Seznam zkratek
CAP - Centrally authorised product (Centralizovaneé registrovany LP)
CCDS/CCSI - Company Core Data Sheet/ Company Core Safety Information

CHMP - Committee for Medical Products for Human Use (Vybor pro humanni léCivé pfipravky pfi
Evropské agenture pro léCivé pfipravky)

CMDh - Co-ordination Group for Mutual Recognition and Decentralised procedures — human
(Koordinaéni skupina pro MRP/DCP procedury)

CT - Clinical trial (klinické hodnoceni)

DHPC - Direct Healthcare Professional Communication (Informacni dopis pro zdravotnické
pracovniky)

DLP - Data lock point — datum uzavieni sbér(l idajl

DME - Designated Medical Event

EK — Evropska komise

EM - Edukaéni materialy

EMA - Evropska agentura pro léCivé pfipravky

eRMR - electronic Reaction Monitoring Report

EU - Evropska unie

EURD list - List of European Union reference dates and frequency of submission of PSURs
EVDAS - EudraVigilance Data Analysis System

FV - farmakovigilance, farmakovigilan¢ni

GVP - Guideline on Good Pharmacovigilance Practice (Pokyn pro spravnou farmakovigilan¢ni
praxi)

ICSR - Individual Case Safety Reports
IME - Important Medical Event

IRIS - regulacni platforma EMA pro vymeénu regulacnich a védeckych informaci mezi EMA,
regulacnimi autoritami a organizacemi vyvijejicimi léCivé pfipravky pro potencialni pouziti v EU

KPI - Key performance indicators (klicové ukazatele vykonnosti)

LMS - Leading Member State (Clensky stat vedouci proceduru)

LP - lécgivy pfipravek

MAH - Marketing Authorisation Holder (drzitel rozhodnuti o registraci LP)
NAP - Nationally Authorised Product (narodné registrovany LP)

NCA - National Competent Authority (Narodni regulacni Ufad)

NU - nezadouci G¢inek po uziti lé&ivého pipravku



PASS - Post-authorisation safety study (Poregistracni studie bezpecnosti)
PBRER - Periodic Benefit-Risk Evaluation Report
PIL - Patient Information Leaflet (Pfibalova informace pro pacienta)

PRAC - Pharmacovigilance Risk Assessment Committee (Farmakovigilancni vybor pro
posuzovani rizik léCivych pfipravkl pfi Evropské agenture pro l&Civé pfipravky)

PSMF - Pharmacovigilance System Master File (Zakladni dokument farmakovigilancniho
systému)

PSUR - Periodic safety update report - Periodicky aktualizovana zprava o bezpecnosti
PSUSA - PSUR single assessment - jednotné hodnoceni PSUR

QPPV - kvalifikovana osoba odpovédna za farmakovigilanci

RMP - Risk management plan (Plan fizeni rizik)

ROR - Reporting Odds Ratio

RSI - Reference Safety Information

SC - Safety Concerns — souhrn bezpeénostnich rizik

SmPC - Summary of Product Characteristics (Souhrn tdajd o pfipravku)
SOP - Standardni operacni postup

SUKL - Statni Gstav pro kontrolu lé&iv

TTO -Time To Onset

WHO DDD - WHO Defined Daily Dose (definovana denni davka)

Zol —Zakon o lécivech (zakon 378/2007 Sb., o léCivech a 0 zménach nékterych souvisejicich
zékon()



