Rheumatoid arthritis and ulcerative colitis patients have an increased risk for cardiovascular disorders, Patients should have risk
factors (e.g, hypertension, hyperlipidaemia) managed as part of usual standard of care. Venous thromboembolism: Events of deep venous thrombosis (DVT)
and pulmonary embolism [PE? have been reported in patients receiving JAK Inhibitors including filgotinib. Caution should be used in patients with risk factors
for DVT/PE, such as older age, obesity, a medical history of DVT/PE, or patients undergoing surgery, and prolonged immaobilisation. nt: Contains
lactose; patients with rare hereditary problems of galactose intolerance, total lactase deficiency or glucose galactose malabsorption should not take filgotinib.
Pregnancy/Lactation; Filgotinib is contraindicated in pregnancy. Filgotinib should not be used during breast-feeding. Women of childbearing potential must use
effective contraception during and for at least 1 week after cessation of treatment. Driving/Using machinery: No or negligible influence, however dizziness has
been reported, during treatment with Jyseleca (SmPC for full information) Side effects: See SmPC for full information. Common (=1/100 to <1/10): nausea, upper
respiratory tract infection, urinary tract infection and dizziness. Marketing authorisation number{s): Jyseleca 100mg film-coated tablets EUJ1/20/1480/001
EU/1/20/1480/002 Jyseleca 200mg film-coated tablets EU/1/20/1480/003 EU/1/20/1480/004

¥ This medicinal product is subject to additional monitoring.

Adverse events should be reported to Competent Authority or to Swedish Orphan Biovitrum AB by email: drugsafety@sobi.com
lyseleca is a trademark of Galapagos NV. Sobi is a trademark of Swedish Orphan Biovitrum AB (publ)
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