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Obsah sdéleni

=, Vakciny a séra — co je nového, zmény
= Metody in vivo/in vitro — kapitola 5.2.14

=, Covid a zmeény v Ph. Eur. textech
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Vakciny a séra — co je nového, zmény

=, VV\ymaz: Vakcina proti cholere 0154 a Vakcina proti
cholere lyofilizovana 0155

», Pripravovany text: Aluminium phosphate hydrated
for adsorption 3065 — ve spolupraci se skupinou 9

», Pripravovany text: 20640 Monocyty aktivujici test pro
vakciny s obsahem pyrogennich komponent
(Monocyte activation test for vaccines containing
inherently pyrogenic components)
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Revize textu:

=, Vakcina proti difterii a souvisejici kombinované
vakciny (celkem 17 vakcin) — vypusténi zkousky
specifické neskodnosti — in vitro test na VERO
bunkach — rutinné béhem vyroby

=, Vakciny proti chripce: limit zkousky na celkovou
bilkovinu — nyni Ctyri chfipkové kmeny
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Navrh revize

Vakcina proti poliomyelitidé inaktivovana 0214

Stanoveni ucinnosti inaktivované vakciny proti
poliomyelitidée (in vivo) 2.7.20

Navrh na pouziti in vitro zkousky na stanoveni D-
antigenu a zruseni textu 2.7.20
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Vakciny a séra — souvisejici texty

=, 0153 Vakciny pro humanni pouziti

=, 5.2.14 Nahrada in vivo stanoveni kontroly jakosti
vakcin in vitro metodami

) 2.6.16 Zkouska na cizi agens v humannich virovych
vakcinach

=, 0084 Zvireci séra
=, 0784 Produkty rekombinantni DNA technologie
=, 1063 Alergenové pripravky
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Zmeny?

3R Reduce/Refine/Remove
nahrada in vivo in vitro metodami
Pozadavky
»s Hodnoceni rizik — Risk Assessment
=~ Imunochemické metody

=, Metody genové technologie -
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Metody genové technologie

, Produkty rekombinantni DNA technologie 0784
revidovany text

=, Zkouska na cizi agens v humannich virovych
vakcinach 2.6.16 revidovany text

», High throughput sequencing for the detection of
extraneous agents 2.6.41 novy + pracovni skupina
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Revised OCABR Guideline for Pandemic COVID-19
vaccine (mRNA) now available

www.edgm.eu ,COVID-19“
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EDQM
PRODUCT SPECIFIC GUIDELINES:

=, Pandemic COVID-19 Vaccine (Non-Replicating Adenovirus-Vectored
Vaccine), Pandemic COVID-19 Vaccine (mRNA
Vaccine) and Pandemic COVID-19 Vaccine (Recombinant Spike
protein) guidelines are available in the full version and include an
update with the model protocol for manufacturers. A

Q

New Pandemic COVID-19 Vaccine, Inactivated guideline containing
section 2 only is also available. It was prepared based on knowledge
available at the time of drafting. It will be updated accordingly
including addition of a model protocol for the manufacturer’s data
submission, in line with the relevant approved marketing
authorisations when available.
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https://www.edqm.eu/documents/52006/52042/guideline-for-pandemic-covid-19-vaccine-non-replicating-adenovirus-vectored-vaccine.doc/29ce0942-c2ce-be03-96bd-3ade0022659d?t=1629117644786
https://www.edqm.eu/documents/52006/52042/guideline-for-pandemic-covid-19-vaccine-mrna.doc/2c5dbe5c-1003-6949-eab9-5fc562062d88?t=1629117636959
https://www.edqm.eu/documents/52006/277490/Pandemic+COVID-19+Vaccine+%28Recombinant+Spike+protein%29.doc/9d55aa1a-dd26-b8a5-6f41-3a941d7cde59?t=1646815516525
https://www.edqm.eu/documents/52006/293235/COVID-19_inactivated_Section2_040522.doc/545c4db6-1136-3b77-d094-94091753dac8?t=1651653673301
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Ph. Eur.

EUROPEAN
PHARMACOPOEIA

Free access to supportive pharmacopoeial texts in
the field of vaccines for human use
during the caranavirus disease (COVID-19)
pandemic

Updated package - October 2020
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Ph. Eur. — skupina experta 15
Recombinant viral-vectored vaccines for human use
navrh nového textu

=, Zpracovano na zakladée textu EDQM publikovaného
béhem pandemie COVID-19: Skupina expertu 15 Ph.
Eur., Komise Ph.Eur., odbornici narodnich autorit a
kontrolnich laboratori, akademicti pracovnici a
zastupci vyrobcu. (Evropa/USA/Kanada/Australie)

=, Vakciny na principu: replikujici a nereplikujici
rekombinantni virové vektory
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MRNA vakciny

=, Komplexni text pro soucasné existujici vakciny
=, Ustanovena pracovni skupina mRNA WP

= Ph. Eur. hleda dostatecny pocet expertu
s dostatecnou zkusenosti z vyroby, kontroly
a posuzovani vyrobni a kontrolni dokumentace
a laboratorniho zkouseni béhem vyroby a hotového
|éCivého pripravku
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Vakciny a imunologické pripravky v soucasné dobe:
=, Pozadavek na bezpecnost a vysokou jakost

= Cil — nahrada testu in vivo metodami in vitro

=, RozSifrené portfolio dostupnych test
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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