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PLM eAF pro zmeény

% 4. listopadu 2022: spustén webovy elektronicky formular zadosti pro zmeény
(dalejiz pouze PLM eAF, dfive také pouzivan vyraz ,web based” eAF) pro CAPs

% 0Od 11. unora 2025: [ze PLM eAF pouzivat pro vSechny LP (CAPs, MRP, Cisté narodni LP)

%, Dalsi ¢asovy harmonogram pouzivani PLM eAF (k 5/2025):
e 2. Ctvrtleti 2025: doporucené pouZiti PLM eAF pro vSechny LP (CAPs, MRP, NAR) I
* Q3 a Q4 2025: dlirazné doporuceni pouZiti PLM eAF pro vSechny LP I l

Volitelné pouZiti: K dispozici je interaktivni PDF i webové eAF. Zadatelé si mohou vybrat kterykoli z formati a nejsou vyjédieny 2dné
preference.

Doporucené pouZiti: Doporucuje se pouzZivat web-based eAF. Uchazeci vSak mohou interaktivni soubor PDF pouZivat i v pfipade, Ze jeSté
nejsou pripraveni prizplisobit své interni procesy.

Ddlrazné doporucené pouZiti: Ve vétsiné pripad(l by mélo byt pouZito webové eAF. Interaktivni soubor PDF by se mél pouZivat pouze v
pripadé, Ze pouZiti webového souboru eAF brani specificka omezeni (napf. technické problémy nebo chybéjici funkce).

Povinné pouZiti: Je vyZadovano pouZziti webového formulare eAF. Odeslané soubory pomoci interaktivniho souboru PDF nebudou pfrijaty.
Povinné pouZzivani bude zavedeno az po formalné oznameném prechodném obdobi.
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Human variations eAF — Key steps and milestones (April 2025)

2026 and beyond (TBC)

PMS are sourced from

EMA's internal XEVMPD: eXtended EudraVigilance @ milestone Recurring
\ database and XEVMPD Medicinal Product Dictionary activity E MA

* on the condition that no maior issues are identified

> Go-live of Ur?r-wr ncement
Human variations UAT minus 2 ?"Trgﬁs‘i:t?one
eAF supporting months ready” form
CAPs only > Go-live of optional Recommended use Strongly recommended use of ,bef
use of Human of Human variations Human variations eAF for non- available)
Strongly variations eAF eAF for non-CAPs* CAPs, where applicable*
supporting non-CAPs Confirmation of
recommended pp g (exact date TBD) 2 months transition periOd
use of Human after UAT -
variations eAF for start date
CAPs following @ @ @ -
PMS CAPs release
2 months CTRTE
after o .
- - transition period
O Incremental release of the new UX design confirmation P
6 months Use of the
O Incremental release of new features, including maintenance and ©aﬂ:er Human
optimisation updates and performance improvements transition variations
start web-form only
Exploring structured changes in eAF TBC
Marketing
. Authorisation
BG: To be confrmed, more. ) @Analysis & Applications,
' 210 Irmed, i Acronyms Legend development -
i precise information will be ! of web forms Veterinary
i communicated in due time . i CAPs: Centrally Authorised Products © Dev activities for variations,
| Note: CAPs and MAPs datain | NAPs: Nationally Authorised Products Key Human variations eAF Renewals

14. kvétna
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PLM eAF pro zmeény: ,,eAF Integrity Stemp”“

% 0d 6.5.2025 je pro PLM eAF pouzivana funkce ,,eAF Integrity Stemp” (také eAF integrity
warranty)

e Po dokoncéeni zadosti bude PLM eAF uzamcena a presunuta na kartu "Dokonceno" (formuldr Ize v pripadé potreby
otevrit pro dalsi upravy)

e Formular bude uzamdéen digitalnim "podpisem" nazvanym ,,eAF integrity warranty” nebo ,eAF integrity stamp“
* Razitko se objevuje na vSech Zadostech, které jsou ukonceny po 6.5.2025

e Formulare, které nebyly dokonceny (tj. neobsahuji ,eAF integrity stamp“), budou v budoucnu invalidovany — datum
bude upresnéno!

 Zadatelé maji i nadale moZnost vloZit do koneéného formulafe zadosti dalsi digitalni podpis (exportované pdf)

e Po pridani razitka nebude mozné do formulare zahrnout obrazek podpisu nebo podpis Adobe

e ,eAF integrity stamp” se nevyskytuje v pdf eAF (nékdy také nazyvané ,legacy” eAF) Digitally signed by eaf-
sign.ema.europa.eu
Date: 2025-03-19 20:34:49 (UTC)

© STATNI USTAV PRO KONTROLU LECIV e 05/2025 Reason: eAF integrity warranty
Location: EMA - Amsterdam (Europe)
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Nitrosaminy — aktuality

*, Call for review —Step 1, 2 a 3 — terminy uplynuly a ma byt hotovo
 ALE — problematika nitrosaminl nemizi - béznd soucast ,,zZivota“
%, Kde Call for review drzitel dokoncil — nutno sledovat aktualni pokyny

 PlUvodné identifikované riziko nebo plvodni zavér ,,no risk” se mize na zakladé
novych informaci zmeénit - je v odpovédnosti drzitele bezodkladné konat

% Al zverejnované v Appendix 1 — kazdy nové zverejnény Al uveden z duvodu,
ze byl prislusny nitrosamin alespon jednou detekovan - v odpovédnosti drzitele
zahrnout jej do aktualizované analyzy rizik = povinnost predlozit ji plati pro jiz
registrované pripravky i v ramci bézicich procedur

appendix-1-acceptable-intakes-established-n-nitrosamines en.xlsx
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Nitrosaminy — aktuality

= Nejnoveéjsi aktualizace Q/A
e Q10
e upresneni, ze neni mozné zadat o odlisné limity na zakladé cesty podani a to ani
kdyby to bylo podporeno daty
e upresneni, ze negativni in vivo vysledky jsou akceptovany jen u studie
mutagenicity in vivo transgenic rodent assay

* Q22

* zmeény doby pouzitelnosti a podminek skladovani za ucelem dosazeni souladu
s Al v€etné prozatimniho (na zakladé LTL) posuzuje prislusna NCA, ocCekava se,
ze budou zavedeny bez prodleni a v souladu s pokyny pro klasifikaci zmeén, tzn.
bude podana zadost o zménu

e ani v takovém pripadé se ale neocCekava, ze by drzitelé tyto prozatimni limity
zahrnovali do specifikaci prostrednictvim zmén — do specifikace se zahrne Al
dle Appendix 1, az bude dosazitelny (coz by nemélo byt pozdéji nez 3 roky
od prvniho zverejnéni Al v Appendixu 1)
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ASMF WS

% V kvétnu 2024 vydana aktualizace uzivatelské prirucky k ASMF WS
CMDh 308 2013 Rev.4 2024 05 - ASMF Worksharing Procedure User Guide - clean.pdf

%, Zasadni novinka — ve vyjimecénych pripadech mize byt ASMF s nejméné dvouletou
historii v EU zpUsobilé pro zarazeni do ASMF WS.

Dosud bylo mozno ASMF WS vyuzit jen pro ASMF nikde prozatim neregistrované.

~, Podminky:

e Historie hodnoceni min. 2 roky, ASMF zahrnuto ve vice nez jedné procedure, které celkové
zahrnuji minimalné 10 MS a alespon jedna z procedur je DC

e O zpusobilost ASMF k zarazeni do ASMF WS zada drzitel ASMF sekretariat CMDh
s odlivodnénim vcetné prehledu drive predlozenych (a pfijatych) verzi ASMF, souvisejicich
procedur a MS, kde byl ASMF predloZen. Pracovni skupina pro ASMF rozhodne, zda je ASMF
zpusobilé pro zarazeni do ASMF WS.

 MoZné pouze v pripadé, Ze v nadchazejici procedure je nutné Uplné posouzeni ASMF (nova
MAA nebo MAV pro nového vyrobce nebo Uplna aktualizace ASMF).
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Extrapolace zavéru PSUSA

= Po rocnim pilotu bez moznosti extrapolovat zavery PSUSA na kombinace se stejnou |éCivou
|latkou (a nebo obracené) opét tato moznost zavedena

= Pokud se potreba extrapolace objevi vbodé 2 hodnotici zpravy k PSUSA (tedy PRAC vyhodnotil,
Ze je pro ni dostatecna evidence/odborné zdivodnéni), pak CMDh tuto informaci zverejni v CMDh
Minutes, spolu s upozornénim pro MAHYy, aby si vyhodnotili relevanci zavéru pro jejich LP
a predlozili prislusSnou zménu v registraci

» Pokud je zavérem PSUSA nova interakce, CMDh na ni rovnéz upozorni v CMDh Minutes s vyzvou
pro MAHYy interagujici IéCivé latky, aby si ovéfrili, zda je tato interakce relevantni i pro jejich texty
a pripadné predlozili prisluSnou zménu v registraci

%, Od ¢ervence 2024 vy$lo vCMDh Minutes 9 extrapolaci, SUKL informuje pouze, pokud jsou v CR
registrované LP s predmeétnou lécivou latkou:

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=1
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Informace o hovém nastaveni v CMDh Minutes 7/2024

6.6.1.

Section 6 of the PSUSA AR templates / EMA

The PRAC chair informed the CMDh about the PRAC agreement on the future approach after
the pilot on PSUSA ARs without section 6 "Other considerations”. The PRAC agreed that
section 6 would not need to be re-instated and supported the following approach:

When sufficient evidence is submitted in a PSUSA to conclude on the need to extrapolate the
PSUSA outcome from mono-components to FDC or vice versa, a note will be included in
section 2 of the PRAC AR. The information will be shared with the CMDh for NAPs and EMA PL
for CAPs. The CMDh will then publish information in the CMDh minutes for NAPs to enable
NAP MAHs to take action.

If a drug-drug interaction (DDI) is identified in a PSUSA, this will also be highlighted to the
CMDh for NAPs to publish information in the CMDh minutes to prompt MAHs to take the most
appropriate action. However, information on the interacting active substance will not be
included in section 2 of the PSUSA AR as always data for the interacting active substance
would need to be submitted and assessed before a recommendation could be agreed.

The support and views from the SOS WG were taken into account in the final agreed
approach.
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Metformin jako priklad extrapolace zavéru PSUSA: CMDh Minutes

6.2.1.3. Metformin - PSUSA/00002001/202404

The CMDh, having considered the PSUR on the basis of the PRAC recommendation and the
PRAC assessment report, agreed by consensus on the variation of the marketing
authorisations of medicinal products containing metformin.

Metformin is also authorised in fixed dose combination products. The PRAC considers that the
warmning on the risk of aggravation of MELAS (Mitochondrial Encephalopathy with Lactic
Acidosis, and Stroke-like episodes) syndrome and MIDD (Maternal inherited diabetes and
deafness) in patients with known mitochondrial diseases, would also be relevant to be
included in products containing metformin authorised in fixed dose combinations since, based
on the evidence reviewed in this PSUSA, the risk for patients with known mitochondrial
diseases appears to be related to metformin regardless of the dose.
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Metformin jako p¥iklad extrapolace zavéri PSUSA: web SUKL

Aktualizace informaci o pripravku u pfipravku obsahujicich
leéCivou latku metformin

Zverejnéno: 7. 5. 2025 | Sekce registraci

Upozornéni drziteld rozhodnuti o registraci na nezbytnost aktualizace informaci o pFipravku u lé€ivych pfipravkid obsahujicich Ié€ivou latku
metformin v souladu se zpravou ze zasedani koordinaéni skupiny CMDh konaného ve dnech 10.-11. prosince 2024.

Implementace pfisluénych informaci u véech lééivych pfipravk( obsahujicich 1é¢ivou latku metformin v kombinacich v navaznosti na vysledek
procedury PSUSA pro metformin (CMDh Minutes):

Mns:waw.hma,eua’fileadminfdaieieanuman Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2024_12_CMDh_Minutes.pdf]

Harmonizovany text k implementaci:
Dohoda CMDh — Metformin

Seznam dotcenych LP:
) . 05/%025
Metformin — seznam dotéenych LP
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Aktualizace ERA guideline
=, Aktualizace Guideline on the environmental risk assessment of medicinal

products for human use (EMEA/CHMP/SWP/4447/00 Rev. 1)

https://www.ema.europa.eu/en/documents/scientific-quideline/quideline-
environmental-risk-assessment-medicinal-products-human-use-revision-1 en.pdf

s, Posouzeni rizik pro zivotni prostredi je povinné pro vSechny zadosti o registraci
predlozené po 1. 9. 2024

e platii pro generické 10(1) a hybridni 10(3) Zadosti

e prozmeény typu ll, pokud se zvysSuje environmentalni expozice aktivni latky

© STATNIi USTAV PRO KONTROLU LECIV e 05/2025


https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-environmental-risk-assessment-medicinal-products-human-use-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-environmental-risk-assessment-medicinal-products-human-use-revision-1_en.pdf

¥ 4
' & Vybrané aktuality ze CMDh
‘ Aktualizace ERA guideline

Hodnoceni ERA u generickych 10(1) a hybridnich 10(3) zadosti
s, Standardni pripominka za CZ

The applicant submitted a justification for omission of a full ERA based on the generic nature of the product.
According to the Guideline on the Environmental Risk Assessment of Medicinal Products for Human Use
(EMEA/CHMP/SWP/4447/00/Rev.1), an ERA needs to be carried out for each new authorisation of the
medicinal product. However, the ERA may consist of an adequate justification based on the absence of a
significant increase in environmental exposure as demonstrated by appropriate information. An increase in
environmental exposure is expected, for example, when a new indication or a new patient population is
added, the maximum daily dose is increased, a new route of administration or a new pharmaceutical form
Is added. Exposure to the environment is also likely to increase if the active substance of the medicinal product
has not yet been placed on the market in the concerned member state. Therefore, the applicant is asked to
determine whether an increase in environmental exposure is expected and to provide an updated justification.

(LoQ)
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ERA u zadosti o MRP/RUP

%~ Aktualizace MRP/RUP Request form tykajici se ERA

Odstranéna moznost zavazku predlozit zménu tykajici se ERA do 3 mésicl po skon¢eni MRP/RUP (tato
moznost platila do 31. 3. 2025)

V pripadé, Ze ERA neniv souladu s aktualni verzi pokynu Guideline on the environmental risk assessment
of medicinal products for human use, je jiz tteba predlozit zménu pro pridani/aktualizaci Modulu 1.6
pred MRP/RUP.

https://www.hma.eu/human-medicines/cmdh/templates/rup.html
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Ukoncené DCP/MRP procedury v roce 2024
MRP/DCP New applications - 2024
FINALISED Procedures — MRP/DCP per RMS

Total: 365 MRP and 1215 DCP (regarding 640 and 2381 products respectively)
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Startované DCP/MRP procedury v roce 2024

MRP/DCP New applications - 2024
STARTED Procedures - MRP/DCP per RMS

Total: 368 MRP and 1322 DCP (regarding 661 and 2678 products respectively)
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WS procedury v roce 2024 (spusténé a ukoncené)

Variations - 2024 Variations - 2024
Started Variation Worksharing Procedures per Reference FinaIiS(_ed Variation Worksharing Procedures per Reference
Authority Authority
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Dotaznik spokojenosti: E ) E

Mate zkusenosti se SUKL?

Podélte se o né s namil
SUKL se jako kazda organizace snaZi zlep$ovat a rozvijet poskytované sluiby.

Budeme proto radi, kdyz nam date zpétnou vazbu vyplnénim nasledujiciho
dotazniku.

DOTAZNIK SPOKOJENOSTI

Predem dékujeme za spolupraci a za ¢as vénovany odpovédim.


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

' o, SUKL
DEKUJEME ZA POZORNOST

STATNI USTAV PRO KONTROLU LECIV
Srobarova 49/48, 100 00 Praha 10
Tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

sukl.gov.cz

RECEP

E

Uz mate nasi aplikaci eRecept?

T

Aplikace navic nabizi i benefity pro
pacienty, napl. moznost pristupu ke
véem Uudajum o své elektronické
preskripci, véetné |ékového zaznamu
a nastaveni souhlast k nému.

Upozornujeme, Ze pfri aktivaci
aplikace budete vyzvani k ovéreni
vasi identity prostrednictvim identity
obcdana.

Aplikace ke stazeni:

# Download on the GETITON
S App Store P‘ Google Play
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