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Jak to celé vzniklo

, podzim 2022 - Strategic review and learning meeting — joint PRAC-CMDh
= poradatel SUKL v ramci CZ pfedsednictvi v Radé EU

%, sdileni praxe zverejriovani zavéru bezpecnostnich prehodnoceni (referaly,

signaly, PSUSA, ale i bezpecCnostni zmény Il. typu, atd.) na urovni jednotlivych
clenskych statu a EMA

%, zavéry bezpecnostnich prehodnoceni jsou ruzné rozesety v ramci EU regulacni
sité — weboveé stranky EMA, CMDh, jednotlivé narodni agentury

—

 iniciativu prevzala pracovni skupina pfi CMDh (SOS WS)
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% Podzim 2023 - k usnadnéni zakladni povinnosti drzitell udrzovat aktualni
informace o pripravku v souladu se soucasnymi védeckymi poznatky vytvorila
pracovni skupina pri SOS WG prehled vsech odkazu, na kterych jsou zavéry
evropskych prehodnoceni vztahujicich se zejména k bezpecnosti zverejnovany
a které musi drzitelé pravidelné sledovat

%, Stranky CMDh — v navigacnim menu pod kategorii ,,Product information”

= https://www.hma.eu/human-medicines/cmdh/product-information.html
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Pharmacovigilance
procedures outcome

Referral Art. 30 and
31 (non-
pharmacovigilance)

CMDh
Recommendations

PRODUCT INFORMATION

The marketing authorisation holder (MAH) is responsible to keep its product

LA,

information updated in line with current scientific knowledge or recommendations.

and recommendations

On this website you will find links where to find recommendations and outcome
resulting in amendment of the product information.

Pharmacovigilance procedures outcome

Referral Art. 30 and 31 (non-pharmacovigilance)
CMDh Recommendations

Core SmPC/PL

Paediatric work sharing procedures

MRI Product Index
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Changes to product information following the outcome of
PSUSA procedures (PSUR single assessment) can be found
on:

« for centrally authorised products (CAPs) - a Decision will
be published per product for the CAPs and the Decisions are
identified by the word PSUSA in the procedure number. The
European Commission’s website.

» for mix of centrally authorised products and nationally
authorised products (NAPs, including MRP/DCP products) -
PSUSAs are listed under both "Procedures for centrally
authorised medicinal products” and "Procedures for
nationally authorised medicinal products”. A Decision will
be published per product for the CAPs; a single Commission
Decision will be published per active substance for the NAPs.
The Decisions are identified by the word PSUSA in the
procedure number.

« for NAPs only (including MRP/DCP products) for which
there is no CMDh consensus - PSUSA are listed under
“Procedures for nationally authorised medicinal

products”.

« for NAPs only (including MRP/DCP products) for which
there is consensus within the CMDh - EMA website.
Published results from PSUSA NAP (MRP + NP) can be
searched by substance name and category or procedure
number on the EMA's website as follows: Categories - Human
Medicine - Periodic safety update report single assessments.
EMA publishes the lists of nationally authorised medicines
involved in PSR single assessments for active
substances contained only in nationally
authorised medicines, together with the outcomes of
assessments that lead to a variation of marketing
authorisations EMA Website.
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DEKUJEME ZA POZORNOST

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

tel.: +420 272 185 111

e-mail: posta@sukl.cz

www.sukl.cz
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