Stanovisko etickej komisie ku klinickej studii
Statement of the Ethics Committee to a clinical study

Nazov a adresa etickej komisie
Name and address of the Ethics Committee

Eticka komisia UN Bratislava, Nemocnica akad. L. Dérera
Limbova 5 ’
833 05 Bratislava

Slovenska republika

Meno a adresa skusajliceho
Name and address of the investigator

doc. MUDr, Peter Sabaka, PhD.

Klinika infektolégie a geografickej mediciny
Limbova 5

Bratislava 83305

Slovenska republika

Nazov studie
COVID- 19 UNB

Sponzor $tidie/ zdstupca sponzora v SR
Sponsor of the trial / sponsor's representative in SR

Kéd stadie / Study code

Eticka komisia postdila Ziadost' o $tddiu na zaklade priloZzenych dokumentov:

Ethics Committee reviewed the application for the clinical trial according to following documents:

Prilozené dokumenty / Submitted documents:

Cislo, verzia, datum vydania / Number, version, date:

Protokol tidie
Study protocol

4 strany

Suahrn protokolu/Protocol synopsis

Dodatok k protokolu

Protocol amendment

Informacia o lieku pre skii$ajuceho
Clinical investigator's brochure

Informacia pre pacienta a informovany sthlas
Patient information and informed consent

1 strana

Poistenie studie
Insurance

Zaznamnik udajov o pacientovi
Case report form

Iné dokumenty / Other documents:

Ziadost o sthlas s realizaciou vyskumu

Zivotopis hlavného skusajliceho - doc. MUDr. Sabaka
Suhlas vedenia pracoviska KIGM (doc.MUDr. Stankovic)
Zakladny formular pre neanimalne experimenty

dodané
dodané
dodané

Pripomienky / Comments:

MUDr. Billkova- Ak budu pacienti s COVID 19 hospitalizovani na inych oddeleniach,

je potrebny suhlas od vedenia dotknutych klinik.




podpis / peéiatka 7

Datum Ve By ,-gb.»'v{/ Signature / stamp ,1!”{,'

Date
Predseda etickej komisie
Chairman of the Ethics Committee

Eticka komisia zohladiiuje poziadavky Spravnej klinickej praxe (ICH-GCP), Statneho tstavu pre kontrolu liegiv (SUKL)
a platnej legislativy pre klinické skisanie v SR.
The Ethics Committee complies with principles of ICH-GCP and applicable regulatory requirements.

Klinické skusanie sa mdze vykonat len so sthlasom Statneho Ustavu pre kontrolu lieéiv a prislusného zdravotnickeho
zariadenia.

The trial may be realized only with approval of the State Institute of Drug Control and of particular healthcare provider.

Zoznam pritomnych lenov etickej komisie je prilohou tohto dokumentu. Hiasovali len &lenovia etickej komisie nezavisli od
sponzora Studie. Skusajtci (pokial bol pritomny) sa hlasovania nezuéastnil.

A list of present members of the Ethics Committee is attached. Only those Ethics Committee members who are
independent of the sponsor of the trial have voted. The investigator (if he/she was present) has not participated in the
vote of the Ethics Committee.



Stanovisko etickej komisie k biomedicinskemu vyskumu
Statement of the Ethics Committee to a biomedical research

. rozhodnutia: 18 /2023

Nézov a adresa etickej komisie
Name and address of the Ethics Committee

ticka komisia UN Bratislava, Nemocnica akad. L. Dérera
Limbové 5
833 05 Bratislava
Slovenska republika

Meno a adresa skigajiiceho
Name and address of the investigator

doc.MUDr. Peter Sabaka. PhD.

Klinika infektol6gie a geografickej mediciny LF UK a UNB
Nemocnica akad.L.Dérera

Limbova 5

831 01 Bratislava

Slovenska republika

Nazov tadie

COVID-19 - Imunity and quality of life in convalescent patients

Sponzor Stadie/ zastupca sponzora v SR
Sponsor of the trial / sponsor's representative in SR

Lekarska fakulta UK v Bratislave

Ustav Klinického a transla&ného vyskumu
Biomedicinské centrum SAV

Kéd Stidie / Study code

Etické komisia posudila Ziadost’ o vyskum na zaklade priloZzenych dokumentov: _
Ethics Committee reviewed the application for the research according to following documents:

PriloZené dokumenty / Submitted documents:

Cislo, verzia, datum vydania / Number, version, date:

Protokol tidie
Study protocol

3 strany dodané

Sahrn protokolw/Protocol synopsis

Dodatok k protokolu
Protocol amendment

Informéacia o lieku pre skiSajiceho
Clinical investigator's brochure

Informacia pre pacienta a informovany sthlas
Patient information and informed consent?

1 strana dodané

Polistenie Stidie

Insurance

Zaznamnik Gdajov o pacientovi
Case report form

Iné dokumenty / Other documents:

Ziadost o stanovisko Eticke] komisie

Zivotopis hlavného skigajiceho- doc.Sabaka
Zékladny formular pre neanimaine experimenty
Stuhlas vedenia KIGM LFUK a UNB

dodané
dodané
2 strany dodangé
dodané




Eticka komisia StHI-ASH SUHLASI S PRIPOMIENKAMI (uvedené nizsie) / NESUHEASHuOVoUy Tvedens mzsie)
s vykonanim uvedeného biomedicinskeho vyskumu ,

Ethics Committee AGREES/ AGREES WITH COMMENTS (stated below) / DMGREESWW'WIUW)*
with submitted biomedical research to be realized.

Prisomienky / Comments:

Doplnenie informovaného suhlasu:
dokrovolna ugast v projekte, prave subjektu odvolat’ svoj stihlas s tgastou v projekte resp. kedykolvek z projekiu odstupit
spdsob nakladania s datami ugastnikov- dévernost dat, sulad s GDPR

Dodat dotaznik alebo stbor otazok fonické opytovanie U8astnikov o kvalite Fivota

Dokumentaciu Ziadame dopinit’ do 31.7.2023.
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Détum Y6 ALK Signature / stamp ?ﬁlﬂw’h{

Date

b

Predseda etickej komisie
Chairman of the Eihics Committee

Odbvodnenie: PredioZzena dokumentacia spifia poiadavky Etickej komisie a je v stilade s platnou legislativou
Rationale: Enclosed documents comply with the requirements of the Ethics committes and in accordance with law.

Eticka komisia zohladfiuje poiadavky Spravnej kiinickej praxe (ICH-GCP), Stétneho stavu pre kontrolu lieéiv (SUKL)
a platnej legislativy pre klinické ski$anie v SR.
The Ethics Committee complies with principles of ICH-GCP and applicable regulatory requirements.

Klinické skasanie sa mbze vykonat len so sthlasom Statneho ustavu pre kontrolu lie€iv a prisluného zdravotnickeho
zariadenia.
The irial may be realized only with approval of the State Institute of Drug Control and of particular healthcare providsr.

Zoznam pritomnych &lenov etickej komisie je prilohou tohto dokumentu. Hlasovali len &lenovia etickej komisie nezavisli od
sponzora $tidie. Skusajici (pokial bol pritomny) sa hlasovania nezugastnil.

A list of present members of the Ethics Committee is attached. Only those Ethics Committee members who are
independent of the sponsor of the trial have voted. The investigator (if he/she was present) ha= not participated in the
vole of the Ethics Commitfee.



Zoznam Elenov etickej komisie

A list of members of the Ethics Committee

Déatum zasadania/Meeting date: 27 G -10AD

Nézov a adresa etickej komisie:

Name and address of the Ethics Committee:

Eticka komisia UN Bratislava
Nemocnica akad.L.Dérera

Limbova 5

833 05 Bratislava

Slovenska republika

Meno/Name Titul/ Title Povolanie/Occupation Pracovisko/Working place _ |Pritomny/Present
Billkova Katarina MUDr. lekar Odd.klin.farmakologie Q ? 1 ) HJ(
Magr. predseda EK UNB Ruzinov ZIT',? W
Tibensky Igor MUDT . namestnik UNB Kramare /’
PhD.,MBA pre zdr.starostlivost L~ " o~
Slimakova Lubica  |Pharmbr. farmaceut Lekéref UNB Kramére /)
MPH. \‘I!"eru
Pastrnakova Viera PhDr. namestnik 08 UNB Kramére ’%7
MPH. 4 ‘u’f-/]
Rimovska Maria JuDr. préavnik Prévne oddelenic ) !
UN Bratislava il A
Demes Martin Doc.,MUDF., internista 1. Interna klinika ; 9"6 %L
PhD.,MPH UNB Kramére 7 A
Susterova Adriana Mgr. farmaceut Lekaref UNB Kramére LZT
tajomnik EK / / “{%
Petrigkova Helena JUDr, prévnik t.&. v déchodku n y
: AP b e 9
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