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Periodicky aktualizovana zprava o bezpecnosti (PSUR)

farmakovigilancni dokument

)

Ucelem je zhodnoceni poméru prinosu arizik |éCivého pripravku

)

predkladan drzitelem rozhodnuti o registraci (MAH) v presné stanovenych
terminech po registraci |éCivého pripravku

)

diraz je kladen na nové ziskané informace od posledniho data uzavieni sbéru
Udaju (data lock point/DLP) — vzdy hodnoceny v kontextu kumulativné
dostupnych dat a s ohledem na pomeér prinosu a rizik daného Iécivého pripravku
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PSUR

Periodicky aktualizovana zprava o bezpecnosti (PSUR)

", Format a obsah PSUR je jasné definovan a blize specifikovan

* Provadécim narizenim Komise ¢. 520/2012 (kapitola VII)

* Pokynem ke spravné farmakovigilancni praxi - GVP Module VII — Periodic safety
update report

e |CH guideline E2C (R2) on periodic benefit-risk evaluation report (PBRER)
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02012R0520-20260212
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02012R0520-20260212
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report_en.pdf
https://www.ema.europa.eu/en/ich-e2c-r2-periodic-benefit-risk-evaluation-report-scientific-guideline
https://www.ema.europa.eu/en/ich-e2c-r2-periodic-benefit-risk-evaluation-report-scientific-guideline
https://www.ema.europa.eu/en/ich-e2c-r2-periodic-benefit-risk-evaluation-report-scientific-guideline
https://www.ema.europa.eu/en/ich-e2c-r2-periodic-benefit-risk-evaluation-report-scientific-guideline
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PSUR

Format a obsah PSUR

%, drzitel rozhodnuti o registraci pripravuje jeden PSUR pro vSechny své léCivé

pripravky obsahujici stejnou léCivou latku (vyjimkou mohou byt rozdilné formy
a indikace - zohlednéno v EURD listu)

%, predpokladem kvalitniho hodnoceni PSUR jsou kvalitné predlozena data

e Explanatory Note to GVP Module VII
* Periodic safety update reports: questions and answers

» (Prezentace z Periodic Safety Update Report Information Day — Rijen 2016)
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https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report-explanatory_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-vii-periodic-safety-update-report-explanatory_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/events/periodic-safety-update-report-information-day
https://www.ema.europa.eu/en/events/periodic-safety-update-report-information-day
https://www.ema.europa.eu/en/events/periodic-safety-update-report-information-day
https://www.ema.europa.eu/en/events/periodic-safety-update-report-information-day
https://www.ema.europa.eu/en/events/periodic-safety-update-report-information-day

r
' @ S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUR

Kvalitni PSUR - ANO

v jasné definovana reference safety information/RSI (CCDS/CCSI, SmPC),
verzovana/datovana, predlozena v AJ

v' popsany vsechny zmény provedené v RSI a dany do souvislosti s aktualné
schvalenymi texty SmPC/PIL

v’ pripadna potfeba aktualizovat texty SmPC/PIL nebo provést jinou regulaéni akci
je jasné popsana, v€. uvedeni oduvodnéni

v' detailné vysvétlena bezpeénostni opatfeni provedend v pribéhu hodnoceného
obdobi

v Post-marketingova expozice - uvedena v souladu s popsanou metodikou (WHO
DDD), pripadné diskrepance vysvétleny, zména ve vypoctu oproti minulym
PSUR jasné popsana
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Kvalitni PSUR - ANO

v' prehled FV signalt uveden v souhrnné tabulce

v" soucdsti PSUR mUze byt detailni zprava k vyhodnoceni FV signalu uzavieného
béhem sledovaného obdobi

v" hodnoceni signalll zalozeno na strukturované analyze kauzality — (hodnoceni
TTO, de-/rechallenge) a vyhodnoceni informaci z rdznych zdroji — ICSRs, CTs,
PASS, vedecka literatura, FV textbooks)

rozhodnuti pro uzavreni signdlu je jasné a detailné zdivodnéno

AN

obsazen prehled bezpecnostnich rizik - tzv. safety concerns pro danou ucinnou
latku

v ddraz kladen na identifikaci novych rizik, zménu zndmych rizik nebo ovlivnéni B/R
pomeru
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PSUR

Kvalitni PSUR - NE

X

komunikace nové zavazné bezpecnosti informace, ktera ma mozny dopad
na verejné zdravi (Emerging safety issues, farmakovigilance@sukl.gov.cz)

predlozeni vysledkl klinickych nebo bezpeénostnich studii (findlni, interim
reports) — tyto informace maji byt uvedeny pouze struc¢né, napr. formou synopse

harmonizace informaci o pripravcich nebo harmonizace SCs

doporuceni k Upravé textd SmPC/PIL, ktera nevychazeji z informaci hodnocenych
v PSUR

zmeny RMP - v navaznosti na informace hodnocené v PSUR je umoznéna pouze u
centralizované registrovanych lécivych pripravkt (CAPs)
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https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency
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Kvalitni PSUR - NE

vyzadovana ndprava v inspekci u drzitele
dalSim PSUR rozhodnuti o registraci
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EURD list
%, List of EU reference dates and frequency of submission of PSURs - EURD list

)

,,2ivy dokument™’, pravidelné 1x mésicne aktualizovany v navaznosti
na rozhodnuti CHMP a CMDh po konzultaci s PRAC (zmény barevné vyznaceny)

)

veskeré zmény EURD listu se stavaji pravné zavaznymi za 6 mésicu po jejich
zverejnéni

)

latky a jejich kombinace jsou uvedeny v abecednim poradi

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Fother%2Flist-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx&wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Fother%2Flist-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx&wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Fother%2Flist-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx&wdOrigin=BROWSELINK
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EURD list

EURD list - obsah

)

)

~

EU reference dates
frekvence predkladani PSUR
prislusnd DLP (datum uzavieni sbéru udajl/data lock points)

datum predlozeni PSUR

* PSUR pokryvajici interval £ 1 rok — predlozeni do 70 kalendarnich dni od DLP

* PSUR pokryvajici interval > 1 rok — predlozeni do 90 kalendarnich dni od DLP

* Ad hoc PSUR — predlozeni do 90 dni od DLP, pokud neni ve vyzvé uvedeno jinak

povinnost predkladani PSUR pro LP registrované dle ¢lank( 10(1), 10a, 14, 16a Smérnice
2001/83/EC

(generické LP, LP registrované na zakladé dobre zavedeného pouziti ve Spolecenstvi — tzv. literarni registrace,
homeopatické LP a tradic¢ni rostlinné LP)

Cislo procedury PSUSA a LMS pro PSUSA (pro blizici se PSUSA)

Introductory cover note to the List of European Union....

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf
https://www.ema.europa.eu/documents/other/introductory-cover-note-list-european-union-reference-dates-frequency-submission-periodic-safety_en.pdf

r
PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI
® EURD list

List of Union reference dates and frequency of submission of periodic safety update reports (PSURs)

Related Information:
dates and frequency of submission of PSUR including requirements hetps:// documents/sther/introductory-covar-nat=l: 5 ence-dates fraquency-submission-periodic-safety_en.pdf
Requents for amandments of the £U refarence dates ot i S e Toriiy P np ke T renc eticton- e , B S pean-umg
Timetables published on EMA website following the o
Single Assessment Reports of PSURs are shared among all Marketit

LT L it U 8L U U SO L P s U s

olders involved in the concemed procedure.
Next Submission

Next DLP ==

Submission date (For active

(According to the  Are PSURs required for
. timelines defined in  products referred to in 8
(Accordingto  substances or GUPModule VIL, _  Articles 10(1), 10a, _ Publication Date (in Procedure number of the PSUR single Procedure number of the PSUR  PRAC tative of the _(Le2d) Member C‘""’"" "“‘“
the timelineg combination of accordance Articl t State of the PSI.
defined in GV™  active substance! SR = (e 162 of Directive 107¢(7) of Directive 2 o = Ee a single “ﬁ( Wﬁdlﬂ(
‘ bstances or 2001/83/EC 2 (owP) procedure. (Next DLP) procedure " 4 !
Module VII, with a PSUR cumsl:nanun of active p 2 2001/83/EC as amended) procedure (Cap) (NAP)
Section A) frequency of less EhEETeE A Yes/No
than one year)
PSUR frequency of
less than one year)

consultation
phases

calcium chloride / histidine / magnesium chloride / Lead MS and PRAC Rapporteur
2 mannitol / potassium chloride / sodium chlaride / 24/11/1989 6 years 31/01/2030 01/05/2030 No 28/06/2023 name added on 18/10/2023 PSUSA/00000002/203001 Jean-Michel Dogné Belgium NAP
tryptophan / oxogluric acid

PSUR frequency amended and

4 131i-6-iodo-norcholesteral 21/06/1990 9 years 31/01/2029 01/05/2029 No 28/08/2024 DLP updated on 28/08/2024 PSUSA/00000004/202901 NAP
oxy-2-(6-[18f] fluoropyridin-3-amido) butanamido] New entry added on
5 butanamida]lmethyl]phenyl]-3-[(naphthalen-2-YL) 09/12/2021 3 years 08/12/2027 07/03/2028 No 28/06/2023 28/06/2023 PSUSA/00000005/202712 nat yet assigned none NAP

methyl]-1,4,12-trioxo-2,5,11,13-tetraazahexadeca

DLP amended on 20/09/2023
6 12C-urea, *4C-urea 14/08/1397 5years 15/01/2028 14/04/2028 No 20/09/2023 PSUSA/0D000006/202501 Jan Neuhauser Austria CAp NAP

DLP was amended on
7 5 fluorouracil (Iv use) 16/12/1977 3years 16/12/2026 16/03/2027 Yes 25/09/2024 25/00/2024 PSUSA/00000007/202612 Dennis Lex. Germany NAP

DLP and PSUR frequency were
8 5 fluorouracil / salicylic acid 25/05/1%94 Syears 25/05/2026 23/08/2026 No 17/02/2022 updated on 02/02/2022 PSUSA/00000008/202605 Jana Pecherova Slovakia NAP

DLP was amended on
9 S-aminolevulinic acid (glioma) 07/09/2007 3years 07/03/2027 05/06/2027 No 20/11/2024 20/11/2024 PSUSA/00000009/202703 Carla Torre Portugal cap

Information included in column
10 abacavir 29/06/1398 3years 31/12/2025 31/03/2026 No 25/06/2025 “Are PSURs required for PSUSA/00000010/202512 Zoubida Amimour France cap NAP
products referred to in Articles
Reference to NAP removed on
11 abacavir / lamivudine 14/11/2003 3 years 31/12/2025 31/03/2026 Ne 04/02/2026 04/02/2026 PSUSA/00000011/202512 Zoubida Amimour France cap

DLP amended on 20/09/2023
13 abatacept 22/12/2005 3 years 22/12/2025 22/03/2026 No 20/09/2023 PSUSA/00000013/202512 Kimmo Jaakkola Finland CAp

PSUR frequency amended and
15 abiraterone 28/04/2011 5years 28/04/2029 27/07/2029 No 05/02/2025 DLP updated on 05/02/2025 PSUSA/00000015/202904 Maria del Pilar Rayon Spain cap NAP

DLP was updated on
16 acamprosate 24/07/19687 8 years 01/07/2030 29/09/2030 No 01/03/2023 01/03/2023 PSUSA/0D000016/203007 Rhea Fitzgerald Ireland NAP

DLP was amended on
17 acarbose 31/03/1990 5years 31/03/2028 29/06/2028 No 20/12/2023 20/12/2023 PSUSA/0D000017/202503 Maria del Pilar Rayon Spain NAP

PRAC Rapporteur name was
18 |acebutolol 16/12/1574 8 years 16/12/2030 16/03/2031 No 15/01/2025 amended on 18/10/2023 PSUSA/00000018/203012 Eva lirsova Czech Republic NP

PSUR frequency amended and
22 aceclofenac 19/03/1930 5years 31/03/2028 29/06/2028 No 20/12/2023 DLP updated on 20/12/2023 PSUSA/00000022/202803 Melinda Palfi Hungary NAP

DLP was amended on

sirolimus (indicated for treatment of angiofibroma
f: / b 25/06/2025
25 associated with tuberous sclerosis complex) 15/05/2023 1 year 14/11/2025 23/01/2026 14/11/2026 23/01/2027 No 25/06/2025 /06 PSUSA/00000025/202511 PSUSA/00000025/202611 Mari Tharn Sweden CAp NAP
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EURD list

List of Union reference dates and frequency of submission of periodic safety update reports (PSURs)

Related Information:

dates and fraquaney of submission of PSURs including requiramants  hitps/ /v ama.curcps.cudoc ctory-c - ance-dates-frequency-cubmission-periodic-zafaty_an.odf
et o e A AT e A b AT A A b AT

Requests for amendments of the EU reference dates list

Timetables publishad on EMA websita fallawing the e e

Single Assessment Reports of PSURs are shared among all Markzhng ion Helders involved in the concerned procedure.

Next Submission
date

Next 3
. According to the  Are PSURs required for
Submission date For active .( 2 :
PSUR {Accon g i el 100, 10a,_Pubicaton Dotz (in Procedure number of the PSUR single. Procedure number of the PSUR PRAC fotive of the _(163d) Member  Centrally  Nationally
| Active 5=s@ances and combinations nfadrﬁ Not Available* i - Submissiorll e M the timeli combination of Section A - For actfll 162 of D . ! accordance with Artic\e' -] t ng! [~ State of the PSL' onsp uﬂnrusi
substances EU?RD ::: arnilded . defined in GV™ active substance! & slzsstanceug ZE . ZMIIEBIEC 107¢(7) of Directive m” single product(S)® product{s)
e "the Freguency Module VI, wihapsiR Sbsancesar . ?" 2001/83/EC as amended) procedure procedure (cAP) (NAP)
consul%ah'on Section A) ﬁfﬁ::r;;’; OZLESS substances with a Yes/No
phases Y PSUR frequency of
less than ene year)

DLP was updated on
alprostadil (erectile dysfunction) 23/07/1981 3y/01/2026 01/05/2026 20/10/2021 20/10/2021 PSUSA/00000110/202601 Eva lirsova Czech Republic

alprostadil (indicated in peripheral arterial occlusive PSUR frequency amended and
dizeases) perp 28/11/1984 1/07/2030 28/10/2030 05/04/2023 DLP updated on 05/04/2023 PSUSA/00000111/203007 Eva lirsova Czech Republic

DLP was amended on
alprostadil (patency of the ductus arteriosus) 23/07/1981 22/07/2027 20/10/2027 02/04/2025 02/04/2025 PSUSA/00010021/202707 Sonja Hrabcik Austria

Next Submission
date

Next DLP 3
. (According to the  Are PSURS required for
S“bm's'?" date (G e timelines defined in  products referred to in

(According to substances or GVP Module VI, Articles 10(1), 10a, (Lead) Member  Centrally  Nationally

L Procedure number of the PSUR single  Procedure number of the PSUR  PRAC tative of the

PSUR i = -
= q the timelines combination of accordance with Articl - "~
™| Active substances and combinations ofamm Not Available™ 38 Submissior or M L ; P Section A - For act] 163 of Di -] L) -] t B S t B State of the p aumomp auﬂmﬁ:ﬁ
substances defined in GV™  active substance: 107c(7) of Directive T single W product(3}" product(s}
EURD not provided  Frequency : substances or 2001/83/EC as procedure (Next DLF) procedure
L. Module VII, with a PSUR 2001/83/EC as amended) procedure (CAP) (NAP)
during the Section A) i fl combination of active amended?
consultation Bcuan :ﬁ::r;:?;uefss substances with a Yes/No
phases ¥ PSUR frequency of
less than one year)
DLP was updated on
87 amoxicillin 07/03/1972 5 years \ 07/03/2027 05/06/2027 No 16/11/2022 16/11/2022 PSUSA/00000187/202703 Jan Neuhauser Austria NAP
DLP was updated on
amoxicillin / clavulanate 07/03/1972 5 years 17/03/2027 05/06/2027 No 16/11/2022 16/11/2022 PSUSA/00000188/202703 Dennis Lex Germany NAP
PSUR frequency and DLP
amoxicillin / clarithromycin / pantoprazole 23/08/1994 8 years 13/08/2025 01/11/2025 No 28/03/2025 amended on 31/07/2024 PSUSA/00002286/202508 Dennis Lex. Germany NAP
PSUR frequency amended and
amoxicillin / lansoprazole / metronidazole Not available™ 9 vears/ 03/03/2025 01/06/2029 Ne 28/08/2024 DLP updated on 28/08/2024 PSUSA/00009054/202503 NAP
PSUR frequency amended and
9239 W clarithromycin / omeprazole Not available™ BEMS 03/03/2025 01/06/2029 Ne 28/08/2024 DLP updated on 28/08/2024 PSUSA/00009235/202503 NAP
=

\/
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PSUR repository

> centralni ulozisté zrizené EMA, nahrazuje predkladani PSUR jednotlivym
narodnim autoritam

% slouzi k predkladani PSUR a odpovédi drzitell rozhodnuti o registraci

, pilotni verze spusténa v lednu 2015

~ povinnost predkladat PSUR vyluéné prostrednictvim PSUR repository plati od
13.6.2016 (pro Cisté narodné registrované LP od 1.8.2016)

= hodnotici zpravy, pfipominky ¢lenskych statu k hodnoceni, doporuceni PRAC a

rozhodnuti CHMP/CMDh jsou od 1.1.2025 ukladdany v IRIS

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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PSUR repository

PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI
PSUR repository

~ PSUR repository website
—

s User Guidance for MAHs for PSUR Repository

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://esubmission.ema.europa.eu/psur/psur_repository.html
https://esubmission.ema.europa.eu/psur/psur_repository.html
https://esubmission.ema.europa.eu/psur/psur_repository.html
https://esubmission.ema.europa.eu/psur/docs/PSUR%20Repository%20user%20guide%20for%20MAH%20submissions.pdf
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PSUSA

PSUSA - (PSUR Single Assessment) — jednotné hodnoceni PSUR

 hodnoceni zamérené na lécivou latku/kombinaci (single EURD list entry)

%, cilem je komplexni jednotné hodnoceni informaci poskytnutych vSemi MAHSs a
prijeti doporuceni platného pro vsechny LP s danou LL

=, tyka se vzdy jen léCivych latek registrovanych ve vice nez 1 ¢lenském staté EU

= proceduru vede LMS, ktery je jmenovan CMDh/u centralizované registrovanych
LP (CAPs) vede proceduru PRAC Raportér

%, |écivé pripravky registrované pouze v 1 Clenském staté EU — PSUR hodnoti stat,

kde je LP registrovan, PSUSA se na tyto pripady nevztahuje (non-PSUSA modalita
v PSUR repository)

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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S S U KL PERIODICKY ATUALIZOVANE ZPRAVY O BEZPECNST(PSUR) A ENCH HODNOCEN]
PSUSA

%, CMDh SOP on the processing of PSUSA for nationally authorised products
 koordinace PSUSA zajisténa EMA PSUR Service

*, kazda procedura ma svého Procedure Manager a Procedure Assistant
 vterminu DLP EMA kontaktuje vSechny MAHs (QPPV), jejichz produkty jsou

v PSUSA zahrnuty a sdéli

 Cislo procedury
* seznam registrovanych LP s uvedenymi detaily registrace

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_Single_assessment/CMDh_322_2014_Rev02_2016_05_-_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_Single_assessment/CMDh_322_2014_Rev02_2016_05_-_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_Single_assessment/CMDh_322_2014_Rev02_2016_05_-_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_Single_assessment/CMDh_322_2014_Rev02_2016_05_-_clean.pdf

(‘\ i PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI
“ SU KL PSUSA

PSUSA

= je povinnosti MAHs sledovat terminy predkladani PSUR dle EURD listu

)

PSUSA procedura startuje podle uvedeného harmonogramu nezavisle na tom,
zda byly predlozeny vsechny PSUR

)

nezucastnéni MAHs nemaji moznost vysledky hodnoceni ovlivnit, ale musi jeho
zavery prijmout

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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e, SUKL

PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUSA

PSUSA — casovy harmonogram

", pevneé dany

%, 134 dni bez clock-stop (pfipadné nasleduje 67 dni do rozhodnuti EK)

Day
Day O
Day 60
Day 90

Day
105

Day
120

Day
134

Action
Start of the procedure according to the published timetable

PRAC Rapporteur's / Lead Member State preliminary assessment report

MAH and PRAC members' / Lead Member States comments

© STATNIi USTAV PRO KONTROLU LECIV e 17. dubna 2026



e, SUKL

Zmeéna, pozastaveni, zruseni registrace plynouci z PSUSA (NAPs)

PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUSA

PRAC doporuceni)

© STATNi USTAV PRO KONTROLU LECIV @ 17. dubna 2026

implementace

EK

dni (hodnocené LP)

dni (ostatni LP)
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PSUSA

r
' @ S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUSA - implementace zavéru

% vlastni hodnoceni se tyka pouze téch pripravku, které predkladaji PSUR (dle EURD
listu)

ALE
s, zaveéry jsou zavazné i pro pripravky, které PSUR nepredkladaji

= dohoda CMDh/rozhodnuti EK, véetné doporuc¢eného textu uréeného k
implementaci do SmPC/ PIL a obecné inform,ace pro MAHSs tykajici se
implementace jsou zverejnovany na webu SUKL:

Jednotné hodnoceni PSUR (PSUSA) — SUKL

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://sukl.gov.cz/prumysl/leciva/registrace-leciv/evropska-prehodnoceni/jednotne-hodnoceni-psur-psusa/
https://sukl.gov.cz/prumysl/leciva/registrace-leciv/evropska-prehodnoceni/jednotne-hodnoceni-psur-psusa/
https://sukl.gov.cz/prumysl/leciva/registrace-leciv/evropska-prehodnoceni/jednotne-hodnoceni-psur-psusa/

r
. @ S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUSA

PSUSA - implementace zavéru

%~ Doporuceni CMDh v navaznosti na vysledky PSUSA
* potfeba extrapolovat zavéry PSUSA na fixni kombinace/monokomponenty

* potreba prehodnoceni udajl u interagujici LL
* potreba predlozit dodatecna data (WS variation nebo PSUFU — PSUSA follow up)
e potreba predlozit aktualizovany RMP

Heads of Medicines Agencies: CMDh Minutes

© STATNIi USTAV PRO KONTROLU LECIV e 17. dubna 2026

22


https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html

PSUSA

V 4
. ® S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

UVODNI STRANKA > PRUMYSL A ORGANIZACE » LECIVA > REGISTRACELECIY » EVROPSKA PREHODNOCENI > JEDNOTNE HODNOCENI PSUR (PSUSA)

Jednotné hodnoceni PSUR (PSUSA)

Doporuceni CMDh vydana v navaznosti na vysledky PSUSA >
Rozhodnuti EK/Dohoda CMDh k vysledkim PSUSA >
Informace pro drzitele rozhodnuti o registraci tykajici se implementace PSUSA >
Kontakt v

© STATNi USTAV PRO KONTROLU LECIV @ 17. dubna 2026
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PSUSA

v 4
. ® S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

UVODNI STRANKA » PRUMYSL A ORGANIZACE » LECIVA » REGISTRACELECIV > EVROPSKA PREHODNOCENI > JEDNOTNE HODNOCENI PSUR (PSUSA)
» DOPORUCENI GMDH VYDANA V NAVAZNOSTI NA...

Doporuceni CMDh vydana v navaznosti na vysledky PSUSA

Statni ustav pro kontrolu léciv informuje drzitele rozhodnuti o registraci o doporuéenich koordinacéni skupiny CMDh vydanych v navaznosti na
vysledek procedury PSUSA, kterd je tfeba implementovat u lé&ivych pfipravkd obsahujicich hodnocenou lé&ivou latku v dalsi kombinaci nebo
jako monokomponentu.

Aktualizace informaci o pripravku u pfipravki obsahujicich Iééivou latku simvastatin

Upozornéni drziteld rozhodnuti o registraci na nezbytnost aktualizace informaci o pfipravku u 1é&ivych pfipravki
obsahujicich lécivou latku simvastatin v souladu se zpravou ze zasedani koordinacéni...

25. biezna 2026

Aktualizace informaci o pripravku u pfipravki obsahujicich léc¢ivou latku dorzolamid

Upozornéni drziteld rozhodnuti o registraci na nezbytnost aktualizace informaci o pfipravku u 1é&ivych pfipravki
obsahujicich Ié¢ivou latku dorzolamid v souladu se zpravou ze zasedani koordinaéni...

25. bfezna 2026

© STATNi USTAV PRO KONTROLU LECIV @ 17. dubna 2026
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PSUSA

v 4
. ® S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

UVODNI STRANKA > PRUMYSL A ORGANIZAGE » LECIVA > REGISTRAGELECIV > EVROPSKA PREHODNOCENI » JEDNOTNE HODMNOCENI PSUR (PSUSA)
> DOPORUCENI CMDH VYDANA V NAVAZNOSTINA.. > AKTUALIZACE INFORMACI 0 PRIPRAVKU U ..

Aktualizace informaci o pfipravku u pfipravku obsahujicich
leCivou latku simvastatin

Zvefejnéno: 25. 3. 2026 | Sekce registraci

Upozornéni drziteld rozhodnuti o registraci na nezbytnost aktualizace informaci o pfipravku u lé€ivych pfipravki obsahujicich 1é&ivou latku
simvastatin v souladu se zpravou ze zasedani koordinaéni skupiny CMDh konaného ve dnech 9. — 11. prosince 2025.

Implementace pfislusnych informaci u véech lé¢ivych pfipravki obsahujicich l1é€ivou latku simvastatin v kombinacich v navaznosti na vysledek
procedury PSUSA pro simvastatin (CMDh Minutes):
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2025_12_CMDh_Minutes_correct
ion.pdf

Harmonizovany text k implementaci:

Seznam dotcenych LP:
Simvastatin — seznam dotéenych LP

Dilezité:
Termin implementace: 26. 3. 2026

© STATNi USTAV PRO KONTROLU LECIV @ 17. dubna 2026
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e, SUKL

PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI
PSUSA

UVODNI STRANKA > PRUMYSL A ORGANIZACE > LECIVA > REGISTRACELECIV > EVROPSKA PREHODNOCENI » JEDNOTNE HODMOCENIPSUR (PSUSA)
» ROZHODNUTI EK/DOHODA CMDH K VVSLEDKUM PSUSA _..

Rozhodnuti EK/Dohoda CMDh k vysledkim PSUSA - 2026

Zvefejnéno: 27. 1. 2026 | Aktualizovano: 25. 3. 2026 | Sekce registraci

Statni dstav pro kontrolu léciv informuje drzitele rozhodnuti o registraci o vydani nového provadéciho rozhodnuti Evropské komise/nové dohody
CMDh k vysledkim jednotného hodnoceni PSUR (PSUSA), jeZ je tfeba ve stanovenych terminech implementovat.

DATUM VYDANI

TERMIN IMPLEMENTACE

LECIVA LATKA (LEKOVA

CISLO PROCEDURY

DOTCENE LEEIVE

ROZHODNUTI EK / DOHODA

FORMA / INDIKACE) PRIPRAVKY CMDH
Dohoda CMDh —
15.3. 2026 14.5. 2026 cefixim PSUSA/00000594/202506 Cefixim LP .
Cefixim
) Dohoda CMDh —
15.3. 2026 14. 5. 2026 joversol PSUSA/00001775/202506 Joversol LP
Joversol
} ) Dohoda CMDh -
15. 3. 2026 14.5. 2026 tamoxifen PSUSA/00002846/202504 Tamoxifen LP .
Tamoxifen
Rozhodnuti EK —
; PP Testosteron (lokalni
10 dni od zvefejnéni L - .
) testosteron (lokalni Testosteron (lokalni pouZiti)
2.2.2026 rozhodnuti EK na PSUSA/00002908/202412

strankach EK

© STATNi USTAV PRO KONTROLU LECIV @ 17. dubna 2026
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PSUFU

r
' @ S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUFU

 Informal Work-Sharing procedure for follow-up for PSUSA for NAPs (PSUSA
Follow-Up)

)

spusténa v pripade, ze existuje pozadavek na doplnujici informace od nékolika
MAHSs po ukonceni PSUSA a nelze ¢ekat do dalsiho PSUR

)

tyka se procedur PSUSA, jejichZ soucasti jsou narodné registrované LP (NAPs)

)

pro centralizované registrované LP (CAPs) je spousténa procedura LEG

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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PSUFU

PSUFU

= informace pro MAHs, vCetné pozadavku na doplnujici informace uvedena v Casti
4.2 PSUSA AR — Issues to be addressed...a v CMDh Minutes

)

CMDh Guidance on the Informal Work-Sharing procedure for follow-up for
PSUSA for NAPs

piedloZeni dokumentace pfimo jednotlivym NCA (ne skrze PSUR repository!, v CR
prostrednictvim CESP)

)

© STATNIi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf

PSUFU

r
' @ S U KL PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUFU

= Cislo procedury stanovuje CMDh
MIS/H/PSUFU/xxxxxxxx/yyyymm
VIS = zkratka Clenského statu, ktery vede proceduru PSUSA

xxxxxxxx (8 Cisel) = Cislo PSUSA, ze které pozadavek na follow-up vysel

yyyymm (6 Cisel) = DLP PSUSA, ze které pozadavek na follow-up vysel

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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PSUFU

, doporuceny ¢asovy harmonogram analogicky harmonogramu LEG procedury
(pAR, komentare ¢lenskych statl, uAR, PRAC Advice, CMDh rozhodnuti)

% zavery PSUFU: na webovych strankach CMDh - v CMDh Minutes, Outcome of
PSUR follow-up procedures (PSUFU + variations) a SUKL (pod doporucenimi
CMDh vydavanymi v navaznosti na vysledky PSUSA)

© STATNi USTAV PRO KONTROLU LECIV e 17. dubna 2026
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https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
http://www.hma.eu/611.html
http://www.hma.eu/611.html
http://www.hma.eu/611.html
http://www.hma.eu/611.html
https://sukl.gov.cz/prumysl/leciva/registrace-leciv/evropska-prehodnoceni/jednotne-hodnoceni-psur-psusa/doporuceni-cmdh-vydana-v-navaznosti-na-vysledky-psusa/?%3Ar1%3A-page=2

e, SUKL

CMDh

Comprdinacion Geoup for Massal Recognition
sl Deveraralised Procedures = Humsan

About HMA

Human Medicines

PERIODICKY AKTUALIZOVANE ZPRAVY O BEZPECNOSTI (PSUR) A JEJICH HODNOCENI

PSUFU

WVeterinary Medicines

¥ou are here:

CMDh

About CMDh
Statistics

Agendas and Minutes
Press Releases
CoOVID-19
Nitrosamine impurities
Procedural Guidance
CMDh-Referrals
Product Information
Advice from CMDh
Templates

CMD Working Parties [
working Groups

Pacdiatric Regulation

- Pharmacovigilance

OUTCOME OF |
VARIATIONS)

Homs > Human Medicines > CMDh > Pharmacovigilance = PSUR = Outcome of PSUR Follow-up procedures

Abciximab
Date of publication: 15/05/2019

Atorvastatin

DE/H/PSUFU/O0010347/201710/A
Date of publication: 18/12/2018

DE/H/PSUFU/00010347/201710/B
Date of publication: 12/03/2019

Bupropion

NL/H/PSUFU/00000461/201812
Date of publication: 06/04/2020

NL/H/ oo WS/ 397
Date of publication: 17/12/2020

© STATNIi USTAV PRO KONTROLU LECIV @ 17. dubna 2026
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e, SUKL

Mate zkusenost se SUKL? DOTAZNIK SPOKOJENOSTI

Podélte se o ni s nami!

Snazime se zlepSovat a rozvijet poskytované sluzby.
Budeme radi za vasi zpétnou vazbu vyplnénim dotazniku.

Predem dékujeme za spolupraci a cas vénovany odpovédim.


https://forms.office.com/r/wsBLCYs3W6

e, SUKL

DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobdrova 49/48, 100 00 Praha 10
tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

datova schranka: gwfai2m
sukl.gov.cz

Mate aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pfistupu ke
viem uUdajim o své elektronické
preskripci, v€etné lékového zaznamu a
nastaveni souhlas(i k nému.

Upozoriujeme, Ze pri aktivaci aplikace
budete vyzvani k ovéreni vasi identity
prostfednictvim identity obc¢ana.

STAHNETE ZDE
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