AF Zadost Application Form
ASMF Zakladni dokument o Iécivé latce Active Substance Master File
BCS Biopharmaceutics Classification System
CAP Lécivy pripravek registrovany
centralizovanou procedurou
CCDS Company Core Data Sheet
CCsl Company Core Safety Information
CEP Certifikat shody s Evropskym |ékopisem Certificate of Suitability
CESP Jednotny portal pro podavani zadosti Common European Submission Platform
CMDh Koordinac¢ni skupina pro vzajemné Co-ordination group for Mutual recognition
uznavani a decentralizované postupy pro and Decentralised procedures — human
humadnni [éCivé pripravky
CcMS Dotceny clensky stat Concerned Member State
CPMP Committee for Proprietary Medicinal
Products
CTD Jednotny technicky dokument Common Technical Document
DCP Decentralizovana procedura Decentralised Procedure
DUS Studie pouzivani léciv Drug Utilization Study
eCTD Jednotny technicky dokument v el. podobé | electronic Common Technical Document
EDQM European Directorate for the Quality of
Medicines and HealthCare
EK Evropska Komise
EMA Evropska lékova agentura European Medicines Agency
EU Evropska unie European Union
FAR FindIni hodnotici zprava Final Assessment Report
HES Hydroxyethyl Skrob
HZ Hodnotici zprava Assessment Report
CHMP Vybor pro humanni léCivé pripravky Committee for Medicinal Products for
Human Use
IT Informacni technologie Information Technology
LF Lékova forma
LL Léciva latka
LP Lécivy pfipravek
LoQ Seznam otdzek List of Questions
MAH Drizitel rozhodnuti o registraci Marketing Authorisation Holder
MHRA Britska lékova agentura Medicines and Healthcare products
Regulatory Agency
MRP Procedura vzajemného uznavani Mutual Recognition Procedure
MS Clensky stat Member State
NAR Narodni procedura
NP Narodni procedura
NC+C Preklinicky a klinicky Non-clinical and Clinical
PAR Verejna hodnotici zprava Public Assessment Report
PASS Poregistracni studie bezpecnosti
PDCO Pediatricky vybor Paediatric Committee
PdWS Pediatricky worksharing




Ph.Eur. | Evropsky lékopis European pharmacopoeia
PHC Public Health Concern
PIL Pfibalovd informace Package leaflet
PIP Plan pediatrického vyzkumu Paediatric Investigational Plan
PRAC Farmakovigilan¢ni vybor pro posuzovani Pharmacovigilance Risk Assessment
rizik 1éCivych pfipravku Committee
PSUR Periodickda zprdva o bezpecénosti lé¢ivého Periodic Safety Update Report
pripravku
PUMA Registrace pro pediatrické pouZiti Paediatric Use Marketing Authorisation
Q&A Otdazky a odpovédi Questions and Answers
QOsS Quality Overall Summary
QP Kvalifikovand osoba Qualified Person
QRD Quality Review of Documents
Qwp Quality Working Party
RH Relativni viIhkost Relative humidity
RMP Plan pro fizeni rizik Risk Minimalisation Plan
RMS Referencni ¢lensky stat Referenced Member State
SmPC Souhrn Udaju o pripravku Summary of Product Characteristics
SR Spravni Fizeni
SR Spravni fad (¢. 500/2004 Sb.)
SUKL Statni ustav pro kontrolu lé¢iv
SVP Spravna vyrobni praxe
TSE Pfenosna spongiformni encefalopatie Transmitting Spongiform Encephalopathy
UEP Uzndavany elektronicky podpis
WEU Literdrni Zadost Well-Established Use
WS Délba prace Worksharing
XML Rozsititelny znackovaci jazyk eXtensible Markup Language
ZolL Zakon o |écivech (¢. 378/2007 Sb.)
Priavodni dopis Cover letter
Seskupeni Grouping
Pravni zaklad Legal basis

Doporuceni PRAC, které vyplyvaji z
hodnoceni farmakovigilancnich signald

PRAC signal recommendation

Postup prezkoumani
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