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EU sit Iékové regulace

* Evropska agentura

pro |éCivé

pripravky (EMA)

Evropska komise

Lékové agentury

clenskych statu

* Odbornici ve
zdravotnictvi

* Pacienti

* Farmaceutické
firmy

~ 50 national regulatory authorities European Commission  European Medicines Agency

Zdroj:EMA
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O

EUROPEAN MEDICINES AGENCY

5 €1 E NG E MEDICINES HEALTH

Evropska agentura pro lécivé pripravky

e Zalozena 1995, Londyn
* Od brfezna 2019 v Amsterdamu

Role EMA:

* Zjednoduseni vyvoje a pfistupu k |éCivym pripravkiim

* Posuzovani zadosti o registraci |éCivych pripravk(
(CAPs)

* Monitorovani bezpecnosti, ucinnosti a kvality [éCiv
v pribéhu celého Zivotniho cyklu

* Poskytovani divéryhodnych informaci o humannich
a veterinarnich |éCivych pFipravcich Siroké verejnosti

Zdroj: EMA
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Farmakovigilance v EU

EMA — vybory a pracovni skupiny

CHMP — Committee for Medicinal

Products for Human Use

CVMP — Committee for Medicinal

Products for Veterinary Use
COMP — Committee for Orphan
Medicinal Products

Committee

HMPC — Committee on Herbal
Medicinal Products

PDCO — Paediatric Committee
CAT — Committee for Advanced
therapies

PRAC — Pharmacovigilance Risk
Assessment Committtee
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Who we are

scientific experts
Il"""""4'0() 0 from across Europe

N\

B R

19 95 EMA established
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2

Scientific
Committees
CHMP
CVMP
COMP
HMPC
PDCO
CAT
PRAC

working
parties

Management
Board

28 Member States’ representatives
4 Civil society representatives
2 European Commission representatives

2 European Parliament representatives

staff
dad 9 0 0 members
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Vybor PRAC

%~ Farmakovigilan¢ni vybor pro posuzovani rizik 1éCiv

= Vznikl 7/2012, dfive pracovni skupina pro farmakovigilanci (PhVWP)

)

Zodpovédny za sledovani a posuzovani bezpecnosti humannich lécivych pripravki

Q)

eloevropsky zavazné zavery hodnoceni

C
Vyddava doporuceni, ktera schvaluje EMA/vybor CHMP nebo CMDh a poté vydd rozhodnuti EK

Q)

> Pravidelnd jedndani kazdy mésic kromé srpna 4+1 den (PRAC ORGAM)

)

Q)

Ad-hoc jednani dle potreby

> EU spoluprace jako PRAC Rapportér (jednotlivé 1-2 staty zodpovédné za hodnoceni urcitych latek,
ostatni pripominkuiji, spolecny zavér — vétSinou pri hlasovani)

Q)
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Vybor PRAC - slozeni

1 ¢len + 1 ndhradnik kazdy ¢lensky stat
(EU + Island + Norsko)

o000
6 expertl jmenovanych EK
. . 7 . . V4
2 zastupci zdravotnickych
pracovnikd

© STATNi USTAV PRO KONTROLU LECIV e 17.03.2024

Farmakovigilance v EU

2 zastupci pacient(
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Agenda PRAC

= Referraly (EU arbitraze)

Referral procedures: human medicines | European Medicines Agency (europa.eu)
* Urgentni bezpecnosti problém — postup Unie pro naléhavé zalezZitosti podle ¢lanku 107i smérnice
* Prehodnoceni B/R — bezpecnost, kvalita, ucinnost
* podle ¢lanku 31 smérnice — postup v zajmu Unie
* podle ¢lanku 20 smérnice — pouze centralizované registrace
PRAC doporuceni pro CMDh a CHMP, neni-li konsensus, schvaluje EK
Rozhodnuti pravné zavazné pro vSechny staty EU

% Farmakovigilancni signaly — EU délba prace (jednotlivé staty zodpovédné za hodnoceni urcitych latek)
= PSUSA —jednotné hodnoceni PSUR

= Pro centralizované registrace hodnoceny RMP, prodlouZeni registrace

=, NPSB — protokoly, zavérecné zpravy

% FVinspekce

% Dotazy od CHMP, ¢lenskych stat(

Q

PRAC ORGAM (organizacni zaleZitosti, aktualizace GVP, vystupy z PRAC pracovnich skupin, statistika ¢innosti)
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https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/referral-procedures-human-medicines

fe, SUKL

PRAC Highlights, Agendas, Minutes

Pharmacovigilance Risk Assessment

Committee (PRAC) | European Medicines

Agency (europa.eu)

PRAC publication times

Meeting highlights Friday after Committee plenary
Agendas Before start of Committee plenary
Minutes After Committee plenary where minutes are adopted
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Farmakovigilance v EU

PRAC statistics February 2024

> CIom A A (D OO
o] Mz X R)
¥ ©) =

Safety signals

5 Started

3 Ongoing and concluded

43 Recommendations for centrally authorised medicines only
21 Recommendations for pationally authorised medicines only

1 Recommendation for PSURs induding both centrally and nationally authorised medicines

RMPs reviewed for new medicines

10
36 RMPs reviewed for authorised medicines

Protocols for imposed studies reviewed
Protocols for non-imposed studies reviewed

Results from imposed studies reviewed

Results from non-imposed studies reviewed

Started

0
15
0
6
m Referrals
]
1

Ongoing
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https://www.ema.europa.eu/en/committees/pharmacovigilance-risk-assessment-committee-prac
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SUKL — zavéry PRAC

%, SUKL

Statni ustav pro kontrolu lé¢iv

ERECEPT

CoVID-19

HldSeni neZddoucich uéink
Dostupnost léka

Databdze 1€k

jsou napf. lehéi formy zanétd spojivek, déle...

1//2 (3||4]|5

DiileZité informace

% Zména rozhod ci praxe v pfipadé

Statni tstaw pro kontrolu 1&¢iv (SUKL) zaznamenal
na feském trhu zvyéeny vyskyt vyrobki
obsahujicich déinnou ldtku N-acetylcystein {syn.
acetylcystein,...

Databaze PZLU - s - .
sameze % Reakce SUKL ke ¢lanku publikovany na

seznamzpravy.cz, ktery se zabyva tématem
cen léki

Databaze |Iékdren

Databdze distributord Ié&iv 3 L
Redakce Seznam Zprivy se ve swyich &lancich k

tématu cen |ékl opakovan vénuje studii, kterou
zveiejiiuje védska Iékovd agentura TLV. Aktudlné
jsou zmifovany i cenoveé...

Databdze klinic. hodnoceni
Prodejci vyhrazenych é&iv

Registr zdrav. prostiedkd

o % Unor 2024

P . gformace o zdvadach v jakosti, opatienich z
Dilefitd upozorné . . o o v . L .
egistracnich duvodu a nezadoucich acincich 1&iv,

padélcich a nelegdlnich pfipravcich.

Informace k Brexitu

#% Lécivé pfipravky povolené dle § 13 odst. 2
pism. m) zékona o léCivech

Ochranné prvky

© STATNIi USTAV PRO KONTROLU LECIV e 17.03.2024

+420 272 185 111

Kontakty na Utvary SUKL

primysl  Distribuce S

Stahovani lécivého pripravku Acidi Borici ...

Statni dstav pro kontrolu Ié€iv informuje o zévadé v jakosti lé€ivého piipravku
ACIDI BORICI AQUA OPHTHALMICA CUM T. Ten se pouZiva pfi ocnich potiZich, jako

Nejnovéjsi €lanky
07. 03. 2024

inafi €. 13 — Odbor farmakovigilance sekce
registraci

TEMA: AKTUALITY VE FARMAKOVIGILANCI

07.03. 2024
ar €. 12 — Odbor farmakovigilance sekce
registraci

TEMA: AKTUALITY VE FARMAKOVIGILANCI

07. 03. 2024

= Informace o docasné odstavce webového
formulafe pro nahlaseni neZadoucich acinki
lécivyich avkd na SUKL:

Z diivodu odstavky nebude dne 08. 03. 2024 od 20
hodin do 11.3.2024 cca 05:00 hodin  bude probihat
odstavka DC B z divodu technologického upgrade. ...

07. 03. 2024
= Upozornéni na aktualizaci Seznamu lé&ivych
pFipravki stva zdravotnictvi CR —

FLUDARABINE TEVA

SUKL upozorfiuje distributory a zprostfedkovatele

Classified as internal/staff & contraciuis Uy Gic Luiupcan riculitnics Ayciblfz-
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Lécive pripravky stazené z

|
Dostupnost I€ki Antibioticka politika i Fip
Revidovany Seznam esencidlnich antiinfektiv za rok registracnich divoda

"

2020

SUKL se aktivné podili na piipravé spoleéné
strategie HMA a EMA do r. 2025 piimou
spoluodpovédnosti za prioritu AMR

Prillomovd zpriva mezirezortni koordinaéni skupiny
OSN vyzyva k naléhavé akci k zabrédnéni globalni
krize spojené s AMR

* Sdéleni SUKL ze dne 29. 2. 2024
* Sdéleni SUKL ze dne 29.12.2023 (2)
* Sdéleni SUKL ze dne 29.12.2023

Databdze ki

Databaze PZLU 4 Cela sekce

Databaze |€kdren

Databéze distributord IEgiv

Databaze klinic. hodnoceni

Nezadouci ucinky Iéciv Informace o vyznamnych zmeénach

Prodejo vyhrazenych Ig

* pseudoefedrin - potvrzeni zavérd vyboru PRAC

Registr zdrav. prostf

poruch u déti narozenych léZenym muzim
* Ppseudoefedrin - nova doporuceni ke sniZeni rizik

Konopi k [é¢ebnym el

DileZitd upozornéni

Hldgeni pro SUKL

Informace k Brexitu NYTODRY pfetfacclic 4o SsRUPInyY

Qchranné prvky léciv . Oc?cizen.é Ié-Eivélr:%Tpra\.rk\,lg

a Zdravolnické prostredky Lékarny Zdravotnicka zafizel

Farmaceuticky priimysl Distribuce

Uvod / Dilefits upozornéni / Nefddouci GEinky |&iv / Pseudosfedrin - potvrzeni zavérd vyboru PRAC

Pseudoefedrin - potvrzeni zavéri vyboru PRAC
Stdtni Ustav pro kontrolu [éiv informuje, Ze vy¥bor CHMP EMA potvrdil zavéry vyboru PRAC tykajici se novych
doporuéen’ k minimalizaci rizik neurologickych syndrom@ PRES a RCVS pro |€ivé pfipravky obsahujici

E

R E C E P T pseudoefedrin, zvefejnéné 4.12.2023. Toto stanovisko vyboru CHMP bude nyni zaslano Evropské komisi, ktera
vyda pravné zavazné rozhodnuti pro celou EU,

COV|D 19 Informace pro pacienty:
Na zakladé celoevropského pfehodnoceni bylo zjisténo, Ze 1&8ivé pripravky s obsahem pseudoefedrinu mohou

HId3eni neZddoucich udinkid

Dostupnost léku

zplisobovat reverzibilni encefalopatii v zadni cirkulaci (PRES syndrom) a syndrom reverzibilni mozkové
vazokonstrikce (RCVS syndrom). Jednd se o vzdcné syndromy spojené se sniZenym krevnim zdsobovdnim
mozku.

NeuZivejte lécivé pfipravky s obsahem pseudoefedrinu, pokud mate vysoky krevni tlak, ktery je zdvainy nebo
nekontrolovany (nelégeny nebo rezistentni na 1éEbu), nebo pokud mate zdvazné akutni (ndhl€) nebo chronické
{dlouhodobé) onemocnéni nebo selhdni ledvin, protoZe tyto rizikové faktory mohou vést k rozvoji PRES a RCVS
syndromd.

Okamzité pferudte usivani [é&ivych piipravkd s obsahem pseudoefedrinu a vyhledejte Iékaiskou pédi, pokud se
u vas objewvi pfiznaky PRES nebo RCVS, jako je silnd bolest hlavy s nahlym ndstupem, pocit na zvracenr,
zvraceni, zmatenost, kiete a poruchy zraku.

Mate-li jakékoli dotazy nebo obavy tykajici se vasi 1é¢by, obratte na svého odetfujictho Iékafe nebo Iékarnika.

Databéze 1€k

Databdze PZLU

Databdze |ékdren

Databdze distributord |&giv Informace pro zdravotmky.

Databaze klinic. hodnoceni * Evropska agentura pro |éCivé pfipravky na zakladé pfezkoumani viech dostuprly?ch ditkazl véetné idajd z
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e, SUKL
EMA - uzitecné odkazy

, Open conslutations

Farmakovigilance v EU

1. INtroducCtion ...cicicccesesscinsssieresnsiasssesnsssssmassnsassssssassannssssassnnnsnsssssnnnsnnnnss 3
2. Applications for centralised marketing authorisation ........ccccvusiiiiiannass 3
2.1. Medicines under initial evaluation ... 3
2.2, POSIEIVE OPINIONS .. oietiiitiii e cer s e s saea s em s s saa se e s esina e ees e ee s s eannssann eas 3
2.3, NEGAtiVE OPIMIONS cieut ittt i e i trr s e s s aassmss s eaa seeas s esbnnesees e ees s eannseann sas 5
2.4, Re-examination of OPIMIONS ... ettt e e et e e e e e e e e 5
2.5. Withdrawal of initial marketing authorisation applications...........cooovviiiiiiiiniiiinicnnnnn. 6
3. Changes to centralised marketing authorisations........ciiimninn, 7
3.1, Extensions of iMdiCatION. ......u i cr s e e e e e e e s 7

O pe n CO n S u Itat i O n S | E u ro pe a n IVI ed i Ci n es Age n Cv i.z. Other variations, annual re-assessments, renewals and line extensions................... 10

(europa.eu)

. Withdrawal/expiry of centralised marketing authorisations.........cccauu. 10
5. EU referrals .......cciiemiiiiieiiiinninsscsas s ss s s nmn s nm s nmmannan s mananan 11
5.1. Article 20, 31 and 1070 ref@rmals .. ..ot e e e 11
5.2, Article 13(2), 29(4) and 30 refErTAIS ....ueiieeeuessssrsseeassssrsressisssseessrssssesssssesssies 13
5.3, AMKICIE 5(3) OPINIONS 1vveriiieeeeessisieeeessssasessesssssssssrssssasssissssesssssssssessssssssesssssesssies 13
5.4, Article 29 (PAediatricS) OPINMIONS vuueeeeesivuersiessssssssrsssesssssssssssssssssessssssssesssssesssies 13
6. Other documents and proceduUres......c.cccieeiuniissiscsmsrs e nananas 14

S What We publish On mediCineS and When :; ;)Trzlh:;::::r?;i::;ns ......................................................................................... 1:

6.3. Requests for PRIME eligibility.........coooiiiiiiiiiiiii i, 14

. « . 6.4. Paediatric investigation plans..........ooi i 15

What we publish on medicines and when | 6.5, SOTOtY SIONBE orseme oo 5
. ) 6.6. Medicines under additional MONItOrING ... 15

5.7, COmMPAsSIONAtE LISE.....i ittt e i e e r e a e e a e 15

European Medicines Agency (europa.eu) S i
6.9. Periodic safety update reports........coiiiiiiii 16

H H H I 6.10. Imposed non-interventional post-authorisation safety studies ...........ocoonn, 16

G U I d e tO I nfo rm at I O n O n h U m a n m e d I CI n es 6.11. Direct healthcare professional communications (DHPCS)...ocoviiiiniiiiiinnninn, 17
E 6.12. Medicines for use outside the EU (Article 58) ... 17

| d b I\/I A_ U d 5 6.13. Ancillary medicinal SUBSEENCES . ... 17

eva u ate y p ate (e u ro p a : e u ) 6.14. Agendas, minutes and reports of meetings of EMA’s scientific committees ............. 18
6.15. Medical literature MonitoriNg....ooo s 18

© STATNIi USTAV PRO KONTROLU LECIV e 17.03.2024

7. Information on non-centrally authorised medicines..........ccivniiinnanenas 18
8. Coordination of information on medicines .......c.ccccsicriiini s ——. 19

Annex: Tabulated overview of EMA documents on human medicinal
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https://www.ema.europa.eu/en/news-and-events/open-consultations?page=0
https://www.ema.europa.eu/en/news-and-events/open-consultations?page=0
https://www.ema.europa.eu/en/medicines/what-we-publish-medicines-and-when
https://www.ema.europa.eu/en/medicines/what-we-publish-medicines-and-when
https://www.ema.europa.eu/en/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-and-when_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-and-when_en.pdf
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HMA - uzitecné odkazy

Farmakovigilance v EU

=, Heads of Medicines Agencies: Product Information (hma.eu)

CMDh

About CMDh
Statistics
Agendas and Minutes
Press Releases
COVID-19
BREXIT
Nitrosamine impurities
Procedural Guidance
CMDh-Referrals

¥ Product Information

Pharmacovigilance
procedures outcome

Referral Art. 30 and
31 (non-
pharmacovigilance)

PRODUCT INFORMATION

The marketing authorisation holder (MAH) is responsible to keep its product
information updated in line with current scientific knowledge or recommendations.

The MAH is responsible for regularly monitoring relevant sources of new information
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

© STATNIi USTAV PRO KONTROLU LECIV e 17.03.2024

CMDh

About CMDh

Statistics

Agendas and Minutes
Press Releases
COVID-19

BREXIT

Nitrosamine impurities
Procedural Guidance

CMDh-Referrals

¥ Product Information

Pharmacovigilance
procedures
outcome

Classified as internal/staff & contractors by the European Medicines Agency

PHARMACOVIGILANCE PROCEDURES OUTCOME

Referral procedures Art. 31 and 107i
Periodic safety update reports (PSURs)
Safety signals

Post-authorisation safety studies (PASS)
Outcome of PRAC advice

PhVWP recommendations


https://www.hma.eu/human-medicines/cmdh/product-information.html
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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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