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Odesi iatct  AskEt4A No-R€ply <AskEMA.norepty@ema.europa.eu>
Acjrosni <info@voxpoput i .sk>
D a l ! t r r  2 0 2 1 - 0 6 , 0 1 1 0 r 0 7

Dear Ing. pt icka,

Thank you for contact ing the European tvedicines Agency (Et4A).

J:iilett.r qafd_l?.l1arch 2021, requests access ro documents and information resarc,rns the resisrrarion ofvaccrnes against COVID-19 and the sul
to Access to Documents service on or.X"JIi.lJ, il 

,n" or.oer conduct of this proceaure. viur tettei wai rorwaraeo

il{1-T-,"":i11,!! H,'fi::f;liil'ffi;J"Hi[iTi::jil",i:Jjffi,,".::1g:i"&'^eii5:.T:Tj:::","j;_ 
"protect ing pubttc heatth is indeed by er

ly.i!:rff',ffi jiT,1i"i"""r:.;"';1r,.#lJr:""#irili*:!:f l3,"l:";ir,""H"":fii#",J;:.,ilJ"
. treatments and vaccines without attering stanaards oi quatit-y, ;"i"t;;;;rtu"";the hishest regurarory stunauiJ. ioniinr",o 

"pprv, 
and rhe inregritv a"0,"0"0"";3iJ""ii l l!rr/dcctnes 

in the EU,
assessment 's not compromised,

Wrth regards to you, specif ic qucst onc.

1. Authorisat ion of COVID-19 products (your points a, f ,  I  and k)

EIYA is responsible for the scient i t ic ovaluat ion oi  appl icat ions for central ised markerlng authorisat ions in theEuropean unron This authorisation procedure uro*" pr',u.-u."rrii; ion,,p1ii"J',o rron,,,, u ringre markeringauthorisat ion appl icat ion to EMA, market the medicine and make i t  a; i ia[ te t i 'p i t r"nts ano neatt tcareproressionars throushour the European Economic Area on the b"t;;;;; ;;;;"#;;i,"-s 
"J,nJ"ili]i"i 

a"authorisation procedure js therefore initiated Oy the appticalon o1a c";;;;;il;i
:j,ll,:xii:ii;lt?t !'r,x:;*ml*ln"li*;il:l1;;,[t['Jfl:i.i,t"t*.;',.$im"",ll"n'j"''"n
-o::^::"1,:y1-':,i:'!9 ,o speed up the evatuatidn of covrD_19 vaccines is the ,ro ing review,, With rhe roIingrevrew, deveropers can submit data from studies as and when they become avairaote, arowing ErvrA to start
:$:TTi:ff1iTlj:;:1il:,iJi#13::il:j:""i;;;!T5::i:1,;;i",'""i,pprr.",r." 'n. resu,t is a swifter
Wh€n an evaluat ion ts complete, EI\4A hi(cryA) App,icants may b";.;;i;;";r4frT,""",!i:.;J{::"'J#i:Xf".'#:if:li:l1ffiisi,;:,ll;:."'lil:x]: ,requlredr where the beneri t  of  immediate aval labi . l l ty of the medicine ortr i " i ! r ' .  iL. . , rr .  inrr" ."nt  in the fact thataddit ionat data are s ' '  required. A Ct4A s also inte;ded for a p"Sf i"  r ,J i ' r ' , i ,n"rgun"y (e.g. a pandemic).  Forthese medicines, less comprehensive oharmaceut ical  and non:c nicat data may aiso oe acceptec. rhe tegal basisis Art ic le 14(7) of Regutat ion (EC) No 7:
are rufther etaborared in Resutarion tr#(1133;i$"r3i '" "ions 

ror erantlns a conditional marketins autiorisatiJn

ElvlA cohsiders that the ClyA is an approprlate regulatory mechanism for use in the currenr pandemic emergencyto grant al l  EU ci t izens,access to a vaccconrrored and robust rr",.*;t ;;;;;Ji:.""i:d':*:i'j i,frffir"ffilE,i,lljigoflirti?;i:Lr#i:ft;.; , ;place, includtng the abi ' ty to ensure that€deqr"t"  , t r l " ,  _"t inu" ui l ; ; ; ; ; ; t  I t  Is a rype of approvat formedicines addressing unmet rnedicat needs, and in part icular those to be ; ; ;d- in;mergency stcuatrons inresponse to pl .rbl ic health threats such as COVID- 19. The t i rnel ines ar" , r . t r  inrt  t i  
"rro*.  

tor a thoroughassessment of the avai lable data to reach a scient i f ic opinion on whet l" i t r - ' " -"u. i i r"  
"  

rur",  et fect ive and of goodqual i iy and is th€refore sui table to vacctnare peoDre.

lv lore Information about the development,  evaluatton, approvat and monitor ing of covtD-19 vaccines can be foundhere: ht tpsr/ /www ema.europa.eu/en/human-regu atory/overuiew/publ ic-health, threats/coronavirus-disease-
covid-1g/treatments_vaccines/vaccines-covid-1gico"ia- is-uaccin"siJ*"topi i"nt i"uu,uu,,on-upproval,monitor ing

Also addressing your points f  and k (on the approvarprocess and responsibir i t ies wrrhrn this process),  i t  shourd bei"'i""*H::,'"T:iffil"^Tg"l;:?.:J,,i:f:Jiff:i,:;fl,ffii"idl',ffi:il.:li,;iru,*,ruliH::;*-
invo{ves the tvlember States.

hltps //newmai .teis.c/?-lask=mait&,sate=O&_!id=2975&-nrbox= TNBOXE_aclion=print&_eNIwtn:j
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2 Information on the content of rhe reDofrs Gide -cffects - E'AR, crinicar reports, Rryp/ mechanism oFaction,€ff icacy -  EPAR, cl in ical  reports (your porn$ D, c,  d,  e,  g,  h,  i  and h)

As explained above, EUA is respofsible for the-scient i f ic evalLrat ion of appl icat ions ibr centrat ised market in0authorisatons in the European union. The cHrlp evaruares markel ing; i i r 'J i"J i iJn-uppu.", ,ons submirtedthrough the centralised procedure, with input f.rn tf," pf,u.rni"ouigiiu;;; ;;il;trJ;'"l'"""j;ii:"J;ffin'..ff*ii:ii:li":;*nl"*,#tkxH'"it,,.,",,,.Htlj;"$flii*[#i'"
authorise a medicinal product,

You may be aw.are that for many years Er4A h-as been a pioneer In provrdrng an unprecedented level oftransparehcy wjth r€spect to the cvaiuat ion 
: f  1:9,: ,n:" ,  in retatron ro iOrj to_rS,.we are tncreasins our .t ransparency measures st i l l  rurther '  we have publ ished the p-a*t  i "r"r ." t i ""  * i th dera,ts of the condat ions ofuse of the four aurhorised covrD-1s vaccines uuro." *'" ro#"i.";.;ii;;;il;i:..,." *"" sranred as we, asthe r isk management plan (Rt4p).

In this respect,  prease note that in the European union, companies rnust submit an RNrp to the agency at the t imeof apprication ior a marketrnq autho'saton. Rrvps incruue inioimiii"" 
"" 

""'r",iiJ""t 
.afetv profire 5uch how irsr isks wit  be prevenred or m,n,misect in oat ients,  pians foi  stu;; ; ; ;  ; ih; ; : ; , ; ; :s to sain more knowredeea-bout the saferv and efficacv of the medicine. Md*"ti"s 

"rth"rrLii"" "ooi,**r'iii. 
.uu,o-,9 vaccines are

iiq:tiiiift:H!::5,'":firJ?ili:.[^?ff:iiiii:i..:yif;,*#m;:in"*:;:[,;,".;.*li:::.,i , ] formatlon cnd Rt4ps, rr  r t -e matn page or edcn COVID.Ig vacctne,,r  the lotrowrnq nh:https:/ /wraw.ema.europa.eu/en/hLma;_-egJta,*u1""" 
" i "* i^ i ;"- i . . l i "_ '#"", ."r ." ."""" ,rus drseasF-(ovia-1g/treatments-va ccines/vaccin es-cov id - r 97cov ia - i s '""*1" 

"":";h " 
ri""l; *in"o"ri"'"'o -.ou o - , 

" 
- u" ccrn es -secaon

In addit lon, E!1A has made a efforts to expedite the publ icat ion of the ful l  European pubIc Assessment Report(EPAR) for each vaccine within 3 days oi its auino.i.uiton ny tne iuiop"r" iiril,j"","" tral.
An EPAR provides publ ic information on a medicin€, including how i t  was assessed by EprA. I t  refrects th€ scient i f icconclusions of the relevant Et\4A committecom.nrntee opinion on,,Jn;fi;;;;;;i;;ii;,l"'*#:r",i,,:::;:?ilil:rJnT:.i#ili8":nfl[::l*:;i*; 

'
nurnber of workrhg parties and related oroups which conduct the scientirl *"ir. 

"il'r," 
ag"""v, The committee,sevaludtions provide the oasis ror the aJihori."r-" * -. i- ,^-"1^-1,1.  ̂ ' - :  l : : : '_"1 

'
committees, r,"* *,"v-**r ""i ,t.-ril,;"J;"Ji::.:t,Hl ;:T;;i,f;1n" 

r"' 
"'" i"roimatlon about rMA{- 

-

httpsr/ /www,ema,europa,eu/en/cqmmittees/now-committees_work

T! address vour?oint I  regardlng th€ basls thatthe vaccines against covld-19 work, ptease Rnct betow the EpaRsror the covlD-19 vaccines authortsed fo. use 
11 

t1roo9 *rrere r ioL] i i "  r i " i ,p". i r , . ' r"" .r" t ion on the quat i ty(eg mechanism of act ion, manufactur ing process),  satety (e.g- side effects) and effrcacy (e.9. res!t ts of ct inicalstudies) as requested in your let ter.

. Cominarty EPAR: https://www.erna.euro
assessment-repolt-en,pdF 

Ipa eulen/documents/assessment-report/cornirnaty-epar-publlc-

.-COVID-1-9 Vaccine tyoderna EpAR: https:/ /www,ema.europa,eu/en/documents/assessmenr_report /covid-19-
vaccrne-moderna-epar-publ ic_assessment_report  en.pdf. .Varzevria (previoLrsty COVID-19 Vdccl.e AslraZeneca) FpAR:

I!'.ji,!:ii;"#:;,f;i?:;liiiiliXl:ffilii1;l!f,lment-rerort/vaxzevria-prevrousrv-covid-1e-vaccine-
.  COVID-19 Vaccine Janssen EPAR: hLtps./
vaccine-ianssen-epar-pubtic-assessment-r3#fr:ffir"uton" u'/"nTootuments/assessrnent-report/covjd-19-

ElvlA does not deat with sales, devetoDmeDt or p,roduct ion (your points b and c) of  any meotctnat products,including covid-19 vaccines. prease see the,berow a.comprehensive overview (ent i ted From raboratory topat lent")  of  al l  stages from ini t ia l  research
devetopmenr, assesses.r," u"n"n,. uno iiri!""il"fffi:.:: i;j'::[t'"Tt 

rncludins how EPIA supports medicine
https://www.em",eLrropa.eu/enldocuments/ort-,*luu"."t-v"p"u""i:r"ri""r,."i1L,,r_"",nr..r.u-
medicine,en.pdf

In addit ion, ptease note Lhar there rs no ouarantee against s ide etfects of the vaccine (your point i ) .  ptease referto the EPAR rhat provides an overview oi the s.rent i r- i .  evatuattn, esp'ei l i iv ' . , "  , i . i . ' -o*"r i t  tarance or products.
The Agency arso pubrishes cr inicar data submitted by industry to support  their  market ing appl icat ions for humanmedicin€s under rhe cenrrar sed procedure. Ervrn rs iurrenuv'puuriJ i is i i ; ; "r '6", ;  ; ,  covrD-19 medjcines. Forrnrorna!on on the taresr ct intca. dara oLbt,shed ptease reiF; i "  , t .  r" , r i* l "q ; . ;L, 'ht tps:/ /c lhicaldata.ema.europa.eulweb/cdu.

Wlth regards to your quest ion about atternat ive procedures usrng tradir ionat herbal medtcines being taken into
hltpsr/fewmalt.teis.czl?_task=ma t&_sare=0& Lrid=?97s&-nrbox:INBOXA-action=pinl&,exhrin=1
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account into the designinq ot c l in ical  t r ia ls (your polnt d),  please note that the responsibi t i ty and choice of thedesignjns of the triars ries wirhin rhe markeiins 

"urno'i"!t io" uppii iunt. pr."r.,"i"i," tn" 
'pruli,6"; 

; i",; i*/ documents for more information.

'r Regarding your point h: Informatlon related with duration of the t.nmunlty aiforded by covlD-19 vaccih€s can be' found herei httpsr//www ema europa eu/en/human-regulatory/overvlewfpubric-heatth-threats/coronavirus-
dtsease-covtd-1g/treatments_vaccines/vacclhes_covta_fSTcovta_rS_vacci,iJJ.V+uA:

We hope that this informauon wl prove usefut to you. Should you wish to contact the Agency again in f l ture, ofrequest specifrc document(s) please submit vour enquiry using' the ; ; l  ro* r inr."a u"ro*,httpsr//www.ema.europa.eulenlabour_,,s/contact/senalquesrtn-euro;;:;edicines-aoencv

Thank you for considertng the above.

Yours Sincerelv,

European li'tedlcines Ag€ncy

Dorn€nico Scartatr i taan 6, I083 HS Amster;am, The NeLherlands
Send !s a question. Go to \,\,ww.ema.europ-a.eq!![la9l Tetephone: +31 (O)OE 781 6000

We received your question(s) on 07l04/2021

subject of  your enquiryr craimant demanding access to the documents according to tho Art icre 6 0f th€Resulatton the European part iament and Counctt  (Es) N;,  to;gttooi :- ' -

Your quest lon(s) l
Request recelved vla mall

Dear,

ln- th€ case of the procedure for th€ regtstration of vaccines against the disease known as sARscov-2(covid l9), h6reinafter referr€d as co;id rg,-"na *," 
",p.*Li;;';; 

;;; ;;", 
".rduct 

of thisprc-c,edu'e, in accordance with Art. 6 Regutaron of european raitirnen]t'aii ot ttre councit ro.1049/2001, we ar€ asking you for access _ sending the .rocu,',,ents ana rniormation mentioned berowl
a) who' when and on what basis did in your-office inrtia,te an authorisation procedure - approvar of theplacing on sale (use) of a covld 19 vacctne? proof specific facis.

b) who, when and on what basis gave the asslgnment fo, d€velopm€nt and production of, your offic€.6pproved vaccine against covid 19 and what w;s the *".atng oiihir'i"ligi;ent? proof speciftc facts,
c) whe.e the developmeht of your officeapproved vacclne againgt Covld t9 took place, who was (or is)th€iead of th€ dev€ropm€nt and production tearnlwhen arfr wrt.""-*J.-.-ti. 

"rrni".r 
studies andcl inical  t r ia ls ofthe vacctne in ques$on conducted and with wh"t *" ,r i t l -  

-  '

d) wlethe-r arternativ€ procedures, using t.aditionar herbar or other preparations o, other arternativepractices tor the protection of the populationto enhance the immuniiy Jf lt,e pop.rtation In a naturalway, have be€n tak€n into account in the design of ctinicat iiaf", oi.i".*i;.. 
", 

otherwise with yourofftc6-approved vaccine asainst covtd 19. rf yts, state whici,;;;i, ;i;;';;. *r". ,.",.rr.

e) what are the side effects your office_approved vacctnes against Covid l9?

f) who speclficalty has in your office responslbltity for the approval process or your ofrice_approvedvaccrn€s bgainst Covid 19?

9) ohwhat basis do_es the vaccine (approved by your oftice) against Covld 19 work? (e,g, based onweakened or dead disease agents, based on manipulation oi, n-tre or Olfa, oi o rerlZ

h) whether and for how long do th€ vaccines against Covid 19, approved by your offtce, protectagalnst Covid 19?

l) whether the Covid 19 vaccines aoDroved by y-our office undergo or have unoergone a properauthorisatlon procedure at att staoes 6t your off{ce, as required ihdia;tif not, for what reason?which parts of the approvar proce-ss have be.n omitt.o oJ l;i"".i"oiJ.i, ii ,nv 
"nu 

ror what reason
htlps/n€wmalt. ?is.crl?_task:mat &_sare=o&_uid:2975&_mbox: TNBOX&_acuon:pdnt&_exrw n:1 3t4
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and on what basl6 dld lt h6pp€n?

,) which gusrahte€c ar€ ffovtded bv th€ mEnutactur€r (or r.glstr.nt) for Covtd 19 v.cclhcE, ,pprov€.|by Your offlcc, again3t sid6 €ffects of thc vacctn€?

k) glve us th€ €vldence of the sDeclflc d€cliions-mad€ by your offlce on the aqtho saHon (approval)of th€ us€ otthe vacctn€ aglinst Covid 19 inctuding ju6tific;ti,o;;, 
- -" " - t

This e-mall has been scanned for al@

htlpsr//newnall.l6ds.c/?-t6sk=malt&_safe.o&-utd:29758_mbox-tNBOX&_aclton=pint&-exlwln=1
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V5Zenl!'pane Ing.

ddkujeme V6m za

Plicka,

kontaktov6ni Evropsl<6 agentury pfo leaiv6 piipfavky (Et\4A).

Ve sv6m dopise ze dne 13. biezna 2A2I ndale o pirsrup k doLumenttm a
regrstrace vakcin proti COVID-1g a dohledu nad i6dnyTm probdhem tohoto
pied6n sluibd Access to Documents Service dne 7. du6na 202L.

inf ormacim tikajicim s.l
i izeni. V6! dopis byl

Ve sv6m dopise poukazujete na d0lezitost transparentnosti ve prospdch obaanii EU a IenskichstAti EU s ohledem na legitimitu, kvaltu a dostupnost rozhodovacich procesu. Hodnoty a hlavnicrnnost a9entury EMA pii ochran6 veiejneho zciravi skutein6 spodivaji v tom, ie ka2dy registrovanlil6iiv!' piipravek a vakcina musi mit nejvylli moinou miru r"ii innosti a bezpeinosti. v reakci napandemii Covid-19 zam6iila EMA a regulaini agentury v Evrop6 sv6 zdroje na urychleni procesi
hodnocenia schvalov5ni l6iby a vakcin, aniZ by se zmdnily standardy kvatity, bezpeanosti au'innosti. stejnd jako u ostatnich vakcin.v EU i zde naclrrre prati rrejvi$ii reguracni standardy a neniohroZena integrita a nez6vislost vddeck6ho hodnoceni.

Pokudjde o va ie  l .or ( rernr  ora, , (y

1. Povoleni piipravkir COVID 19 (vaie body a, I t a k)

Za vddeck6 hodnoceni 26dosti o centrarizovanou registraci v Evropsk6 unr odpovida EMA. Tentopostup registrace umoiriuje farmaceutickim sporeinostem piedroiit agentuie EMAjedinou 26dosto registraci, uvest reiivi pripravek na 1rh a zpiistupnitjej pacient,m a zdravotnicklrn pracovnikim vcel6m Evropsk6m hospod6iskern prostoru na zdkrad6 jedin6 fegistrace. Registradni iizeni je tedyzah6jeno i6dosti sporeinosti' kte16 si pieje ziskat reqistraci. vivoj6ii obvykre piedkr6dajii6dosti oregistraci pote, co maji k dispozici vlechny rerevantni irdaje, a po piedroienii6dostr neiredule
hodnoceni, kter6 mtZe trvat aZ 210 dni.

Jednim z n6stroj0, kte16 EMA pou:ivi k urychleni hodnoceni vakcin covrD-i.9, je ,,roIing review".Diky prub6:n6mu piezkumu mohou vyvojii i i piedkr5dat idaje ze studii, jakmire ysou k dispozici, cc,.jagentuie EN4A umozriuje zarrii j it hodnoceni ldajriir v diivdjiif izi a cliive, nez vyivojbi piedrozi
torm6lni Z;1dost. Vllsledkem je rychlejii piezkoum6ni (dajir, anii by se zmdnila robustnost
hodnoceni.

Po dokondeni hodnoceni rn6 EMA moinost doporUalt podmin6nou registract (CN.4A). Zadatelim
miie bit ud6leno povoleni CNy'A pro takov6 l6tiv6 piipravky na z6kladi mene komplexnich
klinickfch (da,0' neije b6lnd poiadovdno, pokud piinos okamiite dostrpnosti reaiveho piipravk!piev62i nad rizikem spojenyim s tim,:ejsouje!t6 poiadov6ny dal6i irdaje. CMAje rovndi uriena
pro pripady mimoi6dn6 situace v obrasti veiejneho zdravi fiapi. pandemie). u tdchto r6eivich
piipravk0 mohou bit akceptov6ny im6n6 komplexni farmaceutick6 a neklinick6 ridaje. p16vnirr
26kladem je il 14 odst. 7 naiizeni (ES) t.726/2004. Ustanoveni pro uddreni podmindn6 registrace 

'
jsou d6le rozpracov6na v naiizeni (ES) a. 507/2006.

Agentura EMA se domniv6,  ie  CMAje vhodnlm regula in im mechanismem pro pouzi t i  v  soutasn6
pandemicke nouzov6 situaci, aby byl viem obianirrn EU umoindn pfistup k vakcind a aby byly
podpoieny hromadn6 oikovaci kampan6. Cl\,4A poskytuje kontroiovani a robustni 16mei pio
urychlene schvalovitni, kteri stii le obsahuje viochny obvykle z6ruky a kontroly, vietn6 moznosti
zajistit, aby po schv6reni por<raiovary odpovidajici studre. Jedn6 se o typ schv5reni pro r6dive

h t l ps  /Mdeeo  . om, l r d r (a  ^ l



pripravky, kter6 ieii neuspokojen6 medicrnsk6 potreby, a zejm6ria ty, ktere maji b17t pouiity vmimoi5dnich situacich,v reakci na ohroieni veiejneho zaravi, lako 1e COVID_19. Casove lhirty jsou
,, \1\"u6. 

aby umornity dfrkladne posouzenidostupnicf, UOajO i. ife. clospet k v6deck6mu/ stanovisku, zda je va kcina bezpein 6, rj i inn6 a kva l l in i, a.je iedy vhou na k oakov6 n i l id i.

Vice informaci o v11voii, hodnoceni, schvalov6ni a monitorov5ni varcrn proti covlD-1g naleznetezde: https;//www,ema,europa.eu/enlhuman_fegulatory/overview/public_health_
threats/coronavirus-disease-covid-19/treutmer,ts-uaciinerTuaccjnes-covid-1g/covid-1g 

vaccines-development-evaluation_appf oval-mon jtoring.

K vaiim bodom f a k (o schvalovacim procesu a odpov6dnosti v ramci tohoto procesu)je tiebarovn6: poznamenat' 2e vakciny schvaluje Evropsk6 komise na z6ktacto vocteckeno stanoviska adoporuieni Viboru pro hum6nni l6iiva piipfavky (CH[,4p) ug"ni"iy ,rA, a to postupem, doktefdho jsou zapojeny i lenske srary.

2.-lnformace o obsahu zp16v (nei5douci i i jnky _ EpAR,
riainnost - EPAR, klinicke zpriivy (va!e Uoay O, c, a, e, g,

Jak bylo vysvdtleno vlie, EMAje odpovddn6 za vddeck6 hodnoceni i6dosti o centralizovanouregistraci v Evropsk6 unii. Vibor CHMp hodnoti reqistraci

- 3.6 2021

klinick6 zpr6vy, RMp, mechanismus r.it inku,
h , i a h ) .

hltpsi//www.deepl.corVlronstator
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Jak.bylo vyw6tleno v17ie, EMAje odpov6dnj za v6deck6 hodnoceni :6dostr o centralizovanou
regrstraci v Evropsk6 unii. V11bor CH M p,.hod noti 26d ostj o registraci piedloierre centralizovanyTm
q".:tyq:., pii iem2 k aspektom plA.nu i izeni rizik piispiv6 Faimakovigilaninivl/bor pro posuzov6ni
rizik l6iiv (PRAC) (a Vibor pro moderniterapie (CAT) v piipact6 l6iivich piip ravkO pro moderni
:",1:!l l); 

OoOorud""' viboru CHMp tvoiiz5kiad rozhodnuti Evropsk6 komise o registraci l6iiv6hopnpravKLl

Moin6 vite,2e EMAjejiZ iadu let prirkopnikem v poskytov6ni nebivale urovnd transparentnosti,pokud jde o hodnoceni r6iivlch piipravkfl. V souvisrosti s piipravkem LOVID-19 naie opatreni vobrasti transparentnostijeitd zvyiu.ieme. zvere-jnirijsme informace o prrpravku s podrobnostmi opodmink6ch pouZiti ityf schv6lenllch vakcin COVID-19 piecl ud6lenim form6lni registrace a takep16n iizeni rizik (RNtP).

V teto souvislosti upozorriujeme, )e v Evropske unri nrus spoiecnosti piedloiit agentuie RMp vdobd pod5ni i6dosti o registraci. RMp obsahuje informace o bezpeinostntm proiilu l6iiv6hopiipravku, napi.jak!m zptrsobem se budq piedchdzetjeho rizik0m u pacrent0 neboJakim
zprisobem budou tato rizika minimarizov6na, p15ny studii a dariich iinnosti k zisk6ni ciarsrchpoznatki o bezpeinosti a rii innosti reiiv6ho piipravku. od iadateru o regrstraci vakcin covrD-19se vyzaduje, aby zohlednili zvl6!tni opatieni pro siedov6ni bezpeinosti vakcin covrD_19 tim, ieuv€dou 0vahy a poiadavky pro n6kolik oddiri RMp. soubor regulainich dokument&, vcetnd
intormaci o piipravku a RMp, nareznete na hravni str6nce kaidJvakciny covrD,19 na n6sredujicimodkazu: https://www.erra.europa.eu/enlhuman-regulatory/overviewTpublic-health,
th reats/coronavirus-d isease- covid - 19ltreatm ents-vaccines/vaccin es-covid - 19/covid-19-vaccines
authorised#authorised,covid 19-vaccines-section.

Krom6 toho EMA vyvinula ve6ker6 risil i, aby urychlila zveiqin6ni irplnd zprdvy o hodnoceni evropski,veiejnosti (EPAR) pro ka:dou vakcinu do 3 dnLi od jejiho ,.hu6r.ni europrkou komisi (EK).

Zpriiva EPAR poskytuje veiejnosti informace o lelrvern pi pr dvku, vtetne toho, Jak byl hodnocen
agenturou EMA. odrSziv6decke z5v6ry piisruln6ho viboru EN4A na konci procesu hodnoceni aposkytu.ie podklady pro stanovisko viboru, zda i6dost schv6lit, dl nikoli. Agentura EMA m6 secJmv6decklich v!borri a iadu pracovnich skupin a souvisejicich sk.pi., ktere provirddji v6deckou p16ci
ag€ntury. Hodnoceni v!borfrjsou z6kladem pro registraci letivyich pfipravkn v Evrop6. Dalii
informace o viborech ENrA, jejich fungov6ni a irenech nareznete na tomlo ocfl<azu:
https://www.ema.europa.eulenlcommittees/lrow-committees,work.

K Valemu bodu g tj 'kajicirnu se z6kladu, na n6mi val<cirry proti Covidu_19 tunguji, niie naleznete
EPAR pro vakciny proti covidu-19 povolen6 < pouiitiv Eviop6, kde naleznete konkretni infofmace
o kvalitd (napij. mechanismus Liiinku, vlirobrri proces), bezpeinosti (napi. neZirdouci ritinky) a
iainnosti (napi. visledky klinickych studii),jak po2adujete ve svem dopise.

- Cominarty EPAR: httpsi//www.e m a.eu ropa.eu/cnldocu ments/assess m ent^repo rtlcom irnaty-epa rpublic-assessment-report-en.pdf
- EPAR vakciny COVID 19 Moderna: https://www.erna.europa.eu/en/documents/assessment_
report/covid -19 -vaccine- rrod erna -e pa r_ p u bllc_assess me n t_ re port en.Dclt.
- Vaxzevria (diive COVID-19 Vaccine AstraZeneca) EpAR.
https;//www.ema.europa.eu/en/documents/assessment-repoft/vaxzevria,prevtously-covid-19_
vaccine-astrazeneca-epar public-assessment_ieport en.pdf.
- COVID-19 Vaccine janssen EpAR: https://www. en ra europa.eLi/en/clocuments/assessment_

https://ww.deept.com/transtator
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report/covid-19-vaccine_janssen,epar_public assessment-report,en.pdt

/ EMA se nezabivd prodejem;J::l"T 
","i 

vyrobou (vase body b a c),adnich tedivlich piipravk0,
, vietnd vakcin Covid-19. V ni2e uveclenem piehledu (s nazvem ,Od taboratoie k pacientovi,)naleznete uceleni piehled vieclr fjzi od pote,"tnif,o u1f.f.rru leaiv6ho pfipravku aZ po jehozpiistupndni pacient0., 

"r"^.:: l:Tlli! 
rva poapor-ulu uiuJr't",,uy.r, piipravktr, posuzurje jeJ.ichprtnosy a rizika a monjtorulc JeJrcn oezpecnos.:

https;//www.ema.europa.eulen/documents/other/laboratory-patient_journey_centrally_authorisecl
medicine-en.pdf.

DSle upozoriujeme, :e neexistuie ;dclnb 26ruka proti neZ6doucim Udink&m vakciny (v6i bod j).

:.1lX1lflil. 
EpAR, tteni poslytuie piehred vla*rer-r" i.J"".*i ,e]m6na po,er piino,0 a

Agentura rovnd: zveiejriuje klinicke r-rdaye,piedlo2ene pr0mystem na podporu 2adosti o registracihum6nnich l6iivyich piipravkO v 16m cr. centra rizova n6 ho postupu. Agentufa EMA v soudasn6 clobdzveiejriuje klinick6 0daje pro t6iive piiprivky coVID 19 i ri;;;; ce "o"nein ove;iich zveiejn6nlchklinicklch ddajich naleznete na t61o internetove stf5nce:
https://clinicaldata.ema.europa.eu/web/cclp.
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