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Definicie zakladnych pojmov farmakovigilancie

Glossary of essential terms in pharmacovigilance
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Farmakovigilancia, Spravna farmakovigilan¢na prax

Pharmacovigilance

Science and activities relating to the detection,

assessment, understanding and prevention of

adverse effects or any other medicine-related
problem (see “The importance of
pharmacovigilance”, WHO).

In line with this general definition, underlying

objectives of pharmacovigilance in accordance

with the applicable EU legislation for are:

» preventing harm from adverse reactions in
humans arising from the use of authorised
medicinal products within or outside the
terms of marketing authorisation or from
occupational exposure; and

» promoting the safe and effective use of
medicinal products, in particular through
providing timely information about the safety
of medicinal products to patients, healthcare
professionals and the public.

Pharmacovigilance is therefore an activity

contributing to the protection of patients’ and

public health.

Farmakovigilancia, dohl’ad nad bezpecnost'ou
liekov

Vedna oblast’ a aktivity spojené s detekciou,
posudenim, poznanim a prevenciou neziaducich
ucinkov alebo inych liekovych problémov.

V sulade s touto vSeobecnou definiciou, cielom
farmakovigilancie je:

e prevencia poskodenia z neziaducich reakcii u
P'udi vzniknuté z pouZzivania registrovanych
liekov v ramci alebo mimo rdmca registracie
alebo pri pracovnej expozicii a

e podpora bezpecného a efektivneho
pouzivania liekov, hlavne pomocou v¢asnych
informécii o bezpecnosti liekov urcenych
pacientom, zdravotnickym pracovnikov a
verejnosti.

Farmakovigilancia je teda aktivita podiel’ajica sa

na ochrane zdravia pacientov a verejného zdravia.

Pharmacovigilance system
A system used by the marketing authorisation
holder and by Member States to fulfil the tasks

Systém farmakovigilancie, systém dohladu
nad bezpecnost’ou lieku
Systém, ktory pouziva drzitel’ registracie licku a
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/06/WC500129131.pdf

and responsibilities listed in Title IX of Directive
2001/83/EC and designed to monitor the safety
of authorised medicinal products and detect any
change to their risk-benefit balance /DIR
2001/83/EC Art 1(28d)].

In general, a pharmacovigilance system is a
system used by an organisation to fulfil its legal
tasks and responsibilities in relation to
pharmacovigilance and designed to monitor the
safety of authorised medicinal products and
detect any change to their risk-benefit balance.

prislusné organy clenskych Statov pri plneni uloh
a povinnosti hlavy IX Smernice 2001/83/ES,
ktory je zamerany na monitorovanie bezpecnosti
registrovaného lieku a detekciu akejkol'vek
zmeny v pomere rizika a prinosu lieku [Smernica
2001/83/ES CI. 1(28d)].

Vo vSeobecnosti je systém farmakovigilancie
systémom vyuzivanym organizaciou na splnenie
legislativnych poziadaviek a povinnosti
suvisiacich s farmakovigilanciou a dizajnovany
na monitorovanie bezpe¢nosti registrovanych
liekov a detekciu kazdej zmeny v pomere rizika a
prinosu.

Pozndamka: v zakone 362/2011 Z.z. sa uvadza ako
., system dohladu nad bezpecnostou humanneho
lieku ™.

Pharmacovigilance system master file (PSMF)
A detailed description of the pharmacovigilance
system used by the marketing authorisation
holder with respect to one or more authorised
medicinal products data /DIR 2001/83/EC Art
1(28¢)]. See also Pharmacovigilance system

Hlavny subor systému farmakovigilancie
(dohPadu nad bezpecnost’ou liekov)

Podrobny opis systému farmakovigilancie, ktory
vyuziva drzitel’ registracie lieku, pre jeden alebo
viac registrovanych liekov.

Poznamka: V zakone 263/2011 Z.z. sa uvadza aj
pojem ,, hlavna zlozka systemu dohladu nad
bezpecnostou humdannych liekov .

Qualified person responsible for
pharmacovigilance (QPPV)

Kvalifikovana osoba zodpovedna za
farmakovigilanciu

Good pharmacovigilance practices (GVP) for
the European Union

A set of guidelines for the conduct of
pharmacovigilance in the EU, drawn up based on
Article 108a of Directive 2001/83/EC, by the
Agency in cooperation with competent
authorities in Member States and interested
parties, and applying to marketing authorisation
holders in the EU, the Agency and competent
authorities in Member States.

Spravna farmakovigilan¢na prax v Europskej
unii

Subor usmerneni pre vykon farmakovigilancie v
EU, pripravenych na zaklade ¢1. 108a Smernice
2001/83/ES Eurodpskou liekovou agentirou v
spolupraci s ostatnymi prisluSnymi uradmi v
¢lenskych Statoch a zainteresovanymi stranami, s
vyuzitel'nostou pre drzitelov rozhodnuti o
registracii, Eurépsku liekovu agenturu a prislusné
urady v ¢lenskych Statoch.

Neziaduca udalost’, neziaduci acinok

Abuse of a medicinal product

Persistent or sporadic, intentional excessive use
of medicinal products which is accompanied by
harmful physical or psychological effects /DIR
2001/83/EC Art 1(16)].

ZneuZitie humanneho lieku

Zneuzitie humanneho lieku je jednorazové alebo
opakované umyselné nadmerné uzivanie
humanneho lieku, ktoré je sprevadzané
Skodlivymi fyzickymi reakciami alebo duSevnymi
reakciami.(§ 68 ods. 4, zakon 362/2011 Z.z.)
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Adverse event (AE); synonym: Adverse
experience

Any untoward medical occurrence in a patient or
clinical-trial subject administered a medicinal
product and which does not necessarily have to
have a causal relationship with this treatment
[Dir 2001/20/EC Art 2(m)].

An adverse event can therefore be any
unfavourable and unintended sign (e.g. an
abnormal laboratory finding), symptom, or
disease temporally associated with the use of a
medicinal product, whether or not considered
related to the medicinal product.

Neziaduca udalost’ (AE)

Kazdy nechceny prejav u pacienta alebo
ucastnika klinického skuSania, ktorému sa podal
liek, a ktory nemusi bezpodmienecne mat’
kauzalny vztah s touto liecbou.

[Smernica 2001/83/ES CI. 2(m)]

Neziaducou udalost'ou méze byt kazdy
nepriaznivy a nechceny znak (napr. abnormalny
laboratérny nalez), priznak alebo ochorenie
¢asovo spojené s pouzitim lieku, bez ohl'adu na
to, ¢i sa povazuje za suvisiace s lieckom.

Adverse reaction; synonyms: Adverse drug
reaction (ADR), Suspected adverse (drug)
Reaction Adverse effect, Undesirable effect

A response to a medicinal product which is
noxious and unintended /DIR 2001/83/EC Art
1(11)].

Response in this context means that a causal
relationship between a medicinal product and an
adverse event is at least a reasonable possibility
(see Annex 1V, ICH-E2A4 Guideline).

Adverse reactions may arise from use of the
product within or outside the terms of the
marketing authorisation or from occupational
exposure /[DIR 2001/83/EC Art 101(1)].
Conditions of use outside the marketing
authorisation include off-label use, overdose,
misuse, abuse and medication errors.

See also Adverse event, Serious adverse reaction,
Unexpected adverse reaction, Off-label use,
Overdose, Misuse of a medicinal product, Abuse
of a medicinal product, Occupational exposure to
a medicinal product

Neziaduci uc¢inok lieku, neziaduca reakcia na
liek, podozrenie na neZiaduci ucinok (ADR),
Reakcia na liek, ktora je Skodliva a nechcena. (§
68 ods. 1, zdkon 362/2011 Z.z.)

V tomto kontexte reakcia znamena, ze kauzalny
vzt'ah medzi lieckom a neziaducou reakciou je
aspoii na urovni zdévodnitel'nej moznosti

(pozri Annex 1V, ICH-E2A Guideline).

Neziaduci €inok moze vzniknut’ pri pouziti lieku
v ramci alebo mimo ramca jeho registracie alebo
pri pracovnej expozicii /[Smernica 2001/83/ES CI.

101(1)].

Podmienky pouzitia lieku mimo registracie
zahrnuju pouzitie na inu indikaciu a u inych
skupin pacientov, ako su schvalené,
predavkovanie, nespravne pouzitie, zneuzitie
alebo chybu v liecbe.

Pozri tiez Neziaduca udalost, Zavazna neziaduca
reakcia, Neocakavana neZiaduca reakcia,
Pouzitie lieku mimo schvalenu registraciu,
Predavkovanie, Chybné poutzitie lieku, ZneuZitie
humanneho lieku, Pracovna expozicia lieku

Causality

In accordance with the ICH-E2A guideline, the
definition of an adverse reaction implies at least a
reasonable possibility of a causal relationship
between a suspected medicinal product and an
adverse event. An adverse reaction, in contrast to
an adverse event, is characterised by the fact that
a causal relationship between a medicinal product
and an occurrence is suspected. For regulatory
reporting purposes, as detailed in the ICH-E2D
guideline, if an event is spontaneously reported,
even if the relationship is unknown or unstated, it
meets the definition of an adverse reaction.
Therefore all spontaneous reports notified by
healthcare professionals, patients or consumers
are considered suspected adverse reactions, since

Kauzalita

V sulade s usmernenim ICH-E2A definicia
neziaduceho ucinku sa vztahuje na najmene;j
primeranu moznost’ kauzalneho vztahu medzi
podozrievanym liekom a neziaducou udalostou.
Neziaduca reakcia na rozdiel od neZiaducej
udalosti je charakterizovand skuto¢nost’ou, ze
existuje podozrenie na kauzalny vztah medzi
lieckom a udalost'ou. Pre ucely hlasenia Statnym
institaciam, ako je uvedené v usmerneni ICH-
E2D, ak udalost’ bola hlasena a ak vzt'ah je
neznamy alebo neudany, je splnena definicia
neziaduceho G¢inku. Preto vSetky spontanne
hlasenia od zdravotnickych pracovnikov,
pacientov alebo spotrebitel'ov sa povazuju za
neziaduce ucinky, nakol'’ko prinasaji nazor
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they convey the suspicions of the primary
sources, unless the reporters specifically state
that they believe the events to be unrelated or that
a causal relationship can be excluded.

primarneho zdroja, pokial’ zasielatelia hldsenia
priamo neuvedu nazor, ze udalost’ nesuvisi s
liekom, alebo kauzalny vzt'ah je mozné vylucit.

Consumer

For the purpose of reporting cases of suspected
adverse reactions, a person who is not a
healthcare professional such as a patient, lawyer,
friend or relative/parent/child of a patient (see
Annex 1V, ICH-E2D Guideline).

Spotrebitel’

Na ucely hlasenia podozreni na neziaduce ucinky
je spotrebitel’ osoba, ktora nie je zdravotnickym
pracovnikom, napriklad pacient, pravnik (pravny
zastupca), priatel alebo pribuzny/rodi¢/potomok
pacienta (pozri Annex IV, ICH-E2D Guideline).

Healthcare professional

For the purposes of reporting suspected adverse
reactions, healthcare professionals are defined as
medically qualified persons, such as physicians,
dentists, pharmacists, nurses and coroners (see
Annex 1V, ICH-E2D Guideline).

Zdravotnicky pracovnik

Pre ticely hlasenia (oznamovania) podozreni na
neziaduce ucinky sa zdravotnicki pracovnici
definuju ako medicinsky kvalifikované osoby,
ako su lekari, zubni lekari (dentisti), farmaceuti,
zdravotné sestry a vySetrovatelia (pozri Annex 1V,
ICH-E2D Guideline).

Individual case safety report ICSR);
synonym: Adverse (drug) reaction report
Format and content for the reporting of one or
several suspected adverse reactions to a
medicinal product that occur in a single patient at
a specific point of time

Hlasenie jednotlivého bezpe¢nostného
pripadu, synonymum: hldsenie (oznaAmenie)
neZiaduceho ucinku lieku

Format a obsah pre hlasenie jedného alebo
niekol’kych podozreni na neziaduce tcinky lieku,
ktoré sa vyskytuju u jedného pacienta v uréitom
case.

Minimum criteria for reporting

For the purpose of reporting cases of suspected
adverse reactions, the minimum data elements for
a case are: an identifiable reporter, an identifiable
patient, an adverse reaction and a suspect
medicinal product (see Annex 1V, ICH-E2D
Guideline).

For the purpose of validation of individual case
safety reports as qualifying for reporting in the
EU, see Module VI.

See also Individual case safety report

Minimalne kritéria pre hlasenie

Pre ucely hlasenia podozreni na neziaduce ucinky
musi pripad obsahovat’ aspon tieto udaje:
identifikovatelny zasielatel’ hlasenia,
identifikovateI'ny pacient, najmenej jedno
podozrenie na neziaducu reakciu

a predpokladany/podozrivy liek (pozri Annex IV,
ICH-E2D Guideline).

Pre ucely validacie hlaseni jednotlivych
bezpecnostnych pripadov pre kvalifikdciu na
podévanie sprav v ramci EU pozri Modul VL.
Pozri tiez Hlasenie jednotlivého bezpecnostného
pripadu

Medication error

Chyba v liecbe, medikacna chyba

Pre potreby hlasenia neziaducich uc¢inkov liekov
kazda nezamysl'ana chyba v predpise, vydaji
alebo podani lieku, v ¢ase ked bol liek pod
kontrolou zdravotnickeho pracovnika, pacienta
alebo spotrebitela.
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Misuse of a medicinal product

Situations where the medicinal product is
intentionally and inappropriately used not in
accordance with the authorised product
information.

See also Misuse of a medicinal product for illegal
purposes

Chybné poutzitie lieku

Situacie, kedy je liek zdmerne a nevhodne
pouzity v nestlade so schvalenymi informaciami
o lieku.

Pozri tiez Zneuzitie lieku na nelegdlne ucely

Misuse of a medicinal product for illegal
purposes

Misuse for illegal purposes is misuse with the
additional connotation of an intention of
misusing the medicinal product to cause an effect
in another person. This includes, amongst others:
the sale, to other people, of medicines for
recreational purposes and use of a medicinal
product to facilitate assault.

See also Misuse of a medicinal product

ZneuZitie lieku na nelegalne ticely

Zneuzitie lieku na nelegalne ucely je chybné
pouzitie lieku s d’al§im imyslom chybného
pouzitia lieku na vyvolanie uc¢inku u inej osoby.
To zahriiuje okrem iného predaj liekov inym
osobam na ,,rekreacné* ucely a pouzitie lieku na
ul’ahcenie napadnutia iného ¢loveka.

Pozri tiez Chybné poutzitie lieku

Illegal purposes
See Misuse for illegal purposes

Nelegalne tcely
Pozri Zneuzitie lieku na nelegalne ucely

Occupational exposure to a medicinal product
For the purpose of reporting cases of suspected
adverse reactions, an exposure to a medicinal
product as a result of one’s professional or non-
professional occupation.

Pracovna expozicia lieku

Pre ucely hlasenia podozreni na neziaduce
ucinky; expozicia humannemu lieku ako vysledok
zamestnania alebo mimo zamestnania.
Poznamka: Za pracovnu expoziciu lieku sa tiez
povazuje expozicia lieku u ludi, ktori nie su
zdravotnickymi pracovnikmi, ale oSetruju napr.
dieta, rodica alebo iného clena rodiny.

Off-label use

Situations where a medicinal product is
intentionally used for a medical purpose not in
accordance with the authorised product
information.

Pouzitie liecku mimo schvalenu registraciu
Situacie, pri ktorych je liek zdmerne pouZity pre
lieCebné ucely, ktoré nie su v sulade so
schvalenymi informaciami o lieku.

Overdose

Administration of a quantity of a medicinal
product given per administration or cumulatively
which is above the maximum recommended dose
according to the authorised product information.
Clinical judgement should always be applied.

Predavkovanie

Podanie takého mnozstva lieku jednorazovo alebo
kumulovane, ktor¢ je vicsie ako maximalna
odportc¢ana davka podl'a schvalenej informacie o
lieku. Vzdy je potrebné klinické posudenie.

Serious adverse reaction

An adverse reaction which results in death, is
life-threatening, requires in-patient
hospitalisation or prolongation of existing
hospitalisation, results in persistent or significant
disability or incapacity, or is a congenital
anomaly/birth defect [DIR 2001/83/EC Art
1(12)].

Zavainy neziaduci uc¢inok

Neziaduci G¢inok, ktory spésobuje smrt’, ohrozuje
zivot, vyZaduje poskytovanie tistavnej zdravotnej
starostlivosti alebo ju predlzuje, vyvolava
zdravotné postihnutie alebo ma za nasledok trvali
alebo zavazni funkénti neschopnost’ alebo sa
prejavuje vrodenou chybou (kongenitalna
anomalia) alebo znetvorenim (malformacia).
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Life-threatening in this context refers to a
reaction in which the patient was at risk of death
at the time of the reaction; it does not refer to a
reaction that hypothetically might have caused
death if more severe (see Annex 1V, ICH-E2D
Guideline).

Medical and scientific judgement should be
exercised in deciding whether other situations
should be considered serious reactions, such as
important medical events that might not be
immediately life threatening or result in death or
hospitalisation but might jeopardise the patient or
might require intervention to prevent one of the
other outcomes listed above. Examples of such
events are intensive treatment in an emergency
room or at home for allergic bronchospasm,
blood dyscrasias or convulsions that do not result
in hospitalisation or development of dependency
or abuse (see Annex IV, ICH-E2D Guideline).
Any suspected transmission via a medicinal
product of an infectious agent is also considered
a serious adverse reaction.

See also Adverse reaction

Poznamka: Zakon 362/2011 Z.z. v § 68 ods. 2
uvadza ,, Zavazny neziaduci ucinok humanneho
lieku je kazdy neziaduci ucinok humanneho licku,
ktory sposobuje smrt, ohrozuje Zivot chorého,
vyzaduje poskytovanie ustavnej zdravotnej
starostlivosti alebo jej predizenie, vyvoldva
zdravotné postihnutie alebo pracovni
neschopnost’, invaliditu chorého alebo sa
prejavuje vrodenou chybou alebo znetvorenim”.
Ohrozenie Zivota predstavuje reakciu, pri ktorej
pacient bol v riziku umrtia v Case reakcie,
neznamena to reakciu, ktora hypoteticky moze
viest’ k imrtiu, ak je tazsia (pozri Annex IV, ICH-
E2D Guideline).

Pri rozhodovani sa ma urobit’ medicinske a
vedecké posudenie, i sa za zavazné reakcie
nemozu povazovat’ aj iné situacie , ako je napr.
dolezitd zdravotnd udalost’, ktora nemusi byt
zivot ohrozujuca, nevedie k smrti ani k
hospitalizacii, ale ktora moze ohrozovat pacienta
alebo vyZaduje intervenciu na predchadzanie
niektorého z uvedenych nasledkov.

Prikladmi takychto udalosti je intenzivna liecba
na pohotovosti alebo doma pre alergicky
bronchospazmus, krvnt dyskraziu alebo kice,
ktoré nevedu k hospitalizacii a nevyvolavaju
zavislost’ alebo zneuzitie (pozri Annex 1V, ICH-
E2D Guideline).

Kazdé podozrenie na prenos infekéného agensu
prostrednictvom lieku sa povazuje za zavazny
neziaduci ucinok.

Pozri tiez NeZiaduci ucinok.

Poznamka: Reakcie, ktoré nie su zavazné, su

oznacované ako nezdavazné, co je dolezité pre
terminy zasielania hldaseni..

Non-serious adverse reaction

Nezavazny neZziaduci Gcinok
Neziaduci t¢inok nesplnajuci kritéria pre
zavaznost'.

Solicited sources of individual case safety
reports

Organised data collection systems, which include
clinical trials, registries, post-authorisation
named-patients use programmes, other patient
support and disease management programmes,
surveys of patients or healthcare providers or
information gathering on efficacy or patient
compliance.

For the purpose of safety reporting, solicited
reports should not be considered spontaneous but
classified as individual case safety reports from
studies and therefore should have an appropriate

Vyziadané zdroje pre hlisenie jednotlivych
bezpeé¢nostnych pripadov

Organizované systémy zhromazd’ovania udajov,
zahrnujuce klinické skiiSanie, registre, programy
individualneho dovozu liekov, iné programy na
podporu pacienta alebo manazment ochorenia,
prieskumy u pacientov alebo zdravotnickych
pracovnikov, alebo zhromazd’'ovanie informacii o
ucinnosti alebo kompliancii pacientov.

Pre Gcely bezpecnostného hlasenia sa vyziadané
hlasenia nemaju povazovat’ za spontanne
hlasenia, ale maju sa klasifikovat’ ako
individualne hlasenia zo §tadii a preto maji mat’
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causality assessment by a healthcare professional
or the marketing authorisation holder (see Annex
1V, ICH-E2D Guideline).

See also Clinical trial, Post-authorisation safety

study, Non-interventional study

nalezité posudenie kauzality zdravotnickym
pracovnikom alebo drzitelom rozhodnutia

o registracii (pozri Annex 1V, ICH-E2D
Guideline).

Pozri tiez Klinické skuSanie, Stidia bezpecnosti
lieku po registracii, Neintervencna klinicka studia

Spontaneous report, synonym: Spontaneous
notification

An unsolicited communication by a healthcare
professional or consumer to a company,
regulatory authority or other organisation (e.g.
the World Health Organization, a regional centre,
a poison control centre) that describes one or
more adverse reactions in a patient who was
given one or more medicinal products and that
does not derive from a study or any organised
data collection scheme (see Annex 1V, ICH-E2D
Guideline).

In this context, an adverse reaction refers to a
suspected adverse reaction.

Stimulated reporting can occur in certain
situations, such as after a direct healthcare
professional communication (DHPC), a
publication in the press or questioning of
healthcare professionals by company
representatives, and adverse reaction reports
arising from these situations are considered
spontaneous reports (see Annex [V, ICH-E2D
Guideline), provided the report meets the
definition above. Reporting can also be
stimulated by invitation from patients’ or
consumers’ organisations to their members.
Reporting made in the context of early post-
marketing phase vigilance (EPPV), e.g. in Japan,
is also considered stimulated reporting.

See also Adverse reaction

Spontanne hlasenie, spontanne oznamenie

Nevyziadand komunikacia zdravotnickeho
pracovnika alebo spotrebitel'a s farmaceutickou
spolo¢nost’ou, ndrodnym kompetentnym organom
alebo inou organizaciou (napr. Svetovou
zdravotnickou organizaciou, regionalnym
centrom, toxikologickym centrom), ktora
popisuje jeden alebo viac neziaducich tc¢inkov u
pacienta, ktory dostal jeden alebo viac liekov a
ktory nepochadza z klinického skuSania alebo z
inej organizovanej schémy zberu dajov (pozri
Annex 1V, ICH-E2D Guideline).

V tejto suvislosti sa oznacenie neziaduci ucinok
vzt'ahuje na podozrenie na neziaduci tcinok.

V niektorych situaciach sa méze vyskytnat
stimulované hlasenie, ako napriklad po priamej
komunikécii so zdravotnickymi pracovnikmi
(DHPC), po publikaciach v tlaci, pri hlaseniach
ziskanych od zdravotnickych pracovnikov
reprezentantmi farmaceutickych spolo¢nosti —
hlasenia neziaducich ucinkov v takychto
situaciach sa povazuju za spontanne, ak spinaju
vyssie uvedené podmienky (pozri Annex 1V, ICH-
E2D Guideline). Hlasenie moZe byt stimulované
vyzvou pacientskej organizacie alebo organizacie
spotrebitel'ov svojim ¢lenom. Hlasenie vzniknuté
v ramci tzv. sledovania v skorej faze po
registracii (early post-marketing phase vigilance
(EPPY)), napr. v Japonsku, sa tieZ povazuje za
stimulované.

Pozri tiez NeZiaduca reakcia

Stimulated reporting

See Spontaneous report

Stimulované hlasenie

Pozri Spontanne hldsenie.

Unexpected adverse reaction

An adverse reaction, the nature, severity or
outcome of which is not consistent with the
summary of product characteristics [Dir
2001/83/EC Art 1(13)]4.

This includes class-related reactions which are
mentioned in the summary of product
characteristics (SmPC) but which are not
specifically described as occurring with this
product. For products authorised nationally, the
relevant SmPC is that approved by the competent

Neocakavany neziaduci uc¢inok

Neziaduci t¢inok humanneho lieku, ktorého
povaha, zavaznost alebo dosledok nie je v zhode
so suhrnom charakteristickych vlastnosti
humanneho lieku.

(Zdkon 362/2011 Z.z. v § 68 ods 3)

Zahtna tiez skupinové U€inky uvedené v stthrne
charakteristickych vlastnosti (d’alej len SmPC),
ale ktoré nie st zvlast’ popisané u tohto lieku. Pre
lieky registrované narodne, relevantny SmPC je
ten, ktory bol schvaleny v ¢lenskom State, v
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authority in the Member State to whom the
reaction is being reported. For centrally
authorised products, the relevant SmPC is the
SmPC authorised by the European Commission.
During the time period between a CHMP opinion
in favour of granting a marketing authorisation
and the Commission decision granting the
marketing authorisation, the relevant SmPC is the
SmPC annexed to the CHMP opinion.

ktorom sa reakcia zistila. Pre centralizovane
registrované lieky je relevantny ten SmPC , ktory
bol schvaleny Eurdpskou komisiou. Pocas
obdobia medzi suhlasnym stanoviskom CHMP o
registracii lieku a rozhodnutim Komisie o
registracii lieku, je relevantny ten SmPC , ktory je
pripojeny k stanovisku CHMP.

Valid individual case safety report

See Individual case safety report

Validné (platné) hlasenie jednotlivého
bezpecnostného pripadu, validné (platné)
hlasenie (0znamenie) neziaduceho uéinku lieku

Pozri Hlasenie jednotlivého bezpecnostného
pripadu.

Signal, riziko, incident, kriza

Signal

Information arising from one or multiple sources,
including observations and experiments, which
suggests a new potentially causal association, or
a new aspect of a known association, between an
intervention and an event or set of related events,
either adverse or beneficial, that is judged to be
of sufficient likelihood to justify verificatory
action [IR Art 19(1)].

For the purpose of monitoring data in the
EudraVigilance database, only signals related to
an adverse reaction shall be considered /IR Art
1902)].

For the purpose of Section 16.2 of the periodic
benefit-risk evaluation report, signals relate to
adverse effects (see Annex IV, ICH-E2C(R2)
Guideline).

See also Validated signal, Newly identified
signal, Closed signal, Ongoing signal, Signal
management process, Adverse reaction

Signal

Informacia pochadzajtca z jedného alebo
viacerych zdrojov vratane pozorovani a
experimentov, ktora predpoklada novy
potencialne kauzalny vzt'ah medzi intervenciou a
udalost’ou alebo niekol'’kymi stvisiacimi
udalost’ami, bez ohl'adu na to ¢i st neziaduce
alebo prinosné, ktora je povazovana za dostatocne
pravdepodobnu, aby sa preverila [Vykonavacie
nariadenie CI. 19(1)].

Pre ucely monitorovania tidajov v databaze
EudraVigilance sa pouzivaju iba signaly stivisiace
s neziaducim ucinkom [Vykonavacie nariadenie
CL 19(2)]..

Pre ucely sekcie 16.2 spravy o periodickom
hodnoteni prinosu a rizik, signaly stivisiace

s neziaducimi ucinkami. (pozri Annex IV, ICH-
E2C(R2) Guideline).

Pozri tiez Uznany signal, Novoidentifikovany
signal, Uzavrety signal, Trvajucisignal. Proces
riadenia signalu, NeZiaduca reakcia
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Incident

A situation where an event occurs or new
information arises, irrespective whether this is in
the public domain or not, in relation to (an)
authorised medicinal product(s) which could
have a serious impact on public health.

The incident may be related to quality, efficacy
or safety concerns, but most likely to safety
and/or quality (and possibly subsequent supply
shortages). In addition, situations that do not
seem at a first glance to have a serious impact on
public health, but are in the public domain -
subject of media attention or not- and may lead to
serious public concerns about the product, may
also need to be considered as incidents.

Likewise, other situations which might have a
negative impact on the appropriate use of a
medicinal products (e.g. resulting in patients stop
taking their medicine) may fall within the
definition of an incident. In the context of this the
European Union Regulatory Network Incident
Management Plan for Medicines for Human Use
Incident Management Plan, an incident relates to
(a) medicinal product(s) authorised in the EU,
irrespective of their route of authorisation

Incident

Situécia, kedy dojde k udalosti alebo sa objavia
nové informéacie v sivislosti s registrovanym
liekom (mi) bez ohl'adu na to, ¢i je to z verejnej
domény alebo nie, ktoré by mohli mat’ zdvazny
dopad na verejné zdravie.

Incident mo6ze suvisiet’ s obavami o kvalitu,
ucinnost’ alebo bezpecnost’, ale s najvacsou
pravdepodobnost’ou s bezpecnost'ou a alebo
kvalitou (a pripadne nasledne s nedostatkom na
trhu). Okrem toho, moze byt tieZ potrebné
povazovat za incident aj situécie, ktoré sa na prvy
pohl'ad nezdajt, Ze by mohli mat’ zavazny dopad
na verejné zdravie, ale su vo verejnej doméne -su
alebo nie su predmetom mediélnej pozornosti - a
modzu viest’ k vaznym verejnym obavadm v
suvislosti s lieckom.

Podobne, d’alsie situacie, ktoré by mohli mat’
negativny vplyv na vhodné pouzitie liekov (napr.
vzniknuté u pacientov ktori prestali uzivat’ svoj
liek) mézu spadat’ pod definiciu incidentu. V
kontexte Planu riadenia incidentov Regulacne;j
siete Eur6pskej unie pre humanne lieky, sa
incident vzt'ahuje na liek/lieky schvalené v ramci
EU, a to bez ohl'adu na ich sposob registracie.

Crisis

In the context of the European Union Regulatory
Network Incident Management Plan for
Medicines for Human Use, a crisis is defined as a
situation where, after assessment of the
associated risks, urgent and coordinated action
within the EU regulatory network is required to
manage and control the situation (see European
Union Regulatory Network Incident Management
Plan for Medicines for Human Use).

See also Incident

Kriza

V kontexte Planu riadenia incidentov Regulacnej
siete Eurdpskej tnie pre humanne lieky, je kriza
definovana ako situacia, ked’ sa po posudeni
suvisiacich rizik, vyzaduju naliehavé a
koordinované opatrenia na riadenie a kontrolu
situacie v ramci regulaéne;j siete EU (pozri Plan
riadenia incidentov Regulacnej siete Eur6pske;j
unie pre humanne lieky).

Pozri tiez Incident

Safety concern

An important identified risk, important potential
risk or missing information.

1t is noted that the ICH definition of safety
concern is: an important identified risk,
important potential risk or important missing
information, i.e. includes the qualifier
“Important” in relation to missing information
(see Annex IV, ICH-E2C(R2) Guideline). The
ICH-E2E Guideline (see Annex IV) uses the
terms safety issue and safety concern
interchangeably with the same definition for
safety concern as defined in the ICH-E2C(R2)
Guideline.

See also Important identified risk and Important
potential risk, Important missing information

Bezpecnostny problém

Dolezité identifikované riziko, dolezité
potencialne riziko alebo chybajtica informacia.
Je potrebné poznamenat, Ze definicia
bezpecnostného problému podla ICH je: dolezité
identifikované riziko, dolezité potencidlne riziko
alebo dolezita chybajuca informacia, t.j. obsahuje
oznacenie ,,dolezitd “ v suvislosti s chybajucou
informdciou (pozri Annex 1V, ICH-E2C(R2)
Guideline). V Odporucaniach ICH-E2E (pozri
Annex 1V) sa pouzivaju terminy bezpecnostna
otdzka alebo bezpecnostny problém, ktoré su
zamenitelné s rovnakou definiciou pre
bezpecnostny problém ako je definovany v ICH-
E2C(R2) Guideline.

Pozri tiez dolezité identifikované riziko, doleZité
potencidlne riziko a chybajuca informdacia.

A1

| Verzia 28.12.2015 |




Reference safety information

In periodic benefit-risk evaluation reports for
medicinal products, all relevant safety
information contained in the reference product
information (e.g. the company core data sheet)
prepared by the marketing authorisation holder
and which the marketing authorisation holder
requires to be listed in all countries where it
markets the product, except when the local
regulatory authority specifically requires a
modification (see Annex 1V, ICH-E2C(R2)
Guideline).

It is a subset of information contained within the
marketing authorisation holder’s reference
product information for the periodic benefit-risk
evaluation report. Where the reference product
information is the company core data sheet, the
reference safety information is the company core
safety information (see Annex IV, ICH-E2C(R2)
Guideline).

See also Company core data sheet, Company
core safety information

Referenc¢na bezpeénostna informacia

V sprévach o periodickom hodnoteni prinosu

a rizik liekov, vSetky relevantné bezpecnostné
informacie obsiahnuté v informacii referencného
lieku (napr. zoznam zékladnych udajov
spoloc¢nosti) pripravené drzitel'om rozhodnutia o
registracii, a ktoré musi drzitel’ rozhodnutia o
registracii uvadzat’ vo vSetkych krajinach, kde
liek uvadza na trh, s vynimkou, ked’ miestna
regulacnd autorita vyslovne vyzaduje zmenu
(pozri Annex 1V, ICH-E2C(R2) Gudeline).

Je to podskupina informacii zahrnuta v informécii
drzitel'a rozhodnutia o registracii o referenénom
lieku pouzita na vytvorenie spravy o periodickom
hodnoteni prinosu a rizik. V pripade, ze
informadcia o referencnom lieku tvori zoznam
zakladnych tidajov spolo¢nosti; referencna
bezpecnostna informacia je zakladnou
bezpecnostnou informéciou spolocnosti (pozri
Annex 1V, ICH-E2C(R2) Guideline)

Pozri tiez Zoznam zakladnych informacii
spolocnosti, Zakladné bezpecnostné udaje
spolocnosti

Risks related to use of a medicinal product
Any risk relating to the quality, safety or efficacy
of the medicinal product as regards patients’
health or public health and any risk of
undesirable effects on the environment [DIR
2001/83/EC Art 1(28)].

Rizika spojené s pouZivanim lieku

Kazdé¢ riziko spojené s kvalitou, bezpecnostou
alebo ucinnost’ou lieku tykajuce sa zdravia
pacienta alebo verejného zdravia a kazdé riziko s
nepriaznivym ucinkom na prostredie /Smernica
2001/83/ES CI. 1(28)]..

Risk-benefit balance

An evaluation of the positive therapeutic effects
of the medicinal product in relation to the risks
[DIR 2001/83/EC Art 1(28a)], i.e. any risk
relating to the quality, safety or efficacy of the
medicinal product as regards patients’ health or
public health [DIR 2001/83/EC Art 1(28)].

See also Risks related to use of a medicinal
product

Pomer rizik a prinosov lieku

Posudenie pozitivnych lieCebnych ucinkov
humanneho lieku vo vztahu k jeho rizikam (t.j. k
hocakému riziku suvisiacemu s kvalitou,
bezpecnostou alebo ucinnostou lieku, ktoré sa
tyka zdravia pacientov alebo verejného zdravia).
Poznamka: zdakon 362/2011 Z.z. pouziva termin:
“vyvazenost pomeru rizika a prinosu humanneho
lieku”.

Pozri tiez Rizika spojené s pouzivanim lieku

Potential risk

An untoward occurrence for which there is some

basis for suspicion of an association with the

medicinal product of interest but where this
association has not been confirmed.

Examples include:

» non-clinical toxicological findings that have
not been observed or resolved in clinical
studies;

* adverse events observed in clinical trials or
epidemiological studies for which the
magnitude of the difference, compared with
the comparator group (placebo or active
substance, or unexposed group), on the
parameter of interest raises a suspicion of,

Potencidlne (mozné) riziko

Nezelany stav, u ktorého existuje predpoklad

suvislosti s danym lickom, ale tato savislost’

nebola potvrdena.

Priklady zahriuju:

e neklinicky toxikologicky nalez, ktory nebol
pozorovany alebo objasneny v klinickych
studiach,

e neziaduce ucinky pozorované v klinickych
Studiach alebo epidemiologickych studiach, u
ktorych rozdiel v sledovanom parametri v
porovnani so skupinou komparatora (placebo,
liek alebo skupina bez liecby) vyvolava
podozrenie na kauzalny vzt'ah, ale nie je
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but is not large enough to suggest, a causal
relationship;

* asignal arising from a spontaneous adverse
reaction reporting system;

» an event known to be associated with other
active substances within the same class or
which could be expected to occur based on
the properties of the medicinal product (see
ICH-E2F Guideline, Volume 94 of the Rules
Governing Medicinal Products in the EU).

See also Adverse event, Signal

dostatocne vel’ky na to, aby ho potvrdil,

e signal pochéadzajuci zo spontanneho systému
hlasenia neziaducich ucinkov,

e reakciu, o ktorej je zname, Ze je spojena s
inymi lie¢ivami tej istej skupiny alebo u
ktorej sa moze ocakavat’ jej vznik na zaklade
vlastnosti lieku (pozri ICH-E2F Guideline,
Volume 94 of the Rules Governing Medicinal
Products in the EU)

Pozri tiez NeZiaduca udalost, Signal

Newly identified signal

In periodic benefit-risk evaluation reports, a
signal first identified during the reporting
interval, prompting further actions or evaluation.
This definition could also apply to a previously
closed signal for which new information becomes
available in the reporting interval prompting
further action or evaluation (see Annex IV, ICH-
E2C(R2) Guideline).

This definition is also applicable to periodic
safety update reports.

See also Signal, Closed signal

Novo identifikovany signal

V sprave o periodickom posudeni prinosu a rizik
signal prvykrat identifikovany pocas hodnoteného
obdobia, vyzadujtci d’alsie kroky alebo
vyhodnotenie.

Tato definicia sa méze vztahovat aj na uz
uzavrety signal, pre ktory sa objavili pocas
hodnoteného obdobia nové informacie
vyzadujuce si d’al$ie kroky, alebo hodnotenie
(pozri Annex 1V, ICH-E2C(R2) Guideline)...
Tato definicia je relevantna aj pre spravy o
periodickom hodnoteni bezpecnosti lieku.
Pozritiez Signal, Uzavrety signal

Ongoing signal

In periodic benefit-risk evaluation reports, a
signal that remains under evaluation at the data
lock point (see Annex IV, ICH-E2C(R2)
Guideline).

This definition is also applicable to periodic
safety update reports.
See also Signal, Data lock point

Trvajuci signal

V sprave o periodickom posudeni prinosu a rizik
signal, ktory zostava hodnoteny v ¢ase ukoncenia
zberu udajov. (pozri Annex 1V, ICH-E2C(R2)
Guideline).

Tato definicia je relevantna aj pre spravy o
periodickom hodnoteni bezpecnosti lieku.
Pozri tiez Signal, Ukoncenie zberu udajov

Signal management process

Includes the following activities: signal detection,
signal validation, signal confirmation, signal
analysis and prioritisation, signal assessment and
recommendation for action /IR Art 21(1)].

It therefore is a set of activities performed to
determine whether, based on an examination of
individual case safety reports (ICSRs),
aggregated data from active surveillance systems
or studies, literature information or other data
sources, there are new risks causally associated
with an active substance or a medicinal product
or whether known risks have changed.

See also Signal validation

Proces riadenia signalu

Zahrna nasledovné ¢innosti: detekcia signalu,
validacia signdlu, potvrdenie signalu, analyza
signalu a urcenie priority, zhodnotenie signalu

a odporucanie opatrenia. [Vykondvacie
nariadenie 520/2012 CI. 21(1)].

Z toho ddvodu je to subor ¢innosti vykonanych
na zistenie, ¢i, na zaklade hlasenia jednotlivého
bezpecnostného pripadu, nahromadenych dat zo
systémov aktivneho sledovania alebo studii,
informacii z literatary alebo inych zdrojov dat, sa
vyskytuju nové rizika kauzalne spojené

s lieCivom alebo liekom, alebo ¢i sa zname rizika
zmenili.

Pozri tiez Validacia signalu
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Signal validation

Process of evaluating the data supporting a
detected signal in order to verify that the
available documentation contains sufficient
evidence demonstrating the existence of a new
potentially causal association, or a new aspect of
a known association, and therefore justifies
further analysis of the signal /IR Art 21(1)].

See also Validated signal

Validacia signalu

Postup hodnotenia tdajov, ktoré potvrdzuju
zisteny signal za uc¢elom overit’ si, Ze dostupna
dokumentécia obsahuje dostatocné dokazy
existencie novej potencialnej padnej spojitosti,
alebo nového zretel'a uz znamej spojitosti, ¢im
odovodnuje d’alsiu analyzu signalu. /Vykonavacie
nariadenie 520/2012 Cl. 21(1)].

Pozri tiez Uznany signal

Validated signal

A signal where the signal validation process of
evaluating the data supporting the detected signal
has verified that the available documentation
contains sufficient evidence demonstrating the
existence of a new potentially causal association,
or a new aspect of a known association, and
therefore justifies further analysis of the signal
[based on IR Art 21(1)].

See also Signal

Uznany signal

Signal, kde valida¢ny proces vyhodnocovania
udajov podporujucich detekovany signal, overil
ze dostupna dokumentécia obsahuje dostato¢né
dokazy preukazujuce existenciu novej

potencialne kauzalnej stvislosti, alebo novy
aspekt zname;j suvislosti, ktoré oddévodiuju d’alsiu
analyzu signalu [Vykonavacie nariadenie
520/2012 Cl. 21(1)].

Pozri tiez Signal

Missing information

Information about the safety of a medicinal
product which is not available at the time of
submission of particular risk management plan
and which represents a limitation of the safety
data with respect to predicting the safety of the
product in the marketplace.

Examples of missing information include
populations not studied (e.g. pregnant women or
patients with severe renal impairment) or where
there is a high likelihood of off-label use.

Chybajuca informacia

Informacia o bezpecnosti lieku, ktora nie je
dostupna v Case predloZenia planu riadenia rizik a
ktora predstavuje nedostatok bezpecnostnych
udajov v zmysle predpokladania bezpecnosti
lieku po uvedeni na trh.

Priklady chybajucej informacie zahfnaju
populécie nesledované v klinickom skuSani (napr.
tehotné Zeny alebo pacienti so znizenou funkciou
obli¢iek) alebo lieky s vysokou
pravdepodobnost’ou pouzivania v nesulade so
schvalenymi informaciami (off-label).

Important missing information

Critical gaps in knowledge for specific safety
issues or populations that use the marketed
product (see Annex 1V, ICH-E2C(R2) Guideline).
See also Missing information, Safety concern

Délezita chybajica informacia

Zavazné medzery v znalostiach o Specifickych
bezpecnostnych otazkach alebo o skupinach I'udi
uzivajucich registrovany liek. (pozri Annex IV,
ICH-E2C(R2) Guideline).

Pozri tiez Chybajuca informdcia, Bezpecnostny
problém

Important identified risk and Important
potential risk

An identified risk or potential risk that could
have an impact on the risk-benefit balance of the
product or have implications for public health
(see ICH-E2F Guideline, Volume 10 of the Rules
Governing Medicinal Products in the EU).

What constitutes an important risk will depend
upon several factors, including the impact on the
individual, the seriousness of the risk, and the
impact on public health. Normally, any risk that
is likely to be included in the contraindications or
warnings and precautions section of the product
information should be considered important (see
Annex 1V, ICH-E2C(R2) Guideline).

Dolezité identifikované riziko a dolezité
potencialne riziko

Identifikované riziko a potencialne riziko, ktoré
moze mat’ dopad na pomer rizika a prinosu lieku
alebo na verejné zdravie (pozri ICH-E2F
Guideline, Volume 10 of the Rules Governing
Medicinal Products in the EU)..

Co patri medzi dolezité rizika, zavisi od
niekol’kych faktorov, vratane dopadu na jedinca,
zavaznosti rizika a dopadu na verejné zdravie.
Standardne sa za délezité povazuju rizika, u
ktorych existuje pravdepodobnost’, Ze budu
zahrnuté do stihrnu charakteristickych vlastnosti
lieku v Castiach popisujucich kontraindikacie
alebo Specialne upozornenia. (pozri Annex IV,
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See also Risk-benefit balance, Identified risk,
Potential risk, Safety concern

ICH-E2C(R2) Guideline).

Pozri tiez Pomer rizik a prinosov

lieku, Identifikované riziko, Potencidlne
riziko, Bezpecnostny problém

Identified risk

An untoward occurrence for which there is

adequate evidence of an association with the

medicinal product of interest.

Examples include:

» an adverse reaction adequately demonstrated
in non-clinical studies and confirmed by
clinical data;

* an adverse reaction observed in well-
designed clinical trials or epidemiological
studies for which the magnitude of the
difference, compared with the comparator
group on a parameter of interest suggests a
causal relationship;

* an adverse reaction suggested by a number of
well-documented spontaneous reports where
causality is strongly supported by temporal
relationship and biological plausibility, such
as anaphylactic reactions or application site
reactions (see ICH-E2F Guideline, Volume
10 of the Rules Governing Medicinal
Products in the EU).

In a clinical trial, the comparator may be placebo,

an active substance or non-exposure.

Adverse reactions included in section 4.8 of the

summary of product characteristics (SmPC) are

also considered identified risks, unless they are
class-related reactions which are mentioned in
the SmPC but which are not specifically
described as occurring with this product (these
would normally be considered as a potential
risk).

See also Risks related to use of a medicinal

product, Important identified risk and Important

potential risk, Important missing information,

Unexpected adverse reaction

Identifikované riziko

Nezelany stav, pre ktory existuje dostatocny

dokaz o stvislosti s danym liekom.

Priklady zahrnuju:

e neziaducu reakciu dostato¢ne demonstrovant
v neklinickych $tadiach a potvrdena
klinickymi Gdajmi,

e neziaducu reakciu pozorovanu v spravne
navrhnutych klinickych stadiach alebo
epidemiologickych stadiach, kedy rozdiel v
sledovanom parametri v porovnani so
skupinou komparatora naznacuje kauzalny
vzt'ah,

* neziaducu reakciu popisanu vo viacerych
dobre dokumentovanych spontannych
hlaseniach, u ktorych je kauzalita pevne
podporena ¢asovou suvislost'ou a biologickou
plauzibilitou, ako st anafylaktické reakcie
alebo reakcie v mieste podania. (pozri ICH-
E2F Guideline, Volume 10 of the Rules
Governing Medicinal Products in the EU).

V klinickych stadiach skupina s komparatorom
modze dostavat’ placebo, liek alebo nedostava
ziadnu liecbu.

Neziaduce G¢inky uvedené v Casti 4.8 sthrnu
charakteristickych vlastnosti lieku (SmPC) sa tiez
povazuju za identifikované riziko, pokial’ nejde o
skupinové reakcie, ktoré st uvedené v SmPC, ale
neboli zaznamenang v suvislosti s danym liekom
(tieto sa bezne povazuju za potencidlne riziko).
Pozri tiez Rizikad spojené s pouzivanim lieku,
Daélezité identifikované riziko a DoleZité
potencidlne riziko, DélezZitd chybajuca
informdcia, Neocakavana neZiaduca reakcia

Closed signal

In periodic benefit-risk evaluation reports, a
signal for which an evaluation was completed
during the reporting interval (see Annex 1V, ICH-
E2C(R2) Guideline).

Uzavrety signal

V sprave o periodickom posudeni prinosu a rizik
signal, ktorého posudzovanie sa ukoncilo v
priebehu hodnoteného obdobia. (see Annex IV,
ICH-E2C(R2) Guideline).

Risk management system

A set of pharmacovigilance activities and
interventions designed to identify, characterise,
prevent or minimise risks relating to a medicinal
product, including the assessment of the
effectiveness of those interventions [DIR
2001/83/EC Art 1(28b)].

Systém riadenia rizik

Subor farmakovigilanénych aktivit a intervencii
navrhnuty na identifikaciu, charakterizovanie,
prevenciu a minimalizovnie rizik suvisiacich s
liekom, vratane hodnotenia t¢innosti tychto
intervencii. [Smernica 2001/83/ES CI. 1(28b)].

Risk management plan (RMP)
A detailed description of the risk management

Plan riadenia rizik (RMP)
Detailny popis systému riadenia rizik. /[Smernica
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system [DIR 2001/83/EC Art 1(28¢c)].

To this end, it must identify or characterise the
safety profile of the medicinal product(s)
concerned, indicate how to characterise further
the safety profile of the medicinal product(s)
concerned, document measures to prevent or
minimise the risks associated with the medicinal
product, including an assessment of the
effectiveness of those interventions and
document post-authorisation obligations that
have been imposed as a condition of the
marketing authorisation /IR 520/2012 Art 30].
See also Risk management system, Risk
minimisation activity

2001/83/ESCL. 1(28¢)].

Na tieto ucely maju byt’ sucastou RMP popis
bezpecnostného profilu prislusného lieku/lickov,
navrh d’al§ieho postupu na zistenie
bezpecnostného profilu prislusného lieku,
dokumentované opatrenia na prevenciu alebo
minimalizaciu rizik suvisiacich s liekom, vratane
posudenia Gc¢innosti tychto intervencii a
dokumentované poregistratné povinnosti, ktoré
boli ulozené ako podmienka registracie.
[Vykondvacie nariadenie 520/2012 CI. 30].
Pozri tiez System riadenia rizik,
Aktivityuopatrenia na minimalizaciu rizika

Risk minimisation activity; synonym: Risk
minimisation measure

A public health intervention intended to prevent
or reduce the probability of the occurrence of an
adverse reaction associated with the exposure to
a medicine, or to reduce its severity should it
occur (see Annex IV, ICH-E2C (R2) Guideline).
These activities may consist of routine risk
minimisation (e.g. product information) or
additional risk minimisation activities (e.g.
healthcare professional or patient
communications/educational materials) (see
Annex 1V, ICH-E2C(R2) Guideline)

Aktivity/opatrenia na minimalizaciu rizika

Intervencie do verejného zdravia, zamerané na
prevenciu alebo zniZenie pravdepodobnosti
vzniku neziaducej reakcie suvisiacej s expoziciou
lieku, alebo zniZenie jej zavaznosti, ak sa
vyskytne. (pozri Annex IV, ICH-E2C(R2)
Guideline).

Tieto aktivity sa mozu skladat’ z rutinnej
minimalizacie rizika (napr. informacie o lieku)
alebo dodatkovych aktivit na minimalizaciu rizika
(napr. komunikacnych alebo edukacnych
materialov pre zdravotnickych pracovnikov alebo
pacientov) (pozri Annex 1V, ICH-E2C(R2)
Guideline).

Direct healthcare professional communication
(DHPC)

A communication intervention by which
important information is delivered directly to
individual healthcare professionals by a
marketing authorisation holder or by a competent
authority, to inform them of the need to take
certain actions or adapt their practices in relation
to a medicinal product. DHPCs are not replies to
enquiries from healthcare professionals.

Priama komunikacia so zdravotnickymi
pracovnikmi (DHPC)

Komunikacia vykonana drzitelom rozhodnutia

o registracii alebo kompetentnou autoritou,
ktorou sa dolezité informacie adresuju priamo
zdravotnickym pracovnikom za i¢elom ich
informovania o potrebe prijat’ ur¢ité opatrenia
alebo prispdsobit’ lieCebné postupy v suvislosti

s liekom. Oznamenia typu DHPC nie su
odpovede na otazky zdravotnickych pracovnikov.

Sprava o periodickom hodnoteni bezpecnosti lieku

Periodic safety update report (PSUR)

Format and content for providing an evaluation
of the risk-benefit balance of a medicinal product
for submission by the marketing authorisation
holder at defined time points during the post-
authorisation phase.

In the EU, periodic safety update reports should
follow the format described in Module VII.

Sprava o periodickom hodnoteni bezpe¢nosti
lieku (PSUR)

Format a obsah pre vykonanie posudenia pomeru
prinosu a rizika lieku, ktoré predklada drzitel
registraéného rozhodnutia v ur¢enych ¢asovych
lehotach po registracii lieku.

V EU ma PSUR mat’ formét podl'a poziadaviek
popisanych v GVP Module VII.

Poznamka: v zakone 362/2011 je tento dokument
uvadzany ako ,, periodicky aktualizovand sprava o

A1

| Verzia 28.12.2015 |




bezpecnosti lieku.

Data lock point

For a periodic safety update report (PSUR), the
date designated as the cut-off date for data to be
included in a PSUR.

For a periodic benefit-risk evaluation report
(PBRER), the date designated as the cut-off date
for data to be included in a PBRER, based on the
international birth date (see Annex IV, ICH-
E2C(R2) Guideline).

For a development safety update report (DSUR),
the date designated as the cut-off date for data to
be included in a DSUR, based on the
development international birth date (see ICH-
E2F Guideline, Volume 10 of the Rules
Governing Medicinal Products in the EU).

Date includes day and month (see ICH-E2F
Guideline, Volume 10 of the Rules Governing
Medicinal Products in the EU).

See also Periodic safety update report,
Development safety update report International
birth date, Development international birth date

Ukon¢enie zberu udajov

Pre spravu o periodickom hodnoteni bezpecnosti
lieku (PSUR) je to datum urceny ako posledny
datum na zahrnutie udajov do PSUR.

Pre spravu o periodickom hodnoteni prinosov a
rizik (PBRER) je to datum urceny ako posledny
datum na zahrnutie udajov do PBRER,
vychadzajtci z medzindrodného datumu
narodenia lieku (pozri Annex 1V, ICH-E2C(R2)
Guideline).

Pre aktualizovanu spravu o bezpecnosti
vyvijaného lieku (DSUR) je to datum uréeny ako
posledny datum na zahrnutie idajov do DSUR,
vychadzajici z medzindrodného datumu
narodenia vyvijaného lieku.

(pozri ICH-E2F Guideline, Volume 10 of the
Rules Governing Medicinal Products in the EU).
Pozri tiez Sprava o periodickom hodnotent
bezpecnosti lieku, Medzinarodny datum
narodenia lieku, Medzindarodny datum narodenia
vyvijaného lieku

EU reference date; synonym: Union reference
date

For medicinal products containing the same
active substance or the same combination of
active substances, the date of the first marketing
authorisation in the EU of a medicinal product
containing that active substance or that
combination of active substances; or if this date
cannot be ascertained, the earliest of the known
dates of the marketing authorisations for a
medicinal product containing that active
substance or that combination of active
substances [DIR 2001/83/EC Art 107¢(5)].

Referencny datum Europskej unie

Pre lieky obsahujuce rovnake liecivo alebo
kombinaciu lie€iv je to datum prvej registracie
lieku s tymto lieCivom alebo touto kombinaciou
lieCiv v Eurdpskej tinii; alebo, ked’ sa tento datum
neda urcit, najskorsi zo znamych datumov
registracie lieku s tymto liecivom alebo s touto
kombinaciou lie¢iv [Smernica 2001/83/ES CI.
107¢(5)].

International birth date (IBD)

The date of the first marketing authorisation for
any product containing the active substance
granted to any company in any country in the
world (see Annex 1V, ICH-E2C(R2) Guideline).

Medzinarodny datum narodenia lieku
Datum prvej registracie lieku s obsahom lieCiva
udelenej hociktorej spolocnosti v hociktorom
State sveta (pozri Annex IV, ICH-E2C(R2)
Guideline).

Company core data sheet (CCDS)

For medicinal products, a document prepared by
the marketing authorisation holder containing, in
addition to safety information, material related to
indications, dosing, pharmacology and other
information concerning the product (see Annex
1V, ICH-E2C(R2) Guideline).

See also Company core safety information

Zoznam zakladnych udajov spolo¢nosti
(CCDS)

Pre lieky je to dokument pripraveny drzitelom
rozhodnutia o registracii, ktory obsahuje, okrem
informacii o bezpecnosti, materialy tykajice sa
indikacii, davkovania, farmakologie a d’alsie
informacie tykajuce sa lieku (pozri Annex IV,
ICH-E2C (R2) Guideline).

Pozri tiez Zakladné bezpecnostné informacie
spolocnosti
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Company core safety information (CCSI)

For medicinal products, all relevant safety
information contained in the company core data
sheet prepared by the marketing authorisation
holder and which the marketing authorisation
holder requires to be listed in all countries where
the company markets the product, except when
the local regulatory authority specifically
requires a modification (see Annex IV, ICH-
E2C(R2) Guideline).

It is the reference information by which listed
and unlisted are determined for the purposes of
periodic reporting for marketed products, but not
by which expected and unexpected are
determined for expedited reporting (see Annex
IV, ICH-E2C(R2) Guideline).

See also Company core data sheet

Zikladné bezpec¢nostné informéacie spolo¢nosti
(CCSDhH

Pre lieky vSetky podstatné bezpec¢nostné
informacie obsiahnuté v zozname zakladnych
udajov spolocnosti pripravené drzitel'om
rozhodnutia o registrcii. Drzitel rozhodnutia o
registracii vyZaduje, aby sa tieto informacie
uvadzali vo vsetkych krajinach, v ktorych
spolo¢nost’ uvadza liek na trh, s vynimkou
pripadov, ked’ si miestna regulacna autorita
vyslovne vyZaduje zmenu (pozri Annex 1V, ICH-
E2C(R2) Guideline).

Je to referencna informacia, podl'a ktorej sa
urcuji uvedené (listed) a neuvedené (unlisted)
reakcie pre ucely periodického podavania sprav
o liekoch, ale nie pre urcenie o¢akavanych
(expected) a neocakavanych (unexpected) reakcii
pre urychlené hlasenie (pozri Annex 1V, ICH-
E2C(R2) Guideline).

Pozri tiez Zoznam zdkladnych udajov spolocnosti

Studia bezpeénosti lieku po registracii

Post-authorisation safety study (PASS)

Any study relating to an authorised medicinal
product conducted with the aim of identifying,
characterising or quantifying a safety hazard,
confirming the safety profile of the medicinal
product, or of measuring the effectiveness of risk
management measures [DIR 2001/83/EC Art
1(15)].

A post-authorisation safety study may be an
interventional clinical trial or may follow an
observational, non-interventional study design.
See also Clinical trial, Non-interventional studies

Stidia bezpe&nosti lieku po registracii

Kazda studia tykajuca sa registrovaného
humanneho lieku vykonana s cielom
identifikovat’, opisat’ alebo kvantifikovat’
bezpecnostné riziko, potvrdit’ bezpecnostny profil
lieku alebo merat’ i€innost’ opatreni na riadenie
rizik.

Stadia bezpeénosti lieku po registracii moze byt
interven¢né klinické sktiSanie alebo méze mat’
dizajn pre observa¢nu neintervencnu Stadiu.
Poznamka: v zakone 362/2011 Z.z. sa v § 68 ods.
5 uvddza:

. Stiidia o bezpecnosti humdanneho lieku po
registracii je neintervencnd Studia tykajiica sa
registrovaného humanneho lieku vypracovand s
cielom identifikovat, opisat alebo kvantifikovat
ohrozenie bezpecnosti pacienta, potvrdit
bezpecnostny profil humanneho lieku alebo merat
ucinnost opatreni na riadenie rizik“.

Pozri tiez Klinickeé skusanie, Neintervencné Studie

Non-interventional trial; synonym: Non-
interventional study

A study where the medicinal product(s) is (are)
prescribed in the usual manner in accordance
with the terms of the marketing authorisation.
The assignment of the patient to a particular
therapeutic strategy is not decided in advance by
a trial protocol but falls within current practice
and the prescription of the medicine is clearly
separated from the decision to include the patient
in the study. No additional diagnostic or

Neintervenéna klinicka Studia

Stidia, kedy sa liek(y) predpisujii zvy¢ajnym
spdsobom v stlade s podmienkami povolenia
uvedenia lieku na trh. Terapeuticka stratégia
uplatnend na pacienta nie je vopred stanovena v
protokole Studie, ale vychadza zo sucasnej praxe
a predpisanie lieku je jasne oddelené od
rozhodnutia zahrntt’ pacienta do $tadie. U
pacientov sa nevykonavaju ziadne dodatocné
diagnostické alebo monitorovacie postupy, a pri
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monitoring procedures shall be applied to the
patients and epidemiological methods shall be
used for the analysis of collected data /Dir
2001/20/EC Art 2(c)].

Thus, a trial is non-interventional if the following

requirements are cumulatively fulfilled:

[J the medicinal product is prescribed in the usual
manner in accordance with the terms of the
marketing authorisation;

[) the assignment of the patient to a particular
therapeutic strategy is not decided in advance
by a trial protocol but falls within current
practice and the prescription of the medicine
is clearly separated from the decision to
include the patient in the study; and

[ no additional diagnostic or monitoring
procedures are applied to the patients and
epidemiological methods are used for the
analysis of collected data (see Volume 10 of
the Rules Governing Medicinal Products in
the EU, Questions & Answers Version 10.0).

Non-interventional studies are defined by the
methodological approach used and not by the
scientific objectives. Non-interventional studies
include database research or review of records
where all the events of interest have already
happened (this may include case-control, cross-
sectional, cohort and other study designs making
secondary use of data). Non-interventional
studies also include those involving primary data
collection (e.g. prospective observational studies
and registries in which the data collected derive
from routine clinical care), provided that the
conditions set out above are met. In these studies,
interviews, questionnaires and blood samples
may be performed as normal clinical practice.

Non-interventional trials do not fall in the scope
of Directive 2001/20/EC.

analyze ziskanych udajov sa pouziju
epidemiologické metddy.
[Smernica 2001/20/ES CI. 2(c)]

Stadia bezpeénosti lieku po registracii splitujica
sucasne tieto kritéria:

e lick sa predpisuje zvy¢ajnym sposobom v
sulade s podmienkami povolenia uvedenia
lieku na trh (t.j. registraciou lieku).,

o terapeuticka stratégia uplatnend u pacienta nie
je vopred stanovena v protokole Studie, ale
vychadza zo sti¢asnej praxe a predpisanie lieku
je jasne oddelené od rozhodnutia zahrnut
pacienta do Studie,

e u pacientov sa nevykonavaju ziadne dodato¢né
diagnostické alebo monitorovacie postupy a

e pri analyze ziskanych tdajov sa pouziji
epidemiologické metody.

(pozri Volume 10 of the Rules Governing
Medicinal Products in the EU, Questions &
Answers Version 10.0).

Neintervenéné stadie su definované podla
pouzitej metodologie a nie podl'a vedeckych
cielov. Neinterven¢né stidie zahriuju vyskum v
databazach alebo preskiimanie zdznamov, v
ktorych vSetky hl'adané udalosti uz prebehli (t.].
studia pripadov a kontrol, prierezova alebo
kohortova studia). Neinterven¢nou stidiou moze
byt aj takd, ktord zahfia primarne
zhromazd'ovanie udajov (t.j. prospektivne
observac¢né studie a registre, u ktorych sa tidaje
zhromazd'uju z rutinnej klinickej praxe), za
predpokladu, Ze su splnené vyssie uvedené
podmienky.

V tejto suvislosti sa rozhovor, vyplnenie
dotaznika a odber vzorky krvi povazuje za beznu
klinick prax.

Na neintervencné Studie sa nevztahuje Smernica
2001/20/ES (resp. § 26-44 zakona ¢. 362/2011
7.7.).

Poznamka: v zakone 362/2011 Z.z. sa v § 45
pridava medzi definicie charakterizujice
neintervencné Studie aj garanta Studie.

Registry

An organised system that uses observational
methods to collect uniform data on specified
outcomes in a population defined by a particular
disease, condition or exposure.

Register

Organizovany systém vyuzivajuci observacné
metddy na zhromazd’ovanie jednotnych udajov o
$pecifikovanych vysledkoch v populacii
definovanej ur¢itym ochorenim, podmienkami
alebo expoziciou.

Clinical trial
Any investigation in human subjects intended to
discover or verify the clinical, pharmacological

Klinické skusanie lieku
Kazdy vyskum na ¢loveku, ktorym sa urcujt
alebo potvrdzuju klinické 0€¢inky, farmakologické
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and/or other pharmacodynamic effects of one or
more investigational medicinal product(s), and/or
to identify any adverse reactions to one or more
investigational medicinal product(s) and/or to
study absorption, distribution, metabolism and
excretion of one or more investigational
medicinal product(s) with the objective of
ascertaining its (their) safety and/or efficacy.
This includes clinical trials carried out in either
one site or multiple sites, whether in one or more
Member State [Dir 2001/20/EC Art 2(a)].

See also Ongoing clinical trial, Completed
clinical trial, Investigational medicinal product

ucinky alebo iné farmakodynamické ucinky,
ktorym sa preukazuje akykol'vek neziaduci
ucinok a ktorym sa zist'uje absorpcia, distribucia,
metabolizmus a vylucovanie jedného alebo
viacerych skasanych liekov ur¢enych na humanne
pouzitie s ciel'om zistit’ ich neSkodnost’ a
ucinnost’.

To zahfna klinické skuSanie vykondvané na
jednom alebo viacerych miestach, v jednom alebo
viacerych  clenskych  Statoch  [Smernica
2001/20/ES CI. 2(a)].

Poznamka: klinickym skusanim sa hodnoti aj

biologicka  dostupnost a  biologickad
rovnocennost (bioekvivalencia) skusaného
lieku.

Pozri tiez Prebichajuce klinické skusanie,
Ukoncené klinické skusanie, Skusany liek

Investigational medicinal product

An investigational medicinal product is a
pharmaceutical form of an active substance or
placebo being tested or used as a reference in a
clinical trial, including products already with a
marketing authorisation but used or assembled
(formulated or packaged) in a way different from
the authorised form, or when used for an
unauthorised indication, or when used to gain
further information about the authorised form
[Dir 2001/20/EC Art 2(d)].

See also Clinical trial

Skusany liek

Skusany liek je liecivo alebo placebo v lickovej
forme skusané alebo pouzité ako referenc¢na
vzorka pri klinickom sktiSani, vratane
registrovanych lickov vyrobenych alebo balenych
inym sposobom ako bolo schvalené, alebo
pouzité pri inych indikéciach ako boli schvalené
alebo za ucelom ziskania viac informacii o
registrovanom lieku /Smernica 2001/20/ES CI.
2(a)].

Pozndamka: V zakone 362/2011 Z.z. sa v tomto
vyzname pouziva pojem ,, skusany humdanny
produkt“. Pod pojmom ,,skusany humanny liek *
sa rozumie ,, registrovany humanny liek pouzity
vo Stvrtej etape klinického skusania na ziskanie
rozsiahlejsich informacii o registrovanom
humannom lieku”.

Pozri tiez Klinické skusanie

Investigational drug

Experimental product under study or
development. This term is more specific than
investigational medicinal product, which includes
comparators and placebos (see I[CH-E2F
Guideline, Volume 10 of the Rules Governing
Medicinal Products in the EU).

See also Investigational medicinal product

Skusany experimentalny liek

Experimentalny produkt, ktory sa skusa alebo
vyvija. Tento termin je Specifickejsi ako termin
,,skusany liek“, ktory zahna aj referenénu vzorku
a placebo. (pozri ICH-E2F Guideline, Volume 10
of the Rules Governing Medicinal Products in the
EU).

Pozri tiez Skusany liek

Completed clinical trial

Study for which a final clinical study report is
available (see ICH-E2F Guideline, Volume 10 of
the Rules Governing Medicinal Products in the
EU).

See also Clinical trial

Ukoncené klinické skusanie

Stadia, pre ktora bola vypracovana zavere&na
sprava. (pozri ICH-E2F Guideline, Volume 10 of
the Rules Governing Medicinal Products in the
EU).

Pozri tiez Klinické skusanie
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Ongoing clinical trial

Trial where enrolment has begun, whether a hold
is in place or analysis is complete, but for which
a final clinical study report is not available (see
ICH-E2F Guideline, Volume 10 of the Rules
Governing Medicinal Products in the EU).

See alsoClinical trial, Completed clinical trial

Prebiehajuce klinické skuSanie

Klinické skusanie u ktorého zacalo zarad’ovanie
ucastnikov, bez ohl'adu na to, ¢i bolo pozastavené
alebo sa ukoncila analyza, ale pre ktoré nie je
vypracovana zaverecna sprava. (pozri ICH-E2F
Guideline, Volume 10 of the Rules Governing
Medicinal Products in the EU).

Pozri tiez Klinicke skusanie, Ukoncené klinickée
skusanie

Development international birth date (DIBD)
Date of first approval (or authorisation) for
conducting an interventional clinical trial in any
country (see ICH-E2F Guideline, Volume 10 of
the Rules Governing Medicinal Products in the
EU).

Medzinarodny datum narodenia vyvijaného
lieku

Datum prvého schvalenia (alebo povolenia)
interven¢ného klinického skiiSania v
ktoromkol'vek $tate. (pozri ICH-E2F Guideline,
Volume 10 of the Rules Governing Medicinal
Products in the EU).

Development safety update report (DSUR)

Format and content for periodic reporting on
drugs under development (see ICH-E2F
Guideline, Volume 10 of the Rules Governing
Medicinal Products in the EU).

Sprava o hodnoteni bezpe¢nosti vyvijaného
lieku (DSUR)

Format a obsah pre periodické hlasenie o lieku vo
vyvoji. (pozri ICH-E2F Guideline, Volume 10 of
the Rules Governing Medicinal Products in the
EU).

Riadenie/manazment kvality

Audit

A systematic, disciplined, independent and
documented process for obtaining audit evidence
and evaluating it objectively to determine the
extent to which the audit criteria are fulfilled (see
1SO 19011 (3.1)2).

Audit

Systematicky, natrénovany, nezavisly a
dokumentovany proces na ziskavanie dokazov
auditu a ich objektivne vyhodnocovanie pre
urcenie rozsahu, v akom su auditované kritéria
splnené.

(pozri ISO 19011 (3.1)2).

Audit finding(s)

Results of the evaluation of the collected audit
evidence against audit criteria (see ISO19011
(3.4)3).

Audit evidence is necessary to support the
auditor’s results of the evaluation, i.e. the
auditor’s opinion and report. It is cumulative in
nature and is primarily obtained from audit
procedures performed during the course of the
audit.

See also Audit

Nalez auditu

Vysledky hodnotenia nazbieranych dokazov
auditu proti kritériam auditu (pozri ISO19011
(3.4)3).

Dokaz je nevyhnutny na podporu auditorovych
vysledkov hodnotenia, napr. vyjadrenia a spravy
auditora. Podstatou je kumulativny a je primarne
ziskany z postupov vykonavanych v priebehu
auditu.

Pozri tiez Audit

Audit plan

Description of activities and arrangement for an
individual audit (see ISO19011 (3.12)4).

See also Audit

Plan auditu

Opis aktivit a opatreni na vykonanie samotné¢ho
auditu (pozri ISO19011 (3.12)4).

Pozri tiez Audit

Audit programme

Set of one or more audits planned for a specific
timeframe and directed towards a specific
purpose (see ISO 19011 (3.11)5).

Program auditu

Stbor jedného, alebo viacerych auditov
naplanovanych pre konkrétny ¢asovy ramec a
zamerany na Specificky ucel (pozri ISO 19011
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See also Audit

(3.11)3).
Pozri tiez Audit

Audit recommendation

Describes the course of action management
might consider to rectify conditions that have
gone awry, and to mitigate weaknesses in
systems of management control (see Sawyer LB
etal, 2003).

Audit recommendations should be positive and as
specific as possible. They should also identify
who is to act on them (see Sawyer LB et al,

2003).

See also Audit

Odporucanie auditu

Opisuje spdsob, akym mdze manazment zvazit’
napravu podmienok, ktoré sa nedodrzali a znizit’
slabiny v systémoch riadenia kontroly (pozri
Sawyer LB et al., 2003).

Odporucania auditu by mali byt’ pozitivne a ¢o
najkonkrétnejsie. Tiez by mali identifikovat
osoby, ktoré sa majui nimi zaoberat’ (Sawyer LB et
al, 2003).

Pozri tiez Audit

Quality adherence

Carrying out tasks and responsibilities in
accordance with quality requirements /IR
520/2012 Art 8(3)].

See also Quality requirements

Dodrziavanie kvality

Vykonéavanie tloh a povinnosti v sulade s
poziadavkami na kvalitu [Vykondvacie
nariadenie 520/2012 CI. 8(3)].

Pozri tiez PozZiadavky na kvalitu

Quality assurance
See Quality control and assurance

Zabezpecovanie kvality
Pozri: Kontrola a zabezpecovanie kvality

Quality control and assurance

Monitoring and evaluating how effectively the
structures and processes have been established
and how effectively the processes are being
carried out /IR 520/2012 Art 8(3)].

This applies for the purpose of fulfilling quality
requirements.

See also Quality requirements

Kontrola a zabezpecovanie kvality
Monitorovanie a vyhodnocovanie efektivnosti
zavedenia Struktir a procesov a efektivnosti
vykonavania procesov [Vykonavacie nariadenie
520/2012 ClL. 8(3)]..

Toto sa tyka plnenia poziadaviek na kvalitu.
Pozri tiez Poziadavky na kvalitu

Quality improvements

Correcting and improving the structures and
processes where necessary [IR 520/2012 Art
8(3)].

This applies for the purpose of fulfilling quality
requirements.

See also Quality requirements

ZlepSovanie kvality

Naprava a zlepSovanie Struktar a procesov ak je
to potrebné [Vykondvacie nariadenie 520/2012
CL. 8(3)].

Toto sa tyka plnenia poziadaviek na kvalitu.
Pozri tiez PoZiadavky na kvalitu

Quality of a pharmacovigilance system

All characteristics of the pharmacovigilance
system which are considered to produce,
according to estimated likelihoods, outcomes
relevant to the objectives of pharmacovigilance.
See also Pharmacovigilance system, Quality
system of a pharmacovigilance system

Kvalita systému farmakovigilancie

Vsetky charakteristiky systému
farmakovigilancie, ktoré podl'a odhadovane;j
pravdepodobnosti vytvaraji predpoklad na
dosiahnutie vysledkov, ktoré su relevantné pre
ciele farmakovigilancie.

Pozri tiez Systém farmakovigilancie, Systém
kvality pre systém farmakovigilancie

Quality objectives
See Quality requirements

Ciele kvality
Pozri: PozZiadavky na kvalitu

Quality planning

Establishing structures and planning integrated
and consistent processes [IR 520/2012 Art 8(3)].
This applies for the purpose of fulfilling quality
requirements.

See also Quality requirements

Planovanie kvality

Vybudovanie $truktar a planovanie integrovanych
a ucelenych procesov [Vykonavacie nariadenie
CL 8(3)].

Toto sa tyka plnenia poziadaviek na kvalitu.
Pozri tiez PoZiadavky na kvalitu
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Quality requirements

Those characteristics of a system that are likely
to produce the desired outcome, or quality
objectives.

See also Pharmacovigilance system, Quality
system of a pharmacovigilance system

Poziadavky na kvalitu

Také charakteristiky systému, ktoré umoznuju
dosahovanie pozadovanych vysledkov alebo
cielov kvality.

Pozri tiez Systéem farmakovigilancie, Systém
kvality pre systém farmakovigilancie

Quality system of a pharmacovigilance system
The organisational structure, responsibilities,
procedures, processes and resources of the
pharmacovigilance system as well as appropriate
resource management, compliance management
and record management [IR 520/2012 Art 8(2)].
The quality system is part of the
pharmacovigilance system.

See also Pharmacovigilance system, Quality of a
pharmacovigilance system

Systém kvality pre systém farmakovigilancie
Organizacna Struktara, povinnosti, postupy,
procesy a zdroje systému farmakovigilancie, ako
aj vhodny manazment zdrojov, manazment
dodrziavania stanovenych zasad a manazment
vedenia dokumentécie [Vykonavacie nariadenie
520/2012 Cl. 8(2)].

Systém kvality je sti¢ast'ou systému
farmakovigilancie.

Pozri tiez Systéem farmakovigilancie, Systém
kvality pre systém farmakovigilancie

Upper management

Group of persons in charge of the highest
executive management of an organisation.
Membership of this group is determined by the
governance structure of the organisation. While it
is envisaged that the upper management usually
is a group, the head of the organisation is the one
person at the top of the organisation with ultimate
responsibility for ensuring that the organisation
complies with relevant legislation

Vrcholovy manaZzment

Skupina 0s6b majica na starosti najvyssi
vykonny manazment organizacie.

Clenstvo v tejto skupine vyplyva zo truktiry
riadenia organizacie.

Zatial’ ¢o vrcholovy manazment predstavuje
zvycajne skupinu osob, riaditel’ organizacie
predstavuje jednu osobu, ktora je na Cele
organizacie s definitivnou zodpovednostou
zabezpetit' , aby organizacia spinala prisluiné
pravne normy.

Liek, latka, typy liekov

Medicinal product

Any substance or combination of substances

» presented as having properties for treating or
preventing disease in human beings; or

»  which may be used in or administered to
human beings either with a view to restoring,
correcting or modifying physiological
functions by exerting a pharmacological,
immunological or metabolic action, or to
making a medical diagnosis /DIR
2001/83/EC Art 1(2)].

Liek

a) Akakol'vek latka alebo kombinacia latok s
vlastnost’ami vhodnymi na liecbu alebo prevenciu
ochoreni u I'udi;

alebo

b) Akakol'vek latka alebo kombinacia latok, ktora
sa mdze pouzit’ u ¢loveka alebo ktora moze byt
podana ¢loveku bud’ na ucely obnovenia, Gpravy
alebo zmeny fyziologickych funkcii
prostrednictvom jej farmakologického,
imunologického alebo metabolického i¢inku
alebo na ucely urcenia lekarskej diagnozy
(Smernica 2001/83/ES Cl. 1 ods. 2)
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Name of the medicinal product

The name which may be either an invented name
not liable to confusion with the common name,
or a common or scientific name accompanied by
a trade mark or the name of the marketing
authorisation holder /DIR 2001/83/EC Art
1(20)].

The common name is the international non-
proprietary name (INN) recommended by the
World Health Organization, or, if one does not
exist, the usual common name /DIR 2001/83/EC
Art 1(21)]. The complete name of the medicinal
product is the name of the medicinal product
followed by the strength and pharmaceutical
form.

Nazov lieku

Nazov, ktorym méze byt bud’ vymysleny nazov,
ktory sa neda zamenit’ s beznym nazvom, alebo
bezny ¢i vedecky ndzov, doplneny o obchodnu
zndmku alebo o meno drzitel'a rozhodnutia o
registracii. (Smernica 2001/83/ES CI. 1 ods. 20)

Vseobecny nazov: je medzindrodny autorsky
nechraneny nazov (INN) odporucany Svetovou
zdravotnickou organizaciou alebo ak taky nazov
neexistuje, zvy€ajny vSeobecny nazov (Smernica
2001/83/ES CI. 1 ods. 21). Uplny nézov lieku je
meno lieku spolu so silou a liekovou formou.

Substance

Any matter irrespective of origin which may be
human (e.g. human blood and human blood
products), animal (e.g. micro-organisms, whole
animals, parts of organs, animal secretions,
toxins, extracts, blood products), vegetable (e.g.
micro-organisms, plants, part of plants, vegetable
secretions, extracts), chemical (e.g. elements,
naturally occurring chemical materials and
chemical products obtained by chemical change
or synthesis) /DIR 2001/83/EC Art 1(3)].

Latka

Akakol'vek hmota bez ohl'adu na pdvod, ktory
mobze byt’ l'udsky (napr. 'udska krv a pripravky z
Pudskej krvi), zivo€isny (napr. mikroorganizmy,
celé zvierata, Casti organov, zvieracie sekréty,
toxiny, vytazky, krvné pripravky), rastlinny
(napr. mikroorganizmy, rastliny, Casti rastlin,
rastlinné sekréty, vytazky), chemicky (napr.
prvky, prirodne sa vyskytujuce chemické latky a
chemické latky ziskané chemickou zmenou alebo
syntézou) [Smernica 2001/83/ES CI. 1(3)].
Poznamka: latka sa v lieku nachddza vo forme
lieciva (ucinnej latky), pomocnej latky alebo
nezelanej primesi.

Advanced therapy medicinal product (ATMP)
A medicinal product for human use that is either
a gene therapy medicinal product, a somatic cell
therapy product or a tissue engineered products
as defined in Regulation (EC) No 1394/2007
[Reg (EC) No 1394/2007 Art 1(1)].

Liek na inovativnu liecbu

Liek na humanne pouZitie, ktory je bud’ liekom
na génovu terapiu, lieckom na somaticka bunkovi
terapiu, alebo liekom pripravenym metoédou
tkanivového inzinierstva, ako je definované v
Nariadeni Eurépskeho parlamentu a rady (ES) €.
1394/2007.

[Nariadenie (ES) ¢ 1394/2007 CI. 1(1)].

Generic medicinal product

A medicinal product which has the same
qualitative and quantitative composition in active
substances and the same pharmaceutical form as
the reference medicinal product, and whose
bioequivalence with the reference medicinal
product has been demonstrated by appropriate
bioavailability studies [Reg (EC) No 726/2004

Art 102)(b)].

Genericky liek

Liek, ktory ma rovnaké kvalitativne a
kvantitativne zloZenie lieciv a rovnaku liekova
formu ako referencny humanny liek a ktorého
biologicka rovnocennost’ s referenénym
huméannym liekom bola dok4zané primeranymi
skaskami biologickej dostupnosti [Nariadenie
(ES) ¢. 726/2004 CI. 10(2) (b)].

Herbal medicinal product

Any medicinal product, exclusively containing as
active ingredients one or more herbal substances
or one or more herbal preparations, or one or
more such herbal substances in combination with

Rastlinny liek

Akykol'vek liek obsahujuci ako aktivne zlozky
vyhradne jednu alebo viac rastlinnych latok alebo
jeden alebo viac rastlinnych pripravkov alebo
jednu alebo viac rastlinnych latok v kombinacii s
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one or more such herbal preparations /DIR
2001/83/EC Art 1(30)].

Herbal substances are all mainly whole,
fragmented or cut plants, plant parts, algae, fungi,
lichen in an unprocessed, usually dried, form, but
sometimes fresh. Certain exudates that have not
been subjected to a specific treatment are also
considered to be herbal substances. Herbal
substances are precisely defined by the plant part
used and the botanical name according to the
binominal system [DIR 2001/83/EC Art 1(31)].
Herbal preparations are preparations obtained by
subjecting herbal substances to treatments such
as extraction, distillation, expression,
fractionation, purification, concentration or
fermentation. These include comminuted or
powered herbal substances, tinctures, extracts,
essential oils, expressed juices and processed
exudates /DIR 2001/83/EC Art 1(32)].

jednym alebo s viacerymi rastlinnymi
pripravkami /Smernica 2001/83/ES ClI. 1(30)].

Rastlinné latky su celé rastliny, fragmentované
alebo rezané rastliny, Casti rastlin, riasy, huby,
lisajniky v nespracovanej, zviacsa susenej forme,
ale mozu byt aj Cerstvé. Za rastlinné latky sa
povazuju aj niektoré exsudaty, ktoré neboli
Specificky spracované. Rastlinné latky s presne
definované pouzitou Cast'ou rastliny a botanickym
nazvom podla dvojc¢lenného systému (rod, druh,
odroda a autor) [Smernica 2001/83/ES CI. 1(31)].

Rastlinné pripravky su pripravky ziskané
spracovanim rastlinnych latok, napriklad
extrakciou, destilaciou, lisovanim, frakcionaciou,
purifikaciou, zahustovanim

alebo fermentaciou. Patria sem rozomleté alebo
praskované rastlinné latky, tinktury, extrakty,
silice, §tavy ziskané lisovanim a spracované
exsudaty /Smernica 2001/83/ES CI. 1(32)]..

Homeopathic medicinal product

Any medicinal product prepared from substances
called homeopathic stocks in accordance with a
homeopathic manufacturing procedure described
by the European Pharmacopoeia or, in the
absence thereof, by the pharmacopoeias currently
used officially in the Member States. A
homeopathic medicinal product may contain a
number of principles /DIR 2001/83/EC Art 1(5)].

Homeopaticky liek

Liek ziskany z vyrobku, latky alebo z
homeopatického zakladu homeopatickym
vyrobnym postupom opisanym v Eurépskom
liekopise alebo v liekopise platnom v niektorom
Clenskom State Eurdpskej unie alebo v State, ktory
je zmluvnou stranou Dohody o Eurépskom
hospodarskom priestore (dalej len ,,clensky
stat”). Homeopaticky liek sa moze ziskat z
viacerych homeopatickych zakladov. (Zdkon ¢.
362/2011 Z.z. § 2 ods. 8)-

Traditional herbal medicinal product

A herbal medicinal product that fulfils the
conditions laid down in Article 16a(1) of
Directive 2001/83/EC [DIR 2001/83/EC Art
1(29)], i.e.

(a) it has (an)indication(s) exclusively
appropriate to traditional herbal medicinal
products which, by virtue of their composition
and purpose, are intended and designed for use
without the supervision of a medical practitioner
for diagnostic purposes or for prescription or
monitoring of treatment;

(b) it is exclusively for administration in
accordance with a specified strength and
posology;

(c) it is an oral, external and/or inhalation
preparation;

(d) the period of traditional use as laid down in
Article 16¢(1)(c) has elapsed;

(e) the data on the traditional use of the medicinal
product are sufficient; in particular the product

Tradiény rastlinny liek

Tradi¢ny rastlinny liek je rastlinny liek, ktory
a) je uréeny na pouzivanie bez dozoru lekara na
diagnostiku chordb, liecenie chordb alebo
monitorovanie liec¢by,

b) je ureny na podavanie len podla
$pecifikovaného obsahu a davkovania,

¢) je ureny na peroralne podanie alebo na
vonkajsie pouzitie alebo na inhalaciu,

d) sa dlhodobo pouziva bez dozoru lekara na
diagnostiku chorob, lieCenie chordb alebo
monitorovanie lieCby podl'a poziadaviek
uvedenych v § 65 ods. 1 pism. e),

e) nie je za Specifikovanych podmienok
pouzivania Skodlivy; tidaje o jeho
farmakologickych ui¢inkoch a o jeho ucinnosti st
hodnoverne potvrdené jeho dlhodobym
pouzivanim a skusenostami.

(Zdkon ¢. 362/2011 Z.z., § 64 ods. 4).
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proves not to be harmful in the specified
conditions of use and the pharmacological effects
or efficacy of the medicinal product are plausible
on the basis of long-standing use and experience
[DIR 2001/83/EC Art 16a].

Regarding (d), the product must have been in
medicinal use throughout a period of at least 30
years, including at least 15 years within the EU
(see DIR 2001/83/EC Art 16¢(c) and European
Commission Questions & Answers Document on
Registration of Traditional Herbal Medicinal
Products, 2011).

See also Herbal medicinal product

Ohl'adne bodu d ) je potrebny doékaz publikovany
vo vedeckych pracach o tom, ze tradi¢ny
rastlinny liek alebo rastlinny produkt sa pouzival
na lieCenie najmenej 30 rokov pred datumom
podania ziadosti o registraciu, z toho najmenej 15
rokov v ¢lenskych Statoch.

(pozri Smernica 2001/83/ES CI. 16¢(c)

a European Commission Questions & Answers
Document on Registration of Traditional Herbal
Medicinal Products, 2011).

Pozri tiez Rastlinny liek

Medicinal product derived from human blood
or human plasma

Any medicinal product based on blood
constituents which is prepared industrially by a
public or private establishment, such as a
medicinal product including, in particular,
albumin, coagulating factor(s) and
immunoglobulin(s) of human origin /DIR
2001/83/EC Art 1(10)].

Liek vyrobeny z I'udskej krvi alebo plazmy

Lieky na baze krvnych zloziek, ktoré pripravuju
priemyselnym sposobom Statne alebo sukromné
zariadenia, k takymto liekom patri najma
albumin, koagulacné faktory a imunoglobuliny
T'udského povodu /Smernica 2001/83/ES CI.

1(10)].

Compassionate use of a medicinal product
Making a medicinal product available for
compassionate reasons to a group of patients with
a chronically or seriously debilitating disease or
whose disease is considered to be life-
threatening, and who cannot be treated
satisfactorily by an authorised medicinal product
(the medicinal product concerned must either be
subject of an application for a central marketing
authorisation or must be undergoing clinical
trials) /REG (EC) No 726/2004 Art 83(2)].

Pouzitie lieku z nevyhnutnych dévodov
Spristupnenie lieku z nevyhnutnych dévodov
skupinam pacientov s invalidizujucim,
chronickym alebo zavaznym ochorenim alebo s
ochorenim, ktoré sa poklada za ohrozujuce Zivot,
a ktorych nie je mozné uspokojivo liecit
povolenym liekom. Prislusny liek musi byt’ bud’
predmetom ziadosti o registraciu v stlade s
¢lankom 6 Nariadenia EK 726/2004 alebo musi
byt v klinickom skusani.

Poznamka: Tyka sa liekov regulovanych
Nariadenim EK 726/2004.

[Nariadenie (ES) ¢ 726/2004 CL. 83(2)].

Target population (treatment); synonym:
Treatment target population

The patients who might be treated with the
medicinal product in accordance with the
indication(s) and contraindications in the
authorised product information.

Cielova populicia liecby

Pacienti, ktori by mohli byt lie¢eni danym liekom
v sulade s indikaciami a kontraindikaciami
schvalenymi v informéaciach o lieku.

Informacie o lieku (sucast’ rutinnej farmakovigilancie)

Labelling
Information on the immediate or outer packaging
[DIR 2001/83/EC Art 1(25)].

Oznacenie
Informdcia na vnutornom alebo vonkajSom obale
lieku [Smernica 2001/83/ES CI. 1(25)].

Package leaflet
A leaflet containing information for the user
which accompanies the medicinal product /Dir

Pisomna informacia pre pouZivatela
Letak obsahujuci informaciu pre pouzivatel'a,
ktory je prilozeny k lieku [Smernica 2011/83/ES

A1

| Verzia 28.12.2015 |




2011/83/EC Art 1(26)].

Cl 1(26)].

Summary of product characteristics (SmPC)
Part of the marketing authorisation of a medicinal
product setting out the agreed position of the
product as distilled during the course of the
assessment process which includes the
information described in Article 11 of Directive
2001/83/EC. It is the basis of information for
healthcare professionals on how to use the
product safely and effectively. The package
leaflet is drawn in accordance with the summary
of product characteristics (based on A Guideline
on Summary of Product Characteristics, Volume
2C of the Rules Governing Medicinal Products in
the EU).

Suhrn charakteristickych vlastnosti lieku
Stcast’ rozhodnutia o registracii lieku, ktorym sa
ustanovuje schvalené postavenie lieku vzniknuté
v priebehu posudzovania a ktoré obsahuje
informaciu popisanu v ¢lanku 11 Smernice
2011/83/EK. Je to zakladna informacia pre
zdravotnickych pracovnikov o tom, ako sa ma
liek pouzit’ bezpecne a efektivne. Pisomna
informadcia pre pouZzivatel'a sa pripravuje s sulade
so suhrnom charakteristickych vlastnosti lieku (na
zaklade Guideline on Summary of Product
Characteristics, Volume 2C of the Rules
Governing Medicinal Products in the EU).

Vakciny

Immunological medicinal product
Any medicinal product consisting of vaccines,
toxins, serums or allergen products:
Vaccines, toxins and serums shall cover in
particular agents used to produce
immunity (such as cholera vaccine, BCG, polio

active

vaccine, smallpox vaccine), agents used to
diagnose the state of imunity (including in
particular tuberculin and tuberculin PPD, toxins
for the Schick and Dick Tests, brucellin) and
agents used to produce passive immunity (such
as diphtheria antitoxin, anti-smallpox globulin,
antilymphocytic globulin).

Allergen products shall mean any medicinal
product which is intended to identify or induce
aspecific  acquired  alteration in  the
immunological response to an allergizing agent
[DIR 2001/83/EC Art 1(4)].

BCG
vaccine and PPD for purified protein derivative.

stands for Bacillus Calmette-Guérin

Imunologicky liek

Akykol'vek liek zlozeny z vakcin, toxinov, sér

alebo alergénovych produktov:

(a) k vakcinam, toxinom a séram patria najma:
(1) ¢inidla pouzivané na vyvolanie aktivne;j
imunity, ako je vakcina cholery, BCG, vakciny
obrny, vakcina kiahni;

(i) ¢inidla pouzivané na diagnostikovanie
stavu imunity, zahfiiajiice najma tuberkulin a
PPD tuberkulin, toxiny pre Schickove a
Dickove testy, brucelin;

(ii) ¢inidla pouzivané na vyvolanie pasivnej
imunity, ako je antitoxin zaskrtu,
protikiahiiovy globulin, protilymfocyticky
globulin;

(b) ,,alergénom* sa rozumie akykol'vek liek,

ktorého lohou je zistit’ alebo navodit’ Specifickt

ziskan zmenu imunologickej odpovede na
alergizujtce Cinidlo. (¢lanok 1 ods. 4 Smernice

83/2001)

BCG znamena vakcinu proti tuberkul6ze a PPD

pre purifikovany proteinovy derivat.

Immunisation

The process of making a person immune. For the
context of Considerations P.I, immunisation
refers to the process of making a person immune
to an infection.

See also Vaccination

Imunizicia

Proces, ktorym sa ma stat’ osoba imiinna.

V kontexte Odporacani spravnej
farmakoviglan¢nej praxe sa imunizacia vztahuje
na proces, ktorym sa osoba ma stat’ iminna voci
infekcii.

Pozri tiez Vakcinacia

Target population (vaccine);
Vaccine target population
Persons who might be vaccinated in accordance

synonym:

Cielova populacia pre vakcinaciu
Pacienti, ktori by mohli byt oc¢kovani v sulade s
indikaciami a kontraindikaciami schvalenymi
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with the indication(s) and contraindications in the
authorised product information and official
recommendations for vaccinations.

v informaciach o lieku a oficialnych odporucani
pre vakcinaciu.

Vaccination Vakcinacia

The administration of a vaccine with the aim to | Podanie vakciny s cielom vyvolat’ imunitni
produce immune response. odpoved'.

See also Immunisation Pozri tiez Imunizacia

Vaccine Vakcina

See Immunological medicinal product

Pozri Imunologicky liek

Vaccine pharmacovigilance

The science and activities relating to the
detection, assessment, understanding and
communication of adverse events following
immunisation and other vaccine- or
immunisation-related issues, and to the
prevention of untoward effects of the vaccine
or immunisation (see CIOMS-WHO (1).

In this definition, immunisation means the
usage of a vaccine for the purpose of
immunising individuals (see CIOMS-WHO
(1), which in the EU is preferably referred to
as vaccination (in the report of
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance the terms immunisation
and vaccination are used interchangeably16).
Usage includes all processes that occur after
a vaccine product has left the
manufacturing/packaging site, i.e. handling,
prescribing and administration of the vaccine
(see CIOMS-WHO (1).

An adverse event following immunisation
(AEFI) is any untoward medical occurrence
which follows immunisation and which does
not necessarily have a causal relationship
with the usage of the vaccine. The adverse
event may be any unfavourable or
unintended  sign, abnormal laboratory
finding, symptom or disease. While this
AEFI definition is compatible with the
definition of adverse event applied in the EU,
the AEFI definition is not needed to describe
pharmacovigilance for vaccines in the EU.

However, EU guidance on
pharmacovigilance for vaccines makes use of
the terminology suggested by CIOMS-WHO

Farmakovigilancia, dohlad nad
bezpecnost’ou, vakcein

Vedna oblast’ a aktivity spojené s detekciou,
posudenim, poznanim a informovanim o
neziaducich  u¢inkoch  po  imunizécii
a ostatnych otadzkach spojenych s vakcinami
alebo imunizaciou; a s prevenciou
neziaducich ucinkov po vakcine alebo

imunizécii (pozri CIOMS-WHO (1).

V tejto definicii imunizécia znamena pouzitie
vakciny za ucelom imunizécie 0sob (pozri
CIOMS-WHO (1), ktora sa v EU prednostne
oznacuje ako vakcinacia (v sprave
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance sa terminy imunizécia a
vakcinacia pouZzivaji zamenitel'ne). Pouzitie
zahriuje vSetky procesy, ktoré sa vyskytnu
po tom, ¢o vakcina opusti vyrobné/baliace
miesto, tj. zaobchddzanie, preskripciu
a podanie vakciny (pozri CIOMS-WHO (1).
Poznamka: v slovencine sa okrem vyrazov
imunizdcia a vakcinacia pouzivaju
v rovnakom  vyzname vyrazy ockovanie
a zaockovanie (proces vpravenia ockovacej
latky do organizmu) .

Neziaduca udalost’ po imunizacii (AEFI) je
kazdy nechceny prejav , ktory nasleduje po
imunizécii, a ktory nemusi bezpodmienecne
mat" kauzalny vztah s pouzitim vakciny.
Neziaducou udalostou moze byt kazdy
nepriaznivy a nechceny prejav, abnormalny
laboratorny ndlez, priznak alebo ochorenie.
Nakol'ko definicia AEFI je kompatibilna
s definiciou neziaducej udalosti pouzivanej
v EU, definicia AEFI nie je potrebna pre
popis farmakovigilancie vakein v EU.
Nakol’ko EU odportcania
pre farmakovigilanciu ~ vakcin  vyuzivaju
terminologiu stanovent CIOMS-WHO (1)
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(1) regarding possible causes of adverse
events, turning them into suspected adverse
reactions. A coincidental event is an AEFI
that is caused by something other than the
vaccine product, immunisation error or
immunisation anxiety (see CIOMS-WHO
(D).

See also Adverse event, Immunisation
anxiety-related  reaction, Immunisation
error-related reaction, Vaccine product-
related reaction, Vaccine quality defect-
related reaction, Vaccination

tykajicu sa moznych pri¢in neziaducich
udalosti, ¢im ich prerad’uje medzi podozrenia
na neziaduce reakcie. Koincidencia (ndhodna
udalost’) je AEFI, ktord je vyvolani nie¢im
inym ako vakcinou, chybou v imunizécii
alebo strachu zimunizacie CIOMS-WHO
(1).

Pozri  tiez: Neziaduca udalost, reakcia
suvisiaca zo strachu z imunizdcie, reakcia
suvisiaca s chybou v imunizdcii, Reakcia
suvisiaca s vakcinou, reakcia  suvisiaca
s chybou kvality vakciny, Vakcinacia.

Vaccine product-related reaction

An adverse event following immunisation
that is caused or precipitated by a vaccine
due to one or more of the inherent properties
of the vaccine product (see CIOMS-WHO

(1).
In this definition immunisation means the
usage (handling, prescribing and

administration) of a vaccine for the purpose
of immunising individuals (see CIOMS-
WHO (1), which in the EU is preferably
referred to as vaccination (in the report of
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance the terms immunisation
and vaccination are used interchangeably).

Reakcia savisiaca s vakcinou
Neziaduca udalost’ po imunizacii, ktora je

vyvoland  alebo  urychlena  vakcinou
v dosledku  jednej alebo viacerych
prirodzenych  vlastnosti  vakciny  (pozri

CIOMS-WHO17).

V tejto definicii imunizécia znamena pouzitie
vakciny (zaobchadzanie, preskripciu
a podanie) za ucelom imunizacie osob (pozri
CIOMS-WHO (1), ktora sa v EU prednostne
oznacuje ako vakcinacia (v  sprave
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance sa terminy imunizacia
a vakcindcia pouzivaju zamenitelne).

See also Adverse reaction, Vaccine
pharmacovigilance Pozri tiez Neziaduca reakcia,
farmakovigilancia vakcin,
LAl | Verzia 28.12.2015




Immunisation anxiety-related reaction

An adverse event following immunisation
arising from anxiety about the immunisation
(see CIOMS-WHO (1).

In this definition immunisation means the
usage (handling, prescribing and
administration) of a vaccine for the purpose
of immunising individuals (see CIOMS-
WHO (1), which in the EU is preferably
referred to as vaccination (in the report of
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance the terms immunisation
and vaccination are used interchangeably).
See also Adverse reaction, Vaccine
pharmacovigilance, Vaccination

Reakcia suvisiaca zo strachu z imunizacie
Neziaduca udalost’ po imunizécii vyplyvajuca
zo strachu z imunizécie (pozri CIOMS-WHO
(D).

V tejto definicii imunizdcia znaci pouzitie
vakciny (zaobchédzanie, preskripciu
a podanie) za ucelom imunizéacie oséb (pozri
CIOMS-WHO (1), ktora sa v EU prednostne
oznacuje ako vakcinacia (v sprave
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance sa terminy imunizacia
a vakcinacia pouzivaju zamenitel'ne).
Pozri tiez Neziaduca

farmakovigilancia vakcin, vakcinacia

reakcia,

Immunisation error-related reaction

An adverse event following immunisation
that is caused by inappropriate vaccine
handling, prescribing or administration and
thus by its nature is preventable (see
CIOMS-WHO (1).

In this definition immunisation means the
usage (handling, prescribing and
administration) of a vaccine for the purpose
of immunising individuals (see CIOMS-
WHO (1), which in the EU is preferably
referred to as vaccination (in the report of
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance the terms immunisation
and vaccination are used interchangeably
10).

Inappropriate refers to wusage (handling,
prescribing and administration) other than
what is licensed and recommended in a given
jurisdiction based on scientific evidence or

expert recommendations (see CIOMS-WHO
(1).
See also Adverse reaction, Vaccine

pharmacovigilance, Vaccination

Reakcia suvisiaca s chybou v imunizacii
Neziaduca udalost’ po imunizacii, ktora je
vyvoland  nespravhym zaobchadzanim
s vakcinou, nespravnou preskripciou alebo
podanim a je vo svojej podstate preventabilna
(pozri CIOMS-WHO (1).

V tejto definicii imunizdcia znaci pouZitie
vakciny (zaobchadzanie, preskripciu
a podanie) za Gelom imunizacie oséb (pozri
CIOMS-WHO (1), ktora sa v EU prednostne
oznacuje ako (v sprave CIOMS/WHO
Working Group on Vaccine
Pharmacovigilance sa terminy imunizéacia
a vakcindcia pouzivaji zamenitel'ne).

Nevhodné sa vztahuje na  pouzitie
(zaobchadzanie, preskripcia a podanie) ing,
ako je schvalené aodporucané v danej
jurisdikcii zaloZenej na vedeckych dokazoch
alebo odporucani odbornikov (pozri CIOMS-
WHO (1).
Pozri reakcia,

tiez NeZiaduca

farmakovigilancia vakcin, vakcinacia

A1

| Verzia 28.12.2015




Vaccine quality defect-related reaction

An adverse event following immunisation
that is caused or precipitated by a vaccine
that is due to one or more quality defects of
the  vaccine product including its
administration device as provided by the
manufacturer (see CIOMS-WHO (1).

In this definition immunisation means the
usage (handling, prescribing and
administration) of a vaccine for the purpose
of immunising individuals (see CIOMS-
WHO (1), which in the EU is preferably
referred to as vaccination (in the report of
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance the terms immunisation
and vaccination are used interchangeably).
For the purpose of this definition, a vaccine
quality defect is defined as any deviation of
the vaccine product as manufactured from its
set quality specifications (see CIOMS-WHO

(1).
See also Adverse reaction, Vaccine
pharmacovigilance

Reakcia suvisiaca s chybou v kvalite
vakciny

Neziaduca udalost’ po imunizécii, ktord je
vyvoland  alebo  urychlenda  vakcinou,

v dosledku jednej alebo viacerych chyb
v kvalite vakciny vratane pomodcky na jej
podanie, ktoré dodava vyrobca (pozri
CIOMS-WHO (1).

V tejto definicii imunizdcia znaci pouzitie
vakciny (zaobchédzanie, preskripciu
a podanie) za ucelom imunizéacie oséb (pozri
CIOMS-WHO (1), ktora sa v EU prednostne
oznacuje ako vakcinacia (v sprave
CIOMS/WHO Working Group on Vaccine
Pharmacovigilance sa terminy imunizacia
a vakcinacia pouzivaju zamenitel'ne).

Pre ucely tejto definicie je chyba v kvalite
vakciny definovand ako kazdd odchylka
vyrobenej vakciny od jej Specifikacii kvality
(pozri CIOMS-WHO (1).

Pozri tiez NeZiaduca reakcia,

farmakovigilancia vakcin

Vaccination failure

Vaccination failure due to actual vaccine
failure or failure to vaccinate (see CIOMS-
WHO (1).

Vaccination failure may be defined based on
clinical endpoints or immunological criteria,
where correlates or surrogate markers for
disease protection exist. Primary failure (e.g.
lack of seroconversion or seroprotection)
needs to be distinguished from secondary
failure (waning immunity) (see CIOMS-
WHO (1).
See also
vaccinate

Vaccine failure, Failure to

Zlyhanie vakcinacie

Zlyhanie vakcinacie v dosledku zlyhania
vakciny alebo v dosledku nespravneho
podania vakciny (pozri CIOMS- WHO (1).
Zlyhanie vakcinacie moZze byt definované na
zaklade klinickych koncovych ukazovatel'ov
alebo imunologickych  kritérii, pri¢om
existuju vzdjomné vztahy alebo ndhradné
ukazovatele svedCiace o ochrane pred
ochorenim. Primarne zlyhanie (t.j. chybanie
sérokonverzie alebo  séroprotekcie) je
potrebné odliSit od sekundarneho zlyhania

(odznenie, vyvanutie imunity) (pozri
CIOMS-WHO (1)

Pozri  tiez Zlyhanie vakciny, zlyhanie
vakcindcie

Failure to vaccinate

An indicated vaccine was not administered
appropriately for any reason (see CIOMS-
WHOS).

For interpreting what is appropriate, consider
the explanatory note for Immunisation error-
related reaction.

See also Vaccination failure

Zlyhanie podania vakciny
Indikovana vakcina nebola podana spréavne z
akéhokol'vek dovodu (pozri CIOMS-WHO).

Na urcenie, ¢o je spravne, pozri vysvetlivky
pre Reakciu stvisiacu s chybou v imunizacii.
Pozri tiez Zlyhanie vakcindcie.
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Vaccine failure

Confirmed or suspected vaccine failure.
Confirmed clinical vaccine failure
Occurrence of the specific vaccine-
preventable disease in a person who is
appropriately and fully vaccinated taking into
account the incubation period and the normal
delay for the protection to be acquired as a
result of immunisation (see CIOMS-WHO

(D.

Suspected clinical vaccine failure

Occurrence of disease in an appropriately
and fully vaccinated person, but the disease
is not confirmed to be the specific vaccine-
preventable disease, e.g. disease of unknown
serotype in a fully vaccinated person (based
on CIOMS-WHO (1).

Confirmed immunological vaccine failure
Failure of the vaccinated person to develop
the accepted marker of protective immune
response after being fully and appropriately
vaccinated, as demonstrated by having tested
or examined the vaccinated person at an
appropriate time interval after completion of
immunisation (based on CIOMS-WHO (1).

Suspected immunological vaccine failure
Failure of the vaccinated person to develop
the accepted marker of protective immune
response after being fully and appropriately
vaccinated, but with the testing or
examination of the vaccinated person done at
an inappropriate time interval after
completion of immunisation (based on
CIOMS-WHO (1).

For interpreting what means appropriately
vaccinated, consider the explanatory note for
Immunisation error-related reaction.

See also Vaccination failure

Zlyhanie vakciny

Potvrdené alebo suspektné zlyhanie vakciny.
Potvrdené klinické zlyhanie vakciny.

Vyskyt ochorenia, proti ktorému mé vakcina
chranit, uspravne auplne zaockovanej
osoby, beric do uvahy inkubaény cas
a normalny interval pre ziskanie ochrany ako
vysledok imunizacie.

Suspektné klinické zlyhanie vakciny

Vyskyt ochorenia u spravne a plne ockovanej
osoby, ale nie je potvrdené, ze ide o
Specifické vakcinou preventabilné ochorenie,
napr. ochorenie neznameho sérotypu u plne
zaoCkovane] osoby (zaloZzen¢ na CIOMS-
WHO (1).

Potvrdené imunologické zlyhanie vakciny

Za imunologické zlyhanie vakciny sa
povazuje nedostato¢né vytvorenie
akceptovatelného ukazovatel'a protektivnej
imunitnej odpovede u vakcinovanej osoby
potom, ¢o bola plne a spravne zaockovana, ¢o
je potvrdené testovanim alebo sledovanim
vakcinovanej osoby vo vhodnom c¢asovom
intervale po ukonceni ockovania.

Suspektné imunologické zlyhanie vakciny

Za suspektné imunologické zlyhanie vakciny
sa  povazuje nedostatotné  vytvorenie
akceptovatelného ukazovatela protektivnej
imunitnej odpovede u vakcinovane] osoby
potom co bola plne a spravne zaockovana,
avSak testovanie alebo sledovanie
vakcinovane] osoby sa uskuto¢nilo v
nevhodnom casovom intervale po ukonceni
ockovania.

Na urcenie, ¢o je spravne zaockovanie, pozri
vysvetlivky pre Reakciu stvisiacu s chybou
imunizacie.

Pozri tiez Zlyhanie vakcindcie

(1) Council for International Organizations of Medical Sciences (CIOMS). Definition and
application of terms of vaccine pharmacovigilance (report of CIOMS/WHO Working Group
on Vaccine Pharmacovigilance). Geneve: CIOMS; 2012.
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