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Americky urad pro potraviny a léCiva (FDA) schvalil vakcinu proti
nestovicim spolecnosti Emergent BioSolutions pro lidi se zvySenym
rizikem opiCich nestovic, piSe Reuters .

Jiz dfive byla schvalena bavorska severska vakcina proti opiCim
nestovicim.

Vakcina Emergent BioSolutions, nazvana ACAM2000, byla
nashromazdéna viadami. Obé vakciny obsahuji virus, ktery je
pfibuzny virlm zpusobujicim pravé nestovice a opici nestovice.

Minuly mésic WHO vyhlasila vypuknuti opi€ich neStovic neboli
MPOX za mezinarodni stav nouze.

Pribalovy letak ACAM2000 uvadi na strané 9, Ze vakcina muize
zpusobit smrt. To plati i pro umrti mezi neoCkovanymi lidmi, ktefi byli
v kontaktu s oCkovanymi lidmi.

Kromé toho muze vakcina zpusobit myokarditidu a/nebo
perikarditidu, ischemickou chorobu srdecni a encefalitidu.

Upozornéni pro tuto vakcinu je:

,Lidé oc¢kovani touto vakcinou by méli byt v karanténé po dobu
4 tydnt po injekci. Béhem této karantény nesméji manipulovat s
miminky, nesmi se nachazet v blizkosti tehotnych zen, neplavat
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ani se koupat ve vifivce, nepouzivat verejné toalety, nesdilet
lGzko ani oble¢eni s neockovanou osobou a nesméji mit blizky
kontakt s neockovanou osobou. mit ¢lovéka“.

Varovani také uvadi, ze vakcina proti neStovicim ACAM2000 ,muze
zpusobit Sifeni nesStovic”.

Ale nejhorsi je... Na samém konci oCkovaciho letaku je napsano:
,Kontakt mezi neo¢kovanymi lidmi a o¢kovanymi lidmi muze
vést ke smrti‘.

5 WARNINGS AND PRECAUTIONS

51  Serious Complications

Serious complications that may follow either primary or revaccination with ACAM2000 include: myocarditis

and/or pericarditis, encephalitis, encephalomyelitis, encephalopathy, progressive vaccinia (vaccinia necrosum),

generalized vaccinia, severe vaccinial skin infections, erythema multiforme major (including Stevens-Johnson
syndrome), eczema vaccinatum, accidental eye infection (ocular vaccinia) which can cause ocular
complications including keratitis and corneal scarring that may lead to blindness, and fetal death in pregnant

women. These complications may rarely lead to severe disability, permanent neurclogical sequalae and death.

Based on ACAM2000 clinical trials, symptoms of suspected myocarditis or pericarditis (such as chest pain,
raised troponin/cardiac enzymes, or ECG abnormalities) occurred in 5.7 per 1000 primary vaccinations. This
finding includes cases of acute symptomatic or asymptomatic myocarditis or pericarditis or both. Historically,
death following vaccination with live vaccinia virus is a rare event; approximately 1 death per million primary
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Death is most often the result of sudden cardiac death, post-vaccinial encephalitis, progressive vaccinia, or
eczema vaccinatum. Death has also been reported in unvaccinated contacts accidentally infected by
individuals who have been vaccinated.

Incidence of Serious Complications in 1968 U.S. Surveillance Studies

Estimates of the risks of occurrence of serious complications after primary vaccination and revaccination,
based on safety surveillance studies conducted when live vaccinia virus smallpox vaccine (i.e., New York City
Board of Health strain, Dryvax) was routinely recommended, are as follows:
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