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Vaccines for COVID-19

Product type | Product INN RR start date EC decision/ CHMP variations
opinion

Vaccine Comirnaty (Pfizer/BioNTech) 6.10.2020 21.12.2020 (EC) 117x /12x SmPC

Vaccine Spikevax (Moderna) 16.11.2020 6.1.2021 (EC) 71x /11x SmPC

Vaccine Vaxzevria (AstraZeneca) 1.10.2020 29.1.2021 (EC) 73x / 14x SmPC

Vaccine J 1.12.2020 11.3.2021 (EC) 54x /11x SmPC

Vaccine NVX-CoV2373 (Novavax) 3.2.2021

Vaccine Sputnik V (Gam-Covid-Vac) 4.3.2021

Vaccine VeroCell (inactivated) (Sinovac) 4.5.2021

Vaccine Vidprevtyn 20.7.2021




COVID-19 treatments

Product type

Product name/INN

Antiviral

Remdesivir (Veklury)

30.4.2020 EC Decision

3.7.2020 (EC)

Imunomodulator

Dexamethasone

CHMP positive opinion

17.9.2020 (CHMP)

Antiviral

Ronapreve (casirivimab / imdevimab)

MAA submitted

Antiviral

Regkirona (regdanvimab) (Celltrion)

MAA submitted

Imunomodulator

Olumiant (baricitinib)

MAA submitted

Imunomodulator

Kineret (anakinra)

MAA submitted

Imunomodulator

RaActerma (tocilizumab)

MAA submitted

Antiviral

bamlanivimab / etesevimab (Eli Lilly)

RR

Antiviral

sotrovimab

RR
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Zabezpecenie zdravotnej starostlivosti ucastnikom

KS (karanténa pacientov, nedostatok zdrav. personalu, obmedzeny pristup do centier;
zmena z osobnej ndvstevy na telefonicku kontrolu)

Poskytnutie skusanych liekov (,,IMP“) ucastnikom
KS

Monitoring (zru$enie/odlozenie/prediZenie navstev;
video hovory; SDV)
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Product/ liecivo/ protokol Zadavatel Pocet | EudraCT Stav

centier
Olumiant Oslo Univesity 6 2021-000541-41 neukoncené
(barcitinib) Hospital f,/
lvermectin 9, 18 mg Chemo Research | 8 2020-005015-40 ukoncené | I
(ivermectin) S.L.
Rabeximod Cyxone AB 3 2020-004571-41 ukoncené
(rabeximod) N\ |\
Polyoxidonium NPO Petrovax |4 2020-001782-37 | ukonéené.  \/
(azoximer bromide) Pharm, LLC
Remdesivir, Rebif (remdesivir, IF | MZ SR 6 2020-001366-11 neukoncené
beta 1a), acalabrutinib (WHO
Solidarity)
AZS 1061; AZD 8895 (Discovery) |Inserm 6 2020-000936-23 neukoncené

A
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Zber a vyhodnocovanie hldsenych podozreni na NU
vakcin na prevenciu COVID-19

Vakcina Prva Druhd Pocet hlasenych NU
davka/osoba | davka/osoba

Comirnaty (Pfizer/BioNTech) 1693 314

Spikevax (Moderna)

Vaxzevria (AstraZeneca)

COVID-19 Vaccine Janssen

Sputnik V

255 067

433 168

16 529

16 529

1619 969

232 367

408 422

15920

4 153

(568 zavaznych; 1 umrtie)

R
(115 zavaznych; 1 umrtie)

3 067

(314 zavaznych; 2 umrtia)

221
(35 zavaznych) é

28

(3 zavazné) /\O
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Coronavins
CovID-19
Public Health
Advice

COVID-19
Safe PPE

Eye Eye
protection* protection
Surgical Surgical FFP2
facemask respirator
mask
Disposable Long Long
Plastic Sleeved Sleeved
Apron Disposable Disposable
Gown Gown
Gloves Gloves

*Eye protection

High
to be worn on risk (onta(t Contact
assessment

Unilkety to provide  Increased risk for

Aerosol Generating
Procedures

Also If there Is a risk of an
opportunities for the transfer of virus and unpiannad aerosol
transfer of virus/other  other pathogens genecating procedure.
pathogens to the to the Iw\ds and
hands and clothing.
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O

Typ

RT-PCR Profesionalne RNA
) - Protilatky Q
Vykon in3pekii Rychlotesty Profesionalne o
Antigén

Registracie Samotesty Domace Protilatky ®

Vynimky z udajov na
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Odporuenie Statneho Ustavu pre kontralu liefiv v stvislosti so samotestami na
COVID-19

07/04/2020

Rozhodnutie MZ SR - Zakaz vyvozu vybranych liekov

03/04/2020

Informacie k priprave ex tempore pre deti s diagnézou COVID-181

02/04/2020

Mimaoriadne opatrenia pre klinické skiZania v désledku COVID-19

02/04/2020

COVID-1%: Potencialne lieky a vakciny

01/04/2020
Mimoriadne Liskové riziko (COVID-19) 54/2020

01/04/2020

Lizky a pripravky ex tempore potencidlne wyuZitelné pri liecbe deti s diagndzou
CoviD-19

30/03/2020

Usmernanie EMA a SUKL k liefhe hypertenzie a ochoreni srdca alebo obligiek liskmi
ovplywAujucimi RAAS systém poias pandémie COVID-19

26/03/2020

O sukl_sr

COVID-1%: Pricritné posudzovanie registracii a klinickych skdZani

25/03/2020

COVID-15: Statny Gstav pre kentrolu lietiv varuje pred nadkupom

25/03/2020

Cpatrenie MZ SR tykajlce sa lieku Plaguenil

25/03/2020

Opatrenie MZ SR - Zakaz vyvozu liekov, zdravotnickych pomécold
zaravotnickych pomdcok in vitro

Odporucanie
k samotestom

na COVID-19

20/03/2020

Vyzva na obmedzenie vydaja a predaja liekov

18/03/2020

Stanoviske Statneho Gstavu pre kontrolu liefiv k uZivaniu liekov 4
ibuprofénu v svislosti s COVID-19

18/03/2020

MoZnosti podania Ziadosti na Sekciu registracie liekov

13/03/2020

Usmernenie - vydaj skifanych liekov pacientom v klinickom ski3
mimariadne] situacie COVID - 19

13/03/2020

CObmedzenie dradnych hodin




ROLE OF SIDC IN VACCINATION

Public Communication

Registration Number —\ -

Summary of Product
SCIENTIFIC ASSESMENT Characteristics (SPC)
(EMA)

Batch Release \ \

Patient Information
Leaflet (PIL)

N

Exemptation from
Outer Packaging
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