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Informacije o odobrenih cepivih 

 

Ime cepiva Izvedbeni sklep 

EK o izdaji 

pogojnega 

dovoljenja za 

promet z 

zdravilom 

(dovoljenje) 

Številka 

dovoljenja 

Priloga k dovoljenju 

(povzetek glavnih 

značilnosti zdravila, 

priloga II, ovojnina 

in navodilo za 

uporabo) 

Evropsko poročilo o 

zdravilu (PAR) 

Comirnaty koncentrat 

za disperzijo za 

injiciranje, mRNK cepivo 

proti COVID-19  

In 

Comirnaty disperzija za 

injiciranje, mRNK cepivo 

proti COVID-19 

Dovoljenje 

Podaljšanje 

veljavnosti 

dovoljenja in 

sprememba (nova 

farm. oblika) 

Dovoljenje 

EU/1/20/1528 Priloga 

  

PAR 

PAR – za pediatrično 

populacijo 

Povezava do vseh 

poročil o cepivu 

Spikevax (prej COVID-

19 Vaccine Moderna) 

disperzija za injiciranje, 

mRNK cepivo proti 

COVID-19  

Dovoljenje 

Podaljšanje 

veljavnosti 

dovoljenja  

EU/1/20/1507 Priloga 
 

PAR 

PAR – za pediatrično 

populacijo 

Povezava do vseh 

poročil o cepivu 

Vaxzevria (prej COVID-

19 Vaccine 

AstraZeneca) 

suspenzija za injiciranje, 

cepivo proti COVID-19  

Dovoljenje 

Podaljšanje 

veljavnosti 

dovoljenja 

EU/1/21/1529 Priloga PAR 

Povezava do vseh 

poročil o cepivu 

 

JCOVDEN (prej COVID-

19 Vaccine Janssen) 

suspenzija za injiciranje, 

cepivo proti COVID-19  

Dovoljenje 

Podaljšanje 

veljavnosti 

dovoljenja 

EU/1/20/1525 Priloga 
 

PAR 

Povezava do vseh 

poročil o cepivu 

Nuvaxovid disperzija 

za injiciranje 

Dovoljenje EU/1/21/1618 Priloga PAR 

Povezava do vseh 

poročil o cepivu 

 

Informacije o zdravilu (povzetek glavnih značilnosti zdravila, navodilo za uporabo in ovojnina) 

odobrene s strani EMA, so dostopne tudi v Registru Skupnosti pri EK: 

https://ec.europa.eu/health/documents/community-register/html/ 

https://ec.europa.eu/health/documents/community-register/2020/20201221150522/dec_150522_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211103153695/dec_153695_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211103153695/dec_153695_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211103153695/dec_153695_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211103153695/dec_153695_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211103153695/dec_153695_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211126154181/dec_154181_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220805156801/anx_156801_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220805156801/anx_156801_sl.pdf
https://www.ema.europa.eu/en/documents/assessment-report/comirnaty-epar-public-assessment-report_en.pdf
https://www.ema.europa.eu/en/documents/variation-report/comirnaty-h-c-5735-ii-0030-epar-assessment-report-variation_en.pdf
https://www.ema.europa.eu/en/documents/variation-report/comirnaty-h-c-5735-ii-0030-epar-assessment-report-variation_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#assessment-history-section
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#assessment-history-section
https://ec.europa.eu/health/documents/community-register/2021/20210106150575/dec_150575_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211004153286/dec_153286_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211004153286/dec_153286_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211004153286/dec_153286_sl.pdf
https://www.ema.europa.eu/en/documents/product-information/spikevax-previously-covid-19-vaccine-moderna-epar-product-information_sl.pdf
https://www.ema.europa.eu/en/documents/assessment-report/covid-19-vaccine-moderna-epar-public-assessment-report_en.pdf
https://www.ema.europa.eu/en/documents/variation-report/spikevax-previously-covid-19-vaccine-moderna-epar-chmp-extension-indication-variation-assessment_en.pdf
https://www.ema.europa.eu/en/documents/variation-report/spikevax-previously-covid-19-vaccine-moderna-epar-chmp-extension-indication-variation-assessment_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax#assessment-history-section
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax#assessment-history-section
https://ec.europa.eu/health/documents/community-register/2021/20210129150842/dec_150842_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211109153687/dec_153687_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211109153687/dec_153687_sl.pdf
https://ec.europa.eu/health/documents/community-register/2021/20211109153687/dec_153687_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220808156682/anx_156682_sl.pdf
https://www.ema.europa.eu/en/documents/assessment-report/covid-19-vaccine-astrazeneca-epar-public-assessment-report_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca#assessment-history-section
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca#assessment-history-section
https://ec.europa.eu/health/documents/community-register/2021/20210311151284/dec_151284_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220103154537/dec_154537_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220103154537/dec_154537_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220103154537/dec_154537_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220525155949/anx_155949_sl.pdf
https://www.ema.europa.eu/en/documents/assessment-report/covid-19-vaccine-janssen-epar-public-assessment-report_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca#assessment-history-section
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca#assessment-history-section
https://ec.europa.eu/health/documents/community-register/2021/20211220154520/dec_154520_sl.pdf
https://ec.europa.eu/health/documents/community-register/2022/20220112154605/anx_154605_sl.pdf
https://www.ema.europa.eu/en/documents/assessment-report/nuvaxovid-epar-public-assessment-report_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid#assessment-history-section
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid#assessment-history-section
https://ec.europa.eu/health/documents/community-register/html/

