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ucinnd latka

hodnotenie systémov a procesov v ramci liekovej agentury
lieky registrované centralnou procedurou

certifikat potvrdzujlci, e dany vyrobok spifia vietky poziadavky v ramci EU
Vybor pre lieky na humanne pouZitie

dotknuty ¢lensky Stat

certifikat o lieku podla schémy SZO

Standardizovany technicky dokument
decentralizovand procedura

elektronicky Standardizovany technicky dokument s pripojenym .xml siborom
Eurdpsky riadiaci urad pre kvalitu liekov

Eurdpska liekova agentura

Eurdpska unia

Vybor pre rastlinné lieky

kontrolné laboratérium

veduci ¢lensky Stat

dohoda o vzajomnom uznavani

procedura vzajomného uznavania

Ministerstvo financii SR

studia dohladu nad trhom

Ministerstvo zdravotnictva SR

elektronicky Standardizovany technicky dokument
nehody, poruchy, zlyhania zdravotnickych pomocok
oficialna kontrolna autorita pre prepustanie oc¢kovacich latok a krvnych derivatov
Uradne uréené laboratérium na kontrolu lieciv
omamné a psychotropné latky

Eurdpsky liekopis

Schéma spoluprace farmaceutickej inSpekcie
pisomna informdcia pre pouzivatela

Vybor pre hodnotenie rizik liekov

Sprava o periodickom hodnoteni bezpecnosti lieku
Studie testov sposobilosti

referencny clensky stat

opakovana procedura

spravna velkodistribu¢nd prax

suhrn charakteristickych vlastnosti lieku

spravna prax pripravy transfuznych liekov

spravna vyrobna prax

Statny Ustav pre kontrolu lieciv, $tatny dstav

Urad pre normalizaciu, metroldgiu a skigobnictvo SR
Svetova zdravotnicka organizacia

zdravotnicke pomocky
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PRIHOVOR RIADITELA

Hlavnym a dlhodobym poslanim Statneho ustavu
je zabezpecit pre pacientov v SR ucinné, bezpecné
a kvalitné lieky a zdravotnicke pomécky, vykonavat
dohlad nad trhom s liekmi a zdravotnickymi poméc-
kami a poskytovat pre pacientov a odbornu verejnost
pozadované informacie o liekoch a zdravotnickych
pomaockach.

Hlavné ciele Ustavu pre rok 2016 su:

» zabezpeclit, aby lieky a zdravotnicke pomécky
v Slovenskej republike spliali prislusné standardy
na ucinnost, bezpecnost a kvalitu,

e vykonavat dohlad nad jednotlivymi ¢lankami
v systéme liekového retazca od vyrobcu azZ po le-
karen alebo vydajiu zdravotnickych pomécok,

e dodrzZiavat princip medzindrodnej standardizacie
a harmonizacie v jednotlivych oblastiach odbor-
nej ¢innosti,

e aktivne sa zapdjat do prace v ramci siete lieko-
vych agentdr HMA a v ramci Eurdpskej liekovej
agentury,

e aktivne sa podielat na presadzovani liekovej po-
litiky v Slovenskej republike za Gc¢elom ochrany
zdravia alebo efektivneho navratenia zdravia slo-
venskym pacientom.

Pr

naplneni cielov je dblezité:

e poznat a uplatiiovat procesné postupy definované
v ndrodnych aj eurépskych pravnych predpisoch,

e neustdle sledovat a ovladat odborné poziadavky,
normy a $tandardy, ktoré sa v krajinach EU vyZa-
duju,

e zohladriovat redlne lie¢ebné postupy zdravotnic-
kych pracovnikov v suvislosti s pouzivanim liekov
a zdravotnickych pomaocok v Slovenskej republike.

Vyro¢nd sprdva o ¢innosti Statneho Ustavu pre kon-
trolu lieciv, ktorud predkladdme verejnosti, obsahuje
zakladné ukazovatele plnenia odbornych uloh jednot-
livych oddeleni podla organizaéného Clenenia, vrata-
ne ekonomickych a personalnych Gdajov za rok 2015.

Z predkladanej vyrocnej spravy vyplyva, Ze pracovnici
Statneho Ustavu riesia ¢innosti nielen v rdmci Sloven-

skej republiky, ale postupne sa zapajaju aj do aktivit
v rdmci siete liekovych agentur HMA a do povinnosti
Eurdpskej liekovej agentury, ktoré nam ukladaju prav-
ne predpisy a ktoré ovplyvnuju liekovu politiku Slo-
venskej republiky.

V ostatnych rokoch je aktivita vedenia Ustavu zamera-
na na tri zdkladné oblasti:

e identifikdcia procesov a zodpovednosti jednot-
livcov pre plnenie uloh statneho ustavu, ktoré
musia organizacné Utvary riesit v zmysle platnych
pravnych predpisov (so zameranim na aktualiza-
ciu poziadaviek vyplyvajucich z novych pravnych
predpisov v oblasti falSovanych liekov, vigilancie,
klinickych skusok, distriblcie a reexportu liekov,
oblast zdravotnickych pomdcok, drogovych pre-
kurzorov a pod.).

e posilnenie expertiznej ¢innosti pracovnikov Stat-
neho Ustavu za Uucelom aktivheho zapojenia sa do
medzinarodnej spoluprace v zmysle nariadeni EU
a zdkona o liekoch a zdravotnickych pomockach
pre potreby zdravotnickych pracovnikov a pacien-
tov v SR.

e vytvdranie vhodnych pracovnych podmienok za-
mestnancov $tdtneho Ustavu so zameranim na
posiliovanie odbornosti a organizacie prace na
jednotlivych organizaénych utvaroch.

Najblizsie obdobie bude ¢innost ustavu ovplyviiovat
aj stratégia prijatd v ramci siete liekovych agentur
HMA na roky 2016 — 2020. Stratégia obsahuje 11 za-
kladnych priorit v liekovej politike z pohladu regulacie

INTRODUCTION

FROM EXECUTIVE DIRECTOR

The main mission of the State Institute is to ensure
effective, safe and quality of human medicinal products
and medical devices for the patients in the Slovak Re-
public, perform market surveillance of medicinal pro-
ducts and medical devices, and provide professionals
and public with relevant information about medicinal
products and medical devices.

The main aims of the SIDC in 2016 are to:

e ensure that medicinal products and medical devi-
ces in the Slovak Republic meet up to date stan-
dards for efficiency, safety and quality,

e perform surveillance of supply chain to dispense
medicines safer and more secure,

e promote international standardization and harmo-
nization in expertise activities,

e participate more actively in the work of network of
Medicines Agencies in EU and within the European
Medicines Agency,

e promote understanding of the risks and benefits of
medicines and medical devices leading to safer and
more effective use in the frame of health policy of
the country.

To meet the aims, the agency strategic objectives are:

e understand and apply processes defined by natio-
nal legislation as well as European legislation,

¢ monitor and recognize professional needs in Slovak
Republic, as well as norms and standards required
in EU countries,

e strengthen internal systems that collect and use
information about performance of medicines and
medical devices and their use in real practice.

Presented annual report of the State Institute for Drug
Control provides overview and activities according to
organisational scheme including information on opera-
tional funding and human resources data for 2015.

By assessing the task of the agency it is obvious that
processes in daily work involves not only ,,national” ac-
tivities but more and more need for EU collaboration

within national competent authorities in EU and EMA.

To deliver our objectives, management of the agency
defines vision and scope of roles since last years in 3
key areas:

¢ analysing of key business processes and individu-
al responsibilities and allocated new tasks to staff
members according organisational chart in line
with the new legislation (focusing on updating
requirements as a consequence of updated legis-
lation on falsified medicinal products, vigilance,
clinical trials, distribution and re-export of medi-
cinal products, the field of medical devices and
drug precursors, clinical trial regulation, etc.),

e strengthening expertize activities of the State In-
stitute’s assessors and staff for more involvement
in activities in cooperation with EU regulatory
agencies,

¢ build up more adequate working conditions for
employees of the State Institute for motivating
staff to achieve the tasks,

In the upcoming period, the strategy adopted within
HMA network for the years 2016-2020 will be reflected
in the activities of our agency. In terms of drug regula-
tion, the strategy consists of 11 main drug policy prio-
rities, whereas the main motto of the Medicines Agen-
cies is to ensure effective, quality and safe medicinal
products for patients in the EU.



liekov, pricom hlavnym mottom liekovych agentur
je zabezpeéi}t’ ucinné, kvalitné a bezpecné lieky pre
pacientov EU.

V roku 2016 nas preto €akaju znovu narocné ulohy
vo vSetkych oblastiach, hlavne vsak implementacia
novych uloh do stcéasnych postupov, najma v oblasti
IT a databdz o liekoch a v oblasti rieSenia expertiznej
¢innosti v rdmci siete liekovych agentur HMA.

Statny ustav pre kontrolu liec¢iv bude v druhom polro-
ku 2016 organizovat v ramci predsednictva SR v Rade
EU sériu odbornych podujati, na ktorych budu za-
stupcovia liekovych agentur pod vedenim SUKL ana-
lyzovat plnenie svojich tloh vyplyvajlcich z pravnych
predpisov EU.

V poslednom obdobi je v oblasti ¢innosti Statne-
ho Ustavu zrejmy trend zvySovania poZiadaviek na
jednotlivé ulohy, prijimanie stanovisk a rozhodnuti
vzhladom na najnovsie odborné poznatky, stanovo-
vanie novych uloh, ktoré vyplyvaju hlavne z pravnych
predpisov EU v oblasti liekovej politiky.

Mnohé z tychto uUloh si uz od roku 2014 sudéastou
nasich postupov, na mnohé z nich sa statny Ustav
postupne pripravuje. Napriklad nové nariadenie EU
o klinickych studiach je uz v platnosti, ¢o pre pracov-
nikov Statneho Ustavu znamena vyrazné a zdsadné
zmeny v ¢innostiach v tejto oblasti. Prebiehaju inten-
zivne pripravy na plnenie novych uloh a v tejto oblas-
ti vyvijame aj intenzivny tlak na pracovnikov Sekcie
farmacie a liekovej politiky MZ SR. V zaverecnej faze
pripravy je taktiez pravny predpis EU — nariadenie
o zdravotnickych pomockach, ktoré takisto prinesie
nové zasadné poziadavky na nasu &innost. Sucasné
postupy pre plnenie uUloh v oblasti farmakovigilancie
liekov ovplyviiuju vyznamnym spbsobom nové pozia-
davky vyplyvajuice zo smernice EU o farmakovigilan-
cii, ktoré sa postupne uvdadzaju do praxe.

Povinnostou pracovnikov statneho Ustavu je pripravit
sa na plnenie tychto novych uloh. To je hlavhym dé-
vodom na optimalizaciu organizacie Statneho Ustavu
a poziadavka na efektivne plnenie uloh na vsetkych
usekoch ¢innosti a zaroven na identifikaciu mnozstva
novych uloh aj zo strany nadriadeného organu — Mi-
nisterstva zdravotnictva. Vyvijame preto aktivity na
Uzku spolupracu so zodpovednymi pracovnikmi MZ
SR pri prijimani vSetkych pravnych predpisov a na za-
bezpecenie redlnych podmienok na Uspesné plnenie
novych uloh.

Vo vyroénej sprdve za rok 2015 predkladdme verej-
nosti najpodstatnejsie ukazovatele o Cinnosti Statne-
ho Ustavu. Su tu uvedené a analyzované hlavné uka-
zovatele ¢innosti pracovnikov Statneho Ustavu, ktoré
spocivaju v nasledovnych oblastiach:

e prijimanie Ziadosti o registraciu a zabezpecenie
¢innosti spojenych s registraciou a dostupnostou
ucinnych a bezpecnych humannych liekov,

e sledovanie, analyza a odborné vyhodnotenie
hlaseni o podozreni na neziaduce ucinky liekov
a zdravotnickych pomocok a prijimanie adekvat-
nych opatreni pre spravne pouzivanie human-
nych liekov a zdravotnickych pomécok,

e posudzovanie a povolovanie klinickych studii na
uzemi Slovenskej republiky za ucelom klinického
skusania lieku pri vyvoji novych lie€ebnych po-
stupov pre pacientov v Slovenskej republike, ale
aj v krajinach EU,

e vykondvanie inSpekcii na usekoch humannej far-
macie, na zaklade identifikacie rizik a planovania
s dérazom na prevenciu vzniku nedostatkov pri
vyrobe, velkodistribucii liekov, zdravotnickych
pomécok a v zariadeniach lekdrenskej starostli-
vosti,

e kontrolno-analytickd c¢innost pre overenie do-
drziavania kvality liekov pocas celého Zivotného
cyklu lieku,

e prijimanie Ziadosti a vyddvanie rozhodnuti pre
subjekty na zaobchadzanie s drogovymi prekur-
zormi,

e odborna ¢innost pri hodnoteni Géinnosti a bez-
pecnosti humannych liekov, kontrolou kvality
a farmakovigilancie pre humanne lieky v rdmci
siete liekovych agentur v krajinach EU a pre Eu-
répsku liekova agenturu.

Dovolte, aby som podakoval vSetkym pracovnikom
Stadtneho Ustavu za plnenie pracovnych povinnosti
v roku 2015. Pre efektivne plnenie novych uloh v na-
sledujucom roku bude velmi potrebny aktivny a zod-
povedny pristup vietkych pracovnikov SUKL, ako aj
efektivna spolupraca medzi pracovnikmi jednotlivych
organizacnych utvarov a taktieZz zodpovedny pristup
vSetkych zamestnancov k pridelenym tdloham.

Chcem vyjadrit presvedcenie, Zze napriek novym po-
Ziadavkam, ktoré vyrazne ovplyvriuji nasu ¢innost, sa
nam podari zvladnut dlohy na jednotlivych tdsekoch
$tatneho Ustavu aj v roku 2016. Zvlast chcem vyjad-
rit presvedcéenie, Ze ¢innost, pocas historicky prvého
predsednictva SR v Rade EU, ndm umoini posilnit
nase povedomie a plnenie Uloh na medzinarodnej
drovni.

PharmDr. Jan Mazag

ved luZobného Uradu a riaditel

Therefore, in 2016, challenges in all aspects are here,
mainly implementation of new tasks from new legis-
lation, especially in the field of telematics, databases
for medicines and in the field of expert activities in the
frame of network of medicines agencies in EU.

From July 2016 Slovak Republic is for the first time in
the role of the Slovak Presidency of the Council of EU.
State Institute for Drug Control will organize number
of expert meetings within the Slovak Presidency of
the Council of EU, where representatives of Medicines
agencies from EU, chaired by experts from SIDC, will
discuss regulatory topics of medicines and medical de-
vices.

Regulation of medicines in Europe overwent since past
50 years substantial changes and evolution. Legal fra-
mework continues to evolve and has to be integrated
in processes of our agency to keep our role as a gateke-
eper who protects public health by ensuring the safety
and efficacy of medicines.

Undoubtedly the main achievement of 2014 was adop-
tion of our policy when we implemented provisions
from the pharmacovigilance legislation, Falsified me-
dicines Directive and further strengthening support of
working conditions for the staff of agency.

Collaboration and mutual communication among pub-
lic organisations and our agency when dealing with
health policy measures, particularly with Ministry
of health is of interest to find and promote the most
adaptable solutions for the needs of patients in Slovak
republic. This refers especially when new legislation is
under consideration either on national level or in the
framework of EU legislation.

Our agency operates in fast-paced environment and as
in the previous year we have seen changes in require-
ments, new tasks, economic pressures in our daily
work. Environment in which we are operating is not
only changing (new and more tasks, demand on effec-
tive re-allocation of resources) but also is getting even
more complex in framework of EU territory end even
worldwide.

In such a changing environment and increasing expec-
tations from public, patients, professionals and other
stakeholders achievement of our goals only is possible
with highly professional staff, effectively motivated
with active involvement in processes and decisions.

2015 was an exciting year for SIDC. It was a very busy
year and it has demonstrated once again that the en-
vironment in which we are operating is ever-changing,
continuously presenting new challenges.

Annual report highlights activities and achievements of
SIDC 0f2015 focusing on principal activities and results
of:

¢ marketing authorisation activities of human me-
dicines, variations, renewal procedures,

e monitoring of signals, suspect adverse medicines
reactions and medical device events including
risk minimisation activities in this regard,

e clinical trial approval activities,

¢ inspections in medicine supply chain to ensure
secure dispense of medicines to patients,

e quality control activities of medicines to verify
the compliance with standards for authorised
medicines in Slovak republic,

e authorisation for subjects operating with drug
precursors,

e international EU collaboration in the field of eva-
luation and quality control of human medicines
with medicine agencies in EU territory and EMA.

The agency’s achievements over the past year would
not have been possible without the expertise and de-
dication of its staff. That high level of commitment has
been a constant theme of the agency throughout the
agency and has been identified as the key to its suc-
cess. | would also like to pay tribute to the work of the
many independent experts whose deliberations help
inform SIDCs activities and regulatory decisions.

We have many exciting opportunities ahead of us and
| am confident we will meet the challenges we face in
future.

PharmDr. Jan Mazag
and Head of Service Office



POSOBNOST

STATNEHO USTAVU

Ulohy §tatneho Ustavu

P&sobnost SUKL definuje § 129 zakona €. 362/2011 Z.
z. o liekoch a zdravotnickych pomdckach a o zmene
a doplneni niektorych zdkonov v platnom zneni. Zak-
ladné ulohy $tatneho Ustavu suvisia s/so:

e spracovavanim Ziadosti o klinické skusanie
a schvalovanim klinickych studii,

e zabezpecovanim Cinnosti spojenych s registraciou
a dostupnostou kvalitnych, bezpeénych a ucin-
nych humannych liekov,

e vydavanim povoleni na zaobchadzanie s drogovy-
mi prekurzormi,

e spracovavanim hlaseni o neZiaducich ucinkoch
registrovanych liekov,

e spracovavanim hlaseni rychlej vystrahy pri podo-
zreni na nekvalitu lieku na trhu,

e vykondvanim kontrolnej a Standardizacnej labo-
ratérnej ¢innosti pri hodnoteni kvality, U¢innosti
a bezpecnosti liekov a lieciv,

e vykondvanim funkcie statneho inSpekéného orga-
nu v oblasti spravnej klinickej praxe, spravnej far-
makovigilancnej praxe, spravnej vyrobnej praxe,
spravnej velkodistribucnej praxe, spravnej praxe
pripravy transfuznych liekov a spravnej lekaren-
skej praxe,

e zabezpedovanim cinnosti spojenych s registra-
ciou, evidenciou a vigilanciou zdravotnickych po-
mocok, ako i trhovym dohladom nad zdravotnic-
kymi pomockami,

e pripravou a vydavanim Slovenského farmaceutic-
kého kddexu a spolupracou na Eurépskom liekopise,

e vykondvanim statneho dozoru v oblasti reklamy
humannych liekov v printovych médiach a na we-
bovych strankach,

e sucinnostou s orgdnmi Statnej spravy pri podo-
zreni na falSovanie liekov,

e zberom, monitoringom a analyzou Udajov o vyvo-
ze liekov zo SR.

Medzinarodna spolupraca

Medzi hlavné ulohy statneho Ustavu sa i v roku 2015
radila spolupraca so zahrani¢nymi institdciami v ram-
ci Rady Eurépy, s Eurdpskou liekopisnou komisiou ako

aj spolupraca v ramci eurdpskej siete farmaceutic-
kych ¢innosti v oblasti kvality lieiv a ich monitoringu.

Statny Ustav udrZiaval a dalej rozvijal bilateralne kon-
takty s Eurdpskou komisiou a jednotlivymi liekovymi
agenttrami EU, ktoré su predpokladom jeho efektiv-
neho fungovania ako kompetentnej autority SR pre
humannu farmaciu.

Prostrednictvom Sekcie laboratérnej kontroly je Stat-
ny Ustav dlhodobo zapojeny do eurdpskej siete Ofi-
cialnych laboratérii pre kontrolu lieciv riadenej Eu-
ropskym riaditelstvom pre kvalitu liekov a zdravotnu
starostlivost, kde sa v oblasti hodnotenia kvality lie-
kov a lie€iv zucastfiuje medzinarodnych porovnava-
cich testov.

Spoluprdca pri implementacii Eurépskeho liekopisu
(Ph. Eur.) v postupoch narodnych subjektov, ¢lenstvo
v Eurdpskej liekopisnej komisii a aktivna Gcast na pro-
jektoch EDQM v oblasti referencénych latok prispieva-
ju taktieZz k uznavaniu statneho Ustavu ako narodnej
autority pre humannu farmdciu.

Medzindrodna ucast v monitorovani neZiaducich
ucinkov v spolupraci so Svetovou zdravotnickou or-
ganizaciou (WHO) a medzinarodnym monitorovacim
centrom v Upsalle spracovavajicim hlasenia suvisia-
ce s bezpecnostou liekov sa dalej rozvijala.

V inSpekcnej oblasti a za ucelom vzdjomného uzna-
vania vysledkov inSpekcii je statny ustav dlhodobo
aktivne zapojeny do ¢innosti PIC/S. Cinnost Sekcie
inSpekcie je v rdmci dohody MRA medzi Eurépskou
komisiou a Kanadou pravidelne preskimavana pro-
strednictvom ro¢nych hlaseni.

Statny Ustav je tie? zapojeny do benchmarkingu
(BEMA) v EMA, ktory zastreSuje organ zdruzujuci ria-
ditelov eurdpskych liekovych agentur (HMA). Statny
Ustav sa pravidelne podrobuje medzindrodnym pre-
vierkam, ktoré posudzuju systémy a procesy jednotli-
vych liekovych agentur s cielom zabezpecit standard-
nd uroven sluZieb poskytovanych naprie¢ vsetkymi
liekovymi agenttrami v rdmci EU.

SCOPE OF ACTIVITIES

OF AGENCY

Tasks of the State Institute

Activities of the SIDC are set down by Art. 129 of Act
No. 362/2011 Coll. on Medicines and Medical Devices,
and on amendments to certain acts, as amended. The
basic tasks of the State Institute relate to:

e activities related with the evaluation and authorisa-
tion of quality, safe and effective medicinal products
for human use for patients in Slovak republic,

e processing applications for clinical trials and approv-
ing clinical trials,

e issuing authorizations for subjects operating with
drug precursors,

e processing reports on adverse reactions of human
medicinal products, evaluation of adverse reaction
and risk minimisation measures,

e evaluation of suspicion of quality defects and rap-
id alert notifications on quality defects of marketed
medicinal products, recall of medicines

e performing quality control activities in assessing the
quality, of medicinal products and pharmaceuticals
based on defined and accepted standards,

¢ inspections performance in the field of medicine
supply chain according to Good Manufacturing
Practice, Good Distribution Practice, Good Practice
for Preparation Blood Products, Good Pharmacy
Practice.

e supervision for Good Clinical Practice, Good Phar-
macovigilance Practice. ,

e activities related to registration, database and vigi-
lance of medical devices, as well as market surveil-
lance of medical devices,

e Ensure quality of individually prepared medicines
in pharmacies by setting standards in Slovak Phar-
maceutical Codex and international collaboration
in setting standards for monographs published by
EDQM in the European Pharmacopoeia,

¢ the state surveillance of the advertising of medicinal
products for human use in print media and on web-
sites, supervision of marketing of human medicines

e cooperation with the state administration body on
prevention of falsification of human medicinal prod-
ucts,

e collecting, monitoring and analysing data on short-
ages of medicines, re-exports of human medicinal
products from the Slovak Republic and take preven-
tive measures for benefit of patients.

International Cooperation

Also in 2015, cooperation with agencies within the EU
and outsite EU, the European Pharmacopoeia Com-
mission, as well as cooperation within the European
Medicine Agency in the field of human pharmacy were
the main tasks of the State Institute.

The State Institute maintained and further developed
bilateral contacts with the European Medicine Agency
and individual EU medicines agencies. These contacts
are the premise for the Institute’s effective operation
as the competent Slovak authority for human pharma-
cy, particularly in processes of evaluation of human
medicines marketing authorisation and vigilance ac-
tivities.

Section of Quality Control of the State Institute is di-
rectly involved , on a long-term basis, in a network of
European quality control laboratories for medicines
quality control processes organized by the European
Directorate for the Quality of Medicines and Health-
care, where we participate in international bench-
marking of defined methods and tests in the field of
human medicinal products and in the quality control
and assessment of specified medicines.

The cooperation in implementation of the European
Pharmacopoeia (Ph. Eur.) in the processes of nation-
al authorities, European Pharmacopoeia Commission
membership and the active participation in EDQM
projects in the field of reference substances, also con-
tributes to the recognition of the State Institute as the
national authority for human pharmacy.

International participation in the monitoring of ad-
verse reactions of human medicines in cooperation
with the World Health Organization (WHO) and the
international medicine monitoring centre in Uppsala,
which process reports relating to the safety of medici-
nal products, is still developing.

In the inspection field and for the purpose of mutual
recognition of inspection results, the State Institute
has been actively involved in the PIC/S processes for
a long time. The activity of the Inspection Section is



Daldia odborna ¢innost zamestnancov
Statneho Ustavu

Zamestnanci Statneho ustavu sa, okrem aktivnej
Ucasti na zasadnutiach prisluSnych komisii, pracov-
nych skupin a vyborov v rdmci medzinarodnej spolu-
prace, zucastiuju aj ako prednasajuci domacich od-
bornych seminarov, konferencii, prezentuju odborné
informacie vo forme publikdcii a spolupodielaju sa na
priprave suvisiacich pravnych predpisov, odbornych
materidlov urc¢enych pre odbornu a laickd verejnost.
V spolupraci so Slovenskou asociaciou spolo¢nosti v
oblasti liekovej regulacie (SARAP) sa uskutocnil tema-
ticky kurz uréeny odbornej verejnosti, ktorého odbor-
nym garantom bol statny dstav. Témou stretnutia boli
procesy a Ulohy vyplyvajice z farmakovigilanénych
pravnych predpisov. Zamestnanci Statneho Ustavu
odovzdavaju svoje odborné vedomosti dalej aj v ram-
ci internych sSkoleni a seminarov, ktoré boli uréené
zamestnancom ostatnych oddeleni.

Poradné organy

Pri expertiznej Cinnosti v oblasti hodnotenia ucin-
nosti, kvality a bezpecnosti liekov spolupracuje Stat-
ny ustav s odbornikmi z Farmaceutickej fakulty UK,
Lekarskej fakulty UK, Slovenskej zdravotnickej uni-
verzity a s odbornikmi z prislusnych medicinskych

odborov. Externi experti pésobia ako clenovia po-
radnych organov riaditela Statneho ustavu (Komisia
pre lieky, Subkomisia pre generické lieky, Komisia
pre bezpecénost liekov, Liekopisnd komisia). Externi
odbornici prispievaju k vypracovavaniu odbornych
hodnotiacich sprav suvisiacich s posudenim Ziadosti
o povolenie klinického skusania a ucinnosti, bezpec-
nosti a kvality liekov. Rovnako sa podielaju na tvorbe
usmerneni a Standardnych poziadaviek pri liekovej
politike v rdmci uloh Statneho Ustavu a vydavani roz-
hodnuti pri moZznom poruseni reklamy.

Statny Ustav tie? pravidelne komunikuje so stavov-
skymi organizaciami ako Slovenska lekarnicka komo-
ra, Slovenska lekarska komora a na pozvanie sa zu-
Castnuje ich zasadani a podla potreby spolupracuje
aj s organizaciami pacientov.

Zakladné pravne predpisy

Statny Ustav vykondva ¢&innosti v stlade s pravny-
mi predpismi platnymi v SR a v sulade s eurdpskou
koncepciou vzajomného uzndvania a harmonizacie.
Okrem vSeobecne zavaznych pravnych predpisov su-
visiacich s ¢innostou $tatnych organizacii SR v oblasti
personalnej, finan¢nej, dokumentacnej a komunikac-
nej a podobne sa statny Ustav pri svojej ¢innosti riadi
odbornymi pravnymi predpismi, ktorych zdkladom su:

Zakon €. 362/2011Z.z. | o liekoch a zdravotnickych pomdckach a o zmene a doplneni niektorych zakonov,

Zakon €. 139/1998 Z. z. o omamnych a psychotropnych latkach a pripravkoch,

Zakon ¢.331/2005 Z. z. | o organoch Statnej spravy vo veciach drogovych prekurzorov a o zmene a doplneni

niektorych zakonoy,

Zakon ¢. 264/1999 Z.z. o technickych poZiadavkach na vyrobky a o posudzovani zhody a o zmene a doplneni

niektorych zakonoy,

Zékon ¢. 147/2001 Z. z. | o reklame a o zmene a doplneni niektorych zakonov,

Zakon ¢. 71/1967 Zb.

o spravnom konani (spravny poriadok),

Zakon €. 145/1995 Z. z. | o spravnych poplatkoch v zneni neskorsich predpisov,

Zakon ¢. 10/1996 Z. z. o kontrole v Statnej sprave v zneni neskorsich predpisoy,

Zakon €. 142/2000 Z.z. | o metroldgii a o zmene a doplneni niektorych zdkonov,

Zakon €. 223/2001 Z.z. o odpadoch a o zmene a doplneni niektorych zakonoy,

Zakon €. 211/2000 Z. z. | o slobodnom pristupe k informaciam a o zmene a doplneni niektorych zakonov, (zakon

o slobode informacii)

Vyhlaska MZ SR ¢.
128/2012 Z. z.

o poziadavkach na spravnu vyrobnu prax a poziadavkach na spravnu velkodistribuént prax,

regularly benchmarked by performance visits and an-
nual reports within the MRA framework between the
European Commission and Canada.

The State Institute is also involved in benchmarking
(BEMA) in EMA, which is covered by the working group
within the Heads of Medicines Agencies in EU (HMA).
The State Institute regularly undergoes internation-
al audits which assess the performance systems and
processes of medicines agencies in order to ensure a
standard level of services and performance provided
across all medicines agencies in the EU.

Other expert activities of the State Institute

Besides active participation in the meetings of rel-
evant commitees , working groups and other expert
meetings as is outlined in International cooperation
section, employees of the State Institute participate in
domestic professional seminars and conferences, also
as lecturers; they present scientific information in the
form of publications and participate in the preparation
of relevant legislation documents and scientific pub-
lications for professionals as well as statements for
public. Regular meetings with stakeholders — market-
ing authorisation holders representatives are organ-
ized during year in order to provide exchange of infor-
mation and legislative implementations in processes
for regulatory purposes. The meetings in 2015 were
focused on processes and tasks arising from the phar-

Act No. 362/2011 Coll.
Act No. 139/1998 Coll.

Act No. 331/2005 Coll.

macovigilance legislation, falsified medicines direc-
tive, etc. Regular internal seminars are taking place in
agency for internal workshops and internal trainings
among staff of agency.

Advisory groups of experts

For expertise activities in the field of assessment of
efficiency, quality and safety of medicinal products,
the State Institute cooperates with experts from ac-
ademia, the Slovak Medical University and with ex-
perts from the relevant fields of therapeutic areas.
External experts act as advisory body members of the
group of experts for Agency (Committee for Medicinal
Products, Subcommittee for Generic Medicinal Prod-
ucts, Committee for Medicinal Product Safety, and the
Pharmacopoeia Committee). External experts contrib-
ute to evaluation of human medicines and to expert
assessment reports for marketing authorisation of hu-
man medicines (efficiency, safety and quality assess-
ment reports) and for applications for clinical trial au-
thorization. They are also involved in the development
of guidelines and standard requirements in medicine
policy within the tasks of the State Institute and deci-
sion making in the case of a possible breach of adver-
tising rules defined by respective Acts.

The State Institute also regularly communicates with
professional organizations such as the Slovak Cham-
ber of Pharmacists, and the Slovak Medical Chamber,

on Medicine and Medical Devices and on Amendment and Supplementing of Certain Acts
on Narcotic Drugs and Psychotropic Substances and Preparations

on State administration authorities in the matters of drugs precursors

and on the amendment and supplement of some Acts

Act No. 264/1999 Coll.

on the technical requirements for products and on conformity assessment,

and on the amendment and supplement to certain acts

Act No. 147/2001 Coll.
Act No. 71/1967 Coll.
Act No. 145/1995 Coll.
Act No. 10/1996 Coll.
Act No. 142/2000 Coll.
Act No. 223/2001 Coll.

Act No. 211/2000 Coll.

on advertising, and on the amendment and supplement to certain acts
on administrative procedure (Administrative Procedure Code)

on administrative fees, as amended

on audits of the state administration, as amended

on metrology, and on the amendment and supplement to certain acts
on waste, and on the amendment and supplement to certain acts

on free access to information, and on the amendment and supplement to certain acts,

(the Freedom of Information Act)

Decree of the Ministry
of Health of the Slovak
Republic No. 128/2012 Coll.

on the requirements for Good Manufacturing Practice and requirements for Good
Wholesale Distribution Practice
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Vyhlagka MZ SR ¢&.
129/2012 Z. 2.

Vyhlagka MZ SR ¢&.
433/2011Z. 2.

o poziadavkdach na spravnu lekdrensku prax,

ktorou sa ustanovuju podrobnosti o poziadavkach na pracovisko, na ktorom sa vykonava
klinické skusanie, o ndlezitostiach Ziadosti o jeho schvalenie, Ziadosti o stanovisko k etike

klinického skusania a nalezitostiach tohto stanoviska,

Vyhlagka MZ SR ¢&.
333/2005 Z. z.

Vyhlagka MZ SR &.
523/2011Z. z.

Vyhlagka MZ SR ¢&.
21/2012 Z. z.

o poziadavkach na spravnu prax pripravy transfuznych liekov

o poziadavkach na priestorové a materidlne vybavenie ocnych optik

ktorou sa ustanovuju podrobnosti o internetovom vydaji liekov alebo zdravotnickych
pomdcok, o spdsobe zverejnenia informacie o internetovom vydaji, o spésobe balenia

zasielky a jej prepravy a o spOsobe reklamacie,

Vyhlaska UNMS SR ¢.
210/2000 Z. z.

Nariadenie vlady SR ¢.

o meradlach a metrologickej kontrole,

ktorym sa ustanovuju podrobnosti o technickych poziadavkach a postupoch posudzovania

569/2001 zhody diagnostickych zdravotnickych pomocok in vitro,

Nariadenie vlady SR ¢.
582/2008 Z. z.

Nariadenie vlady SR €.
527/2008 Z. z.

Politika statneho Ustavu

Hlavnym ciefom politiky Statneho Ustavu je zabezpe-
Covat dostupnost kvalitnych, Gcinnych a bezpecnych
liekov a zdravotnickych pomdcok a vykonavat Gcinny
trhovy dohlad pre obcanov SR.

Principialnym predpokladom efektivnheho vykonava-
nia ¢innosti Statneho Ustavu a poskytovania sluzieb

ktorym sa ustanovuju podrobnosti o technickych poziadavkach a postupoch posudzovania
zhody zdravotnickych pomocok,

ktorym sa ustanovuju podrobnosti o technickych poziadavkach a postupoch posudzovania
zhody aktivnych implantovatelnych zdravotnickych pomdocok.

vysokej kvality je implementacia systémov mana-
Zérstva kvality v sulade s platnymi narodnymi a me-
dzindarodnymi predpismi, odbornymi normami, nor-
mami manazérstva kvality, ako i pravidlami etiky. Ich
dodrziavanim a neustadlym zlepSovanim chce statny
Ustav v ramci svojej posobnosti dosiahnut vSeobecnu
spokojnost Sirokej laickej i odbornej verejnosti.

Decree of the Ministry of
Health of the Slovak Republic
No. 129/2012 Coll.

Decree of the Ministry of
Health of the Slovak Republic
No. 433/2011 Coll.

Decree of the Ministry of
Health of the Slovak Republic
No. 333/2005 Coll.

Decree of the Ministry of
Health of the Slovak Republic
No. 523/2011 Coll.

Decree of the Ministry of
Health of the Slovak Republic
No. 21/2012 Coll.

Decree of the Slovak Office
of Standards, Metrology and
Testing No. 210/2000 Coll.

Slovak Government
Regulation No. 569/2001

Slovak Government

Regulation No. 582/2008 Coll.

Slovak Government

Regulation No. 527/2008 Coll.

ANNUAL REPORT

on the requirements for Good Pharmacy Practice

providing details on the requirements where a clinical trial is planned to be
performed, content of application and process of approval and for application on
ethics approval of clinical trial

on the requirements for the Good Preparation Practice for Blood Products

on the requirements for the premises and uquipment of opticians

providing details on medicinal product or medical device internet sale, on the manner
of information publishing in internet sale, on transport and reclaims”

on standards and metrological control

providing details on the technical requirements and conformity assessment
procedures of in vitro diagnostic medical devices in vitro

providing details on the technical requirements and conformity assessment
procedures of medical devices

providing details on the technical requirements and conformity assessment
procedures of active implant medical devices

and it also attends their meetings and cooperates with ~ national regulations, professional standards, quality

patient organizations.

Legislation framework

management standards, as well as the rules of ethics.
The State Institute, within its jurisdiction, intends to
provide services to professionals and public and per-
form activities in evolved environment.

The State Institute perform activities in accordance

with applicable legislation in the SR and the European Performance of activities according policy statement is
union. Besides for generally binding legislation relat-  focused on ensuring the main mission of the State In-
ed to the activity of Slovak state organizations in field  stitute - to ensure effective, safe and quality of human
of personnel, finance, processes documentation and medicinal products and medical devices for the pa-
information services (communication) etc., the State tients in the Slovak Republic, perform market surveil-
Institute, in its activity, follows the specific legislation ~ lance of medicinal products and medical devices, and
framework in human pharmacy , which is outlined provide professionals and public with relevant infor-

here:

mation about medicinal products and medical devices.

Medicine agency Policy Statement

The main objective of the State Institute policy is to
ensure the availability of quality, effective and safe
medicinal products and medical devices, and to exer-
cise effective market surveillance for Slovak citizens. A
principal premise for effectively performing the State
Institute’s activities and for providing high quality ser-
vices is the implementation of quality management
systems in accordance with valid national and inter-
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SEKCIA VEDECKYCH
A REGULACNYCH PROCESOV
REGISTRACIE LIEKOV

Registracia lieku je proces, ktorym sa povoluje vstup lieku na trh a jeho zapisanie do
zoznamu registrovanych liekov. UskutoCnuje sa na medzinarodnej alebo narodnej
urovni, kde spada pod kompetencie prislusnych liekovych agentur. Tento proces zahfna
viacero Cinnosti od prijmu a posudenia Ziadosti, cez overovanie kvality, bezpecnosti
a ucinnosti lieku az po zapis v zozname registrovanych liekov. Registraciou lieku sa vsak
proces hodnotenia nekondi. Liek prechadza réznymi zmenami, po 5 rokoch sa posudzuje
predlZenie registracie, mozZe nastat prevod lieku na iného drzitela alebo jeho zrusenie.

AKLADNYM materidlom pre posudenie Zia-
dosti o registraciu lieku (ale aj o zmenu alebo
predlzenie) je dokumentacia o vysledkoch far-
maceutického, farmakologického a klinického
skugania. Struktira dokumentédcie musi zodpovedat
$tandardu dohodnutému v ramci EU, ktorym je tzv.
spolo¢ny technicky dokument (Common Technical

Document, CTD). CTD pozostava z 5 casti:

e Modul 1 a 2 obsahuje administrativne tGdaje, su-
hrn charakteristickych vlastnosti lieku (SmPC), pi-
somné informdcie pre pouzivatelov, texty vnutor-
ného a vonkajsieho obalu lieku,

e Modul 3 pozostdva z chemickych, farmaceutic-
kych a biologickych udajov, ktoré sa tykaju predo-
vSetkym vyroby a kontroly kvality lieku,

e Modul 4 tvoria vysledky farmakologicko-toxiko-
logického skusania uskuto¢neného na laboratér-
nych zvieratdch, hlavne vo vztahu k toxicite a me-
chanizmu Ucinku lieku,

e Modul 5 pozostdva z informacii o klinickom sku-
$ani lieku — jeho ucinnosti a bezpecnosti.

Pri uvddzani nového lieku na trh rozliSujeme 4 typy
registracii:

Centralizovany postup

Centralizovany postup je riadeny Eurépskou liekovou
agenturou so sidlom v Londyne. Nezavislé posudky
ku kvalite, bezpecnosti a ucinnosti sU vypracované
raportérom a koraportérom v urcenych dvoch narod-
nych liekovych agenturach v dvoch ¢lenskych Statoch
EU. Vybor pre huménne lieky pri EMA vypracuje za-
verecné stanovisko k registracii lieku a predlozi ho
Eurdpskej komisii sidliacej v Bruseli, ktord vyda roz-
hodnutie.

Postup registracie lieku narodnou
procedurou

Principom postupu registracie lieku narodnou pro-
cedurou je podanie Ziadosti o registraciu v narodnej
agenture v jedinom ¢lenskom State. V pripade schva-
lenia registracie vystavi agentura narodné rozhodnu-
tie o povoleni uvadzat liek na trh. Toto rozhodnutie je
platné iba v danom State.

Postup vzajomného uznavania

Ak je liek uz v niektorom z ¢lenskych $tatov EU regis-
trovany, pre registraciu lieku v dalSich Statoch plati
postup vzdjomného uzndvania. Agentura v ¢lenskom
State, v ktorom je uzZ liek zaregistrovany, aktualizuje
svoju hodnotiacu spravu a predloZi ju do clenskych
$tatov, v ktorych podal drzitel Ziadost o registraciu
lieku. Agentury dotknutych clenskych Statov mozu
navrh hodnotiacej spravy komentovat a vyZiadat si
dopliujuce informacie. Konecna hodnotiaca sprava je
podkladom pre vydanie narodnych rozhodnuti o re-
gistracii v jednotlivych dotknutych statoch.

Decentralizovany postup

Ak liek eSte nie je registrovany v Ziadnom z ¢lenskych
$tatov EU, Ziadatel o registraciu lieku poZiada jednu
z agentur ¢lenskych statov, v ktorom chce mat liek re-
gistrovany, o vypracovanie navrhu hodnotiacej spra-
vy. Oslovena agentlra navrh vypracuje a rozposle ho
do ostatnych dotknutych ¢&lenskych $tatov. Clenské
Staty moZu ndavrh spravy komentovat a vyZiadat si
dalsie doplnujuce informacie. Konecna hodnotiaca
sprava je podkladom pre vydanie narodnych rozhod-
nuti o registracii v jednotlivych dotknutych statoch.
Postup vzdjomného uznavania a decentralizovany

ANNUAL REPORT

SECTION OF SCIENTIFIC AND
REGULATORY PROCESSES
IN MEDICINE REGISTRATION

Registration ofamedicinal productisthe processof authorizingitsinput ontothe marketand
its inclusion in the list of authorized medicinal products. It is carried out at an international
or national level, and falls under the competence of the relevant medicines agencies. This
process involves several activities, from the submission and assessment of applications,
through quality, safety and efficacy verification of the medicinal products, to entry onto
the list of authorized medicinal products. However, registration of the medicinal product
does not mean that the assessment process ends. The medicinal product undergoes
various changes, and renewal of the registration is considered after 5 years - a medicinal
product transfer to another holder or its revocation may happen.

HE BASIC material for assessment of the applica-
tion for medicinal product registration (as well as its
variation or renewal) is the dossier on the results of
pharmaceutical, pharmacological and clinical trials.
The dossier’s structure must follow the standards agreed
upon within the EU —the so called Common Technical Doc-
ument (CTD). The CTD consists of 5 parts:
¢ Modules 1 and 2 contain administrative data, a summa-
ry of product characteristics (SmPC), patient informa-
tion leaflets, and texts on the inner and outer packag-
ing of the medicinal product,
¢ Module 3 consists of chemical, pharmaceutical and bi-
ological data which primarily relate to the manufacture
and quality control of the medicinal product,
¢ Module 4 consists of the results of a pharmaco-toxico-
logical trial conducted on laboratory animals, especially
in relation to the toxicity and mode of action of the me-
dicinal product,
e Module 5 consists of information about clinical trials of
the medicinal product - its efficacy and safety.

We can distinguish four types of registration in the launch-
ing of a new medicinal product on the market:

Centralized procedure

For medicinal products which fall within the mandatory scope
of the centralised procedure (e.g. medicines derived from bio-
technology and other high-tech processes, medicines for the
treatment of HIV/AIDS, cancer, diabetes, neurodegenerative
diseases, auto-immune, viral diseases etc) the application
is submitted to the European Medicine Agency based in Lon-
don. Following the scientific evaluation and upon receipt of
the opinion, the European Commission based in Brussel drafts
a decision on an Union marketing authorisation and, after
consulting the Standing Committee for Medicinal Products
for Human Use, grants a marketing authorisation.

National registration procedure

The competent authorities of the Member States are re-
sponsible for granting marketing authorisatin for medic-
inal product wich are placed on their markets. In order
to obtain a national marketing authorisation, an applica-
tion must be submitted to SIDC. Following the scientific
evaluation SIDC grants a marketing authoriastion which
is valid only at national level.

Mutual recognition procedure

This procedure is based on the mutual recognition by
concerned Member State(s) of a national marketing au-
thorisation granted by the reference Member State. The
concerned Member State refers to the reference Mem-
ber State that issued the national marketing authorisa-
tion on which the mutual recognition procedure is based.
At the end of the mutual recognition procedure, a na-
tional marketing authorisation will be issued in the con-
cerned Member State(s).

Decentralized procedure

The decentralised procedure can be used in cases where
the product has never been authorised in any of the
Member States. The applicant may request one or more
concerned Member State(s) to approve a draft assess-
ment report as proposed by the chosen reference Mem-
ber State. At the end of the decentralised procedure with
a positive agreement, a national marketing authorisation
will be issued in the reference Member State and the
concerned Member State.



postup registracie lieku su z pohladu zodpovednosti
pri kone¢nom schvaleni Ziadosti o registraciu narod-
nymi postupmi. Oba postupy vo faze posudzovania
Setria personalne a financné zdroje ndrodnych auto-
rit, zrychluju a synchronizuju registraéné procesy v EU
tym, Ze sa vypracuje len jedna hodnotiaca sprava.

Sekciu vedeckych a regulacnych procesov
registracie liekov tvoria:

e (Oddelenie prijmu a administrativnej podpory

e (Oddelenie registracnych procesov

e (Oddelenie posudzovania kvality liekov

e (Oddelenie predklinického a klinického posudzo-
vania

Oddelenie prijmu a administrativne;j
podpory

Zakladné (cinnosti oddelenia zabezpecuju vsetky

vstupné, podporné administrativne, evidencéné a dis-

tribu¢né procesy pre sekciu a iné oddelenia v ramci

SUKL:

e prijem Ziadosti tykajucich sa liekov,

e nahravanie a technicka validdcia registracnej do-
kumentdcie v elektronickej forme,

e kontrola kompletnosti dokumentacie,

archivacia a sprava registracnej dokumentdcie,

odovzdavanie a spravoplatfiovanie rozhodnuti,

uchovavanie a spravovanie zloZiek liekov,

evidencia vypisov z obchodnych registrov a splno-

mocneni zastupcov farmaceutickych spolo¢nosti.

Na oddeleni bolo v roku 2015 prijatych 7 492 Ziados-
ti suvisiacich s registraciou novych liekov, ako aj so
zmenami, prediZzenim a prevodmi v registracii liekov,
ktoré su uz v SR registrované. V priebehu roka sa na
oddeleni prijimala a spracovdvala aj dokumentacia
v elektronickych formatoch eCTD a NeeS. Za rok 2015
bolo v elektronickej forme spracovanych 756 023 do-
kumentov, ktoré sa tykali 5 250 registracnych Ccisiel,
7 941 Ziadosti, 17 334 sekvencii a 649 Ziadatelov.

Po niekolko tyZzdnioch trvajlicej testovacej etape, sa
SUKL v novembri 2015 naostro zapojil do medzina-
rodného elektronického portalu CESP — Common
European Submission Portal, ktory sluzi Ziadatefom
na podavanie registracnej dokumentdcie vo formate
eCTD alebo NeeS. Pracovnici oddelenia v priebehu
roka 2015 zaroven vytvorili 1 342 identifikacnych lis-
tov pre lieky a vydali 4 135 novych liekovych kédov.
Ku koncu roka 2015 bolo v databaze SUKL platnych
47 714 SUKL kédov liekov.

Oddelenie registracnych procesov

Cinnost oddelenia je zamerana najma na:

e koordinovanie narodnych a eurdpskych Ziadosti
0 nové registracie, zmeny, prediZenia a prevody
liekov,

e posudzovanie nazvov liekov, kontrola spravnosti
textov v SmPC a PIL, oznacovanie obalov liekov,

e vydavanie rozhodnuti o registracii a zmenach
v registraciach,

¢ vkladanie Udajov do databazy VIS lieky (vnatorny
informacny systém),

e pri centralizovane registrovanych liekoch kontro-
la spravnosti prekladov z AJ do SJ podla pravidiel
stanovenych Eurdpskou liekovou agenturou.

Cinnost v oblasti EU procedur bola v roku 2015 pri-
oritne zamerand na vybavovanie Ziadosti podanych
postupom vzajomného uznavania alebo decentralizo-
vanym postupom, kde SUKL postupoval v stlade so
Standardnymi aktivitami v Ulohe dotknutého c¢lenské-
ho Statu (CMS) a so zodpovednymi procesmi v Ulohe
referencného ¢lenského statu (RMS).

Slovenska republika v zastupeni SUKL vystupuje ako
referencny clensky stat (RMS) v pripade hodnotenia
83 liekov s nasledujucimi 25 liecivami:

Tabulkal: SUKL ako RMS
ambroxol
amisulprid
azitromycin
bikalutamid
bisoprolol
duloxetin
FDG (18F)
glimepirid
jodid draselny
kapecitabin
kvetiapin
latanoprost
metylprednizolén

risperidén

O 1N P U P U, 0, R NS R

ropinirol

=
=

rosuvastatin

sildenafil

solifenacin
sumatriptan

tiaprid
tramadol+paracetamol
trimetazidin

valsartan

ziprasidon

e T T S I S Y SN SN

zolpidem

In terms of responsibility for final approval of the application
for registration, the mutual recognition procedure and de-
centralized procedure for registration of medicinal products
are national procedures. Both procedures save human and
financial resources of national authorities in the assessment
phase, and speed up and synchronize registration processes
in the EU by preparing only one assessment report.

The section of Scientific and Regulatory
Processes of Medicine Registration consists of:

e Registry and Administrative Support Department
e Medicine Registration Procedures Department

¢ Medicine Quality Assessment Department

e Pre-clinical and Clinical Assessment Department

Registry and Administrative Support
Department

The basic activities of the department provide all input,

supportive administration, registration and distribution pro-

cesses for the section and other departments within SIDC:

e receiving applications relating to medicinal products,

¢ recording, and technical validation of, the registration
dossier in electronic form,

e control of dossier completeness,

¢ archiving and administration of the registration dossier,

e distribution of and control of decisions to come into
force,

e storage and administering of medicinal product files,

¢ filing of extracts from business registers and the powers
of attorney of pharmaceutical companies’ representa-
tives.

In 2015, the department received 7 492 applications con-
cerning registration of new medicinal products as well as
variations, renewal and transfers in the registration of me-
dicinal products which are already registered in the Slovak
Republic. Also, dossiers in eCTD and NeeS$ electronic formats
were received and processed in the department during the
year. In 2015, 756 023 documents concerning 5 250 regis-
tration numbers, 7 941 applications, 17 334 sequences, and
649 applicants were processed electronically.

After a testing period lasting several weeks, the SIDC became
directly involved in the international electronic portal CESP
- Common European Submission Portal in November 2015,
which allows applicants to submit a registration dossier in
eCTD or NeeS format. Throughout the year 2015, depart-
ment employees also created 1 342 identification letters for
medicinal products and released 4 135 new pharmaceutical
codes. At the end of 2015, 47 714 valid SIDC codes of medic-
inal products were in the SIDC database.

Medicine Registration Procedures Department

The department is focused mainly on these activities:
e coordination of national and European applications

for new registrations, variations, renewal and transfer
of medicinal products,

e assessment of medicinal product names, revision of
text accuracy in SmPC and PIL, package labelling of me-
dicinal products,

¢ issuing of decisions on registration and registration var-
iations,

¢ data entry into the internal information system data-
base VIS Lieky,

¢ in case of centrally registered medicinal products, re-
vision of translation correctness from English to Slovak
according to the rules set by the European Medicines
Agency.

In 2015, the activity within the EU procedure was primari-
ly focused on processing applications submitted by mutual
recognition procedure or decentralized procedure, where
the SIDC proceeded in accordance with the standard activi-
ties of a Concerned Member State (CMS) and with responsi-
ble processes as a Reference Member State (RMS).

The Slovak Republic, represented by the SIDC, acts as a Ref-
erence Member State (RMS) in the assessment of 83 medic-
inal products with the following 25 active substances:

Table 1: SIDC as RMS
ambroxol 1
amisulpride
azithromycin
bicalutamide
bisoprolol
duloxetine
FDG (18F)
glimepiride
potassium iodide
capecitabine
quetiapine
latanoprost
methylprednisolone

risperidone

O 1N P U R, P U, 0, NS

ropinirole

[EEN
=

rosuvastatin

sildenafil

solifenacin
sumatriptan

tiapride
tramadol+paracetamol
trimetazidine
valsartan

ziprasidone

R, 2 D P NP R B D

zolpidem
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Tabulka 3: Ziadosti prijaté v roku 2015

Table 3: Applications submitted in 2015

ANNUAL REPORT

Typ Predizenia | Registracie Prevod Zmena Zmena ZruSenia SPOLU Procedure Prolon- | Registra- | Transfer | Variation | Variation | Variation | Variation Revocati-
proceddry typu IA typu 1B type gations tions of type IA | of type IB | of type Il 61(3) ons
DCP 0 395 1 & 5 0 2 0 407 DCP 0 395 1 4 5 0 2 0 407
MRP 312 44 76 1765 1505 429 95 266 4492 MRP 312 a4 76 1765 1505 429 95 266 4492
NAR 38 ) 93 1072 849 351 62 99 2593 NATIONAL 38 29 93 1072 849 351 62 99 2593
SPOLU 350 468 170 2841 2359 780 159 365 7492 TOTAL 350 468 170 2841 2359 780 159 365 7492

Tabulka 4: Ziadosti vybavené v roku 2015

Zrusenia SPOLU

Table 4: Applications processed in 2015

Typ PredfZenia | Registracie Prevod Procedure Prolon- | Registra- | Transfer | Variation | Variation | Variation | Variation | Revocati-
proceddry type gations tions of type IA | of type IB | of type II 61(3) ons
DCP 0 464 0 4 5 1 2 0 476 pees 5 e 0 7 E 1 5 0 476
MRP 275 61 77 1795 1513 464 107 274 4 566 MRP 275 61 77 1795 1513 464 107 274 4566
NAR 26 31 83 1036 749 347 51 106 2429 NATIONAL 26 31 83 1036 749 347 51 106 2429
SPOLU 301 556 160 2 835 2 267 812 160 380 7471 TOTAL 301 556 160 2 835 2267 812 160 380 7 471

Graf 1: Pocet rozhodnuti o registracidach novych liekov podla ATC skupin
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Chart 1: Number of new marketing authorizations by ATC groups
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ATC skupina

ATC skupina

Legenda: M Pocet rozhodnuti o registraciach novych liekov podfa ATC skupin Legend: M Number of new marketing authorizations by ATC groups

Tabulka 4: Pocet registrovanych liekov v roku 2015 podla typu vydaja Table 4: Number of registered medicinal products in 2015 by dispensation type

Registrované lieky v roku 2015 Registered medicinal products in 2015

Vydaj bez lekarskeho predpisu 34 Dispensation without medical prescription 34
Vydaj viazany na lekarsky predpis 444 Dispensation requiring medical prescription 444
Vydaj podla velkosti balenia 5 Dispensation by package size (small packages without medical prescription, larger packages require 5
(malé balenia bez lekarskeho predpisu, vacsie balenia viazané na lekarsky predpis) medical prescription)

SPOLU 483 TOTAL 483

Oddelenie posudzovania kvality liekov

Medzi hlavné ¢innosti oddelenia patria:

e vypracovavanie expertnych posudkov na kvalitu
lieku k Ziadostiam o registracie a zmeny v regis-
traciach

e overovanie analytickych metdd navrhnutych Zia-
datelom (v spolupraci so sekciou laboratdrnej
kontroly)

e overovanie dodrziavania pravidiel SVP pri vyrobe
lieCiva (v spolupraci so sekciou inSpekcie)

Medicine Quality Assessment Department

The main activities of the department are:

elaborating expert assessment reports on the
quality of a medicinal product to applications for
registration and registration variations,
verification of analytical methods proposed by
the applicant (in cooperation with the Laboratory
Control Section),

verification of compliance with GMP in pharma-
ceutical production (in cooperation with the Ins-
pection Section).
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Tabulka 5: Pocet vypracovanych expertnych posudkov ku kvalite lieku (Modul 3)

| Nérodndproceds

Registracie 2

Zmeny typu IA 621
Zmeny typu IB 440
Zmeny typu I 134
SPOLU 1218

V roku 2015 vypracovali pracovnici oddelenia 4 stanoviskd pre Urad verejného zdravotnictva na hrani¢né pri-

ra RMS procedura CMS procedura
3 4 1

4 1

pravky. Na oddeleni bolo zaevidovanych a uloZenych 586 samostatnych zloZiek k lieivu.

Oddelenie predklinického a klinického
posudzovania

Cinnost oddelenia je primarne zamerana na:

e vypracovavanie registracnych posudkov k narod-
nym alebo decentralizovanym proceddram, kde
SR vystupuje ako RMS alebo CMS,

e vypracovavanie posudkov na zmeny k narodnym
alebo decentralizovanym procediram, kde SR vy-
stupuje ako RMS a CMS,

e odborné aktivity suvisiace s pravidelnymi zasad-
nutiami Komisie pre lieky a Subkomisie pre gene-
rické lieky.

Pri narodnych registracidach vypracovalo oddelenie
pozitivne klinické stanovisko v 18. procedurach. Zvys-
nych 6 registracii bolo z klinického hladiska negativ-
nych.

Slovensko vystupovalo v roku 2015 ako referencny
stat (RMS) v 6 registracnych decentralizovanych pro-
cedurach, v ramci ktorych sa posudzovala genericka

dokumentacia, na zaklade ktorej sa pripravili predkli-
nické a klinické posudky.

V roku 2015 sa pracovnici oddelenia zamerali hlav-
ne na posudzovanie klinickych zmien. Posudzovatelia
vychddzali pri zmenach z dokumentacie Modulu 2,
na zaklade ktorého sa prehodnocuju zmeny vykona-
né v textoch SmPC. Vysledkom posudenia bol, okrem
posudku, aj spripomienkovany dokument SmPC. Od-
delenie predklinického a klinického posudzovania sa
okrem ndrodnych zmien (178 posudkov) podielalo aj
na posudeni 4 RMS zmien.

Vsetky posudky (registracné a zmenové) boli postu-
pené na prislusné komisie, ktoré si poradnymi or-
ganmi SUKL. Posudky ku generickym Ziadostiam boli
prerokované na zasadnutiach Subkomisie pre gene-
rické lieky. V roku 2015 sa konali 4 zasadnutia, z toho
3 boli formou pisomnej procedury. Narodné posudky
k ostatnym pravnym zakladom boli sicastou zasad-
nuti Komisie pre lieky. V roku 2015 sa uskutocnilo 11
zasadnuti, z toho 2 zasadnutia sa ukoncili pisomnou
procedurou.

Table 5: Number of elaborated assessment reports on th

| Nationalprocedu

re
Registrations 23
Variations of type IA 621
Variations of type IB 440
Variations of type Il 134
TOTAL 1218

In 2015, department employees prepared 4 opinions on

ANNUAL REPORT

e quality of a medicinal product (Module 3)

RMS procedure CMS procedure
4 1

4 1

borderline preparations for the Public Health Author-

ity of the Slovak Republic. The department recorded and stored 586 active substance master file.

Pre-clinical and Clinical Assessment
Department

The department’s activity is primarily focused on:

e preparing registration assessment reports for na-
tional or decentralized procedures, where the Slo-
vak Republic acts as RMS or CMS,

e preparing assessment reports for national or decen-
tralized procedures variations, where the Slovak Re-
public acts as RMS and CMS,

e expert activities associated with regular meetings of
the Committee for Medicinal Products and Subcom-
mittee for Generic Medicinal Products.

In the case of national registrations, the department
prepared a positive clinical opinion on 18 procedures.
The remaining 6 registrations were negative from clini-
cal point of view.

In 2015, the Slovak Republic acted as a Reference Mem-
ber State (RMS) in 6 decentralized registration proce-
dures, under which a generic dossier was assessed and,

on its basis, the preclinical and clinical assessment re-
ports were prepared.

In 2015, department employees focused mainly on the
assessment of clinical variations. In the case of varia-
tions, assessors took into account Module 2 documen-
tation, on the basis of which they reassessed changes
made in the texts of SmPC. A result of the assessment,
except for the assessment report, was a revised SmPC.
The Preclinical and Clinical Assessment Department par-
ticipated in both national variations (178 assessment re-
ports) and 4 RMS variations.

All assessment reports (registration and variation) were
forwarded to the relevant committees which are the advi-
sory bodies to the SIDC. Assessment reports of generic ap-
plications were discussed at the meetings of the Subcom-
mittee for Generic Medicinal Products. In 2015, 4 meetings
were held, 3 of which were in the form of written proce-
dures. National assessment reports on other legal bases
were part of the meetings of the Committee for Medicinal
Products. In 2015, 11 meetings were held, 2 of which were
completed in the form of written procedures.
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SEKCIA -
KLINICKEHO SKUSANIA LIEKOV
A FARMAKOVIGILANCIE

Pocas celého obdobia, kedy je liek na trhu, musia jeho prinosy pre zdravie pacientov
prevySovat pripadné rizika vzniku poskodenia zdravia. Preto je aj po zaregistrovani lieku
potrebné sledovat vsetky zdroje informdcii a v pravidelnych intervaloch prehodnocovat
pomer prinosov a rizik. Nové informacie o lieku sa ziskavaju z hlaseni o neziaducich
ucinkoch liekov, odbornych studii a inych odbornych publikacii a m6zu viest k zmenam
v pouzivani lieku, dokonca az k zruSeniu registracie lieku.

LAVNOU cinnostou pracovnikov sekcie je  (Oddelenie farmakovigilancie
zber, analyza a vyhodnocovanie neZiaducich

ucinkov zaznamenanych z hldseni o podozre-
niach na neziaduce ucinky od zdravotnickych
pracovnikov a pacientov v SR a EU, hodnotenie rizik

Medzi hlavné ¢innosti oddelenia v oblasti farmakovi-
gilancie patria:
e zber, monitoring a analyza informacii o podozre-

ANNUAL REPORT

SECTION OF CLINICAL TRIALS
OF MEDICINAL PRODUCTS
AND PHARMACOVIGILANCE

Throughout the entire period when the medicinal productis on the market, its benefits for a patient’s
health must exceed the potential risks of health damage. Therefore, all sources of information
must also be monitored after the medicinal product’s registration and the risk benefit ratio must
be periodically reassessed. New information on a medicinal product is obtained from reports on
adverse reactions, scientific studies and other scientific publications and can lead to variations in
the use of the medicinal product, even to revocations of the medicinal product’s registration.

OLLECTION, analysis and evaluation of adverse  Pharmacovigilance Department
reactions recorded in reports on suspected

adverse reactions by healthcare professionals
and patients in the Slovak Republic and the
EU, risk assessment of selected pharmaceuticals within

The main activities of the department in the field
of pharmacovigilance are:
e collection, monitoring and analysing information

vybranych lieCiv v ramci delby prace medzi liekovy-
mi agenturami EU, posudzovanie Ziadosti a vyddva-
nie rozhodnuti o povoleni klinického skusania liekov
v ramci SR.

Sekciu klinického skusania liekov a farmakovigilancie
tvoria:
e Oddelenie farmakovigilancie

niach na neZiaduce ucinky liekov,
posudzovanie rizik spojenych s uzivanim liekov,

e posudzovanie podmienok, za ktorych sa lieky
mozZu pouzivat,

e komunikacia rizik s odbornou a laickou verejnos-
tou,

¢ vyddavanie odbornej publikacie Liekové riziko.

the division of labour among EU medicines agencies,
assessment of applications and the issuing of decisions
on clinical drug trials authorization in the Slovak Repub-
lic is the main activity of the department’s employees.

Clinical Trials of Drugs and the Pharmacovigilance Sec-
tion consist of:
e Pharmacovigilance Department

about suspected adverse drug reactions,

e risk assessment associated with the medicinal
product’s use,

e assessment of conditions appropriate for medici-
nal product use,

e risk communication to the expert and non-expert
public,

e issuing the scientific publication “Liekové riziko”

e (Oddelenie klinického skusania liekov

Tabulka 6: Cinnost v oblasti farmakovigilancie v roku 2015

RMS pre posudenie Periodickych rozborov bezpecnosti lieku (PSUSA proceddra) 8
RMS pre posudenie novych informacii o liekoch (tzv. signaly) 18
Posudenie lieku pre PRAC ako raportér/koraportér, pripomienky k referalom 1
Poskytnutie odpovedi na Ziadosti z inych Statov tykajuce sa bezpecnosti liekov (NUI — Non Urgent 45
Information)

Posudok farmakovigilancie k prediZeniu registracie (ndrodné/MRP-DCP) 20/9
Posudenie Planov riadenia rizik pri novych registraciach (narodné/MRP-DCP) 15/3
Posudenie Planov riadenia rizik pri predfieniach registracii a zmendch v registracii (narodné/MRP-DCP) 7/2
InSpekcie systému dohladu nad liekmi 7
Konzultacie k systémom dohladu nad liekmi 4
Posudenie priamej komunikacie so zdravotnickymi pracovnikmi 19
Posudenie edukacnych materidlov pre lekarov a pacientov 151
Pocet oznameni studii bezpecnosti liekov po registracii 10

Iniciovanie posudenia kvality lieku na podklade hlasenych neziaducich ucinkov

Pocet dohdd s drzitelmi o elektronickom prenose hlaseni o podreni na neziaduce ucinky

Pracovnici oddelenia sa aj v roku 2015 podielali na priprave a vydavani odborngj}publikécie Liekové riziko. V da-
nom roku boli vydané 2 publikacie, ktoré boli zverejnené na webovej stranke SUKL a boli zaroven elektronicky
distribuované aj odbornej verejnosti.

¢ Clinical Drug Trials Department

Table 6: Activity in the field of pharmacovigilance in 2015

RMS for the assessment of periodic safety update reports (PSUSA procedure) 8
RMS for the assessment of new information about medicinal products (so-called signals) 18
Drug assessment for PRAC as a reporter/co-reporter, comments on the reference 1
Provision of answers to applications from other States concerning medicinal products' safety (NUI - Non 45
Urgent Information)

Pharmacovigilance assessment report on registration prolongation (national/MRP/DCP) 20/9
Assessment of risk management plans for new registrations (national/MRP-DCP) 15/3
Assessment of risk management plans for new registrations and variations in registrations (national/MRP-DCP) 7/2
Inspection of the pharmacovigilance system 7
Consultation on pharmacovigilance systems 4
Assessment of direct communication with healthcare professionals 19
Assessment of educational materials for physicians and patients 151
Number of notifications on drug safety trials after registration 10

Initiation of drug quality assessment on the basis of reported adverse reactions

Number of agreements with holders on the electronic transfer of reports on suspected adverse reactions

In 2015, department employees participated in the preparation and issuing of the scientific bulletin “Liekové
riziko”. In the given year, 2 issues were published and disclosed on the SIDC website and they were also elec-
tronically distributed to the expert public.
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Tabulka 7: Lieciva, v ktorych vystupuje SR ako LMS

Lieciva

karteolol

butylskopolamin

cinchokain + galan bismutity + karboxyceluldza
atenolol + chlortalidén

cholekalciferol + uhli¢itan vapenaty + oxid zino¢naty

+ oxid horecnaty + oxid mednaty + siran manganaty +
borax

cinolazepam

dimetindén + fenylefrin
erytromycin + tretinoin
erytromycin + izotretinoin
felodipin

granisetron

glukozaminglukan + kyselina salicylova + extrakt
z nadobliciek

lomustin

metamizol + kofein + drotaverin
azoximér bromid

spirapril

5 fluérouracil + kyselina salicylova
kyselina aminometylbenzoova

Hlasenia o podozreniach na neZiaduce
ucinky liekov

V roku 2015 bolo na SUKL zaslanych 1 171 hlaseni o
podozreniach na nezZiaduce ucinky liekov, z toho 666
(56,9 %) zdvaznych. Farmaceutické spolo¢nosti posla-
li 470 (40,1%) hlaseni, zdravotnicki pracovnici 533
(45,1%) hlaseni a laici (pacienti, rodic) 168 (13,4%)
hlaseni. Z celkového poctu zaslanych hlaseni sa 465
tykalo muzov, 672 Zien a pri 34 nebolo udané pohla-
vie. Standardne sa hldsenia posielaju do eurdpskej
databdazy EudraVigilance a ndsledne su posudzované
spolu so vSetkymi ostatnymi dostupnymi informacia-
mi o lieku. SUKL tieto hldsenia vyhodnocuje spolu s
ostatnymi liekovymi agentdrami v rdmci detekcie
a posudzovania signalov. Ak sa preukaZe, Ze neZiaduca
reakcia bola vyvolana liekom, prijimaju liekové agen-
tury potrebné opatrenia (od doplnenia informacii o
lieku, vydania upozorneni pre zdravotnickych pracov-
nikov a pacientov, obmedzenia pouZivania lieku aZ po
stiahnutie lieku z pouZivania). Takto bol na zadklade
udajov o zneuzivani niektorych liekov s obsahom dex-
trometorfanu, zmeneny vydaj z lieku neviazaného na
lekarsky predpis na liek viazany na lekarsky predpis.

V priebehu roka 2015 vytvorili pracovnici oddelenia
novy elektronicky formular na hlasenie podozreni na
neziaduce Gcinky liekov. Rozsirila sa tym mozZnost pre
zdravotnickych pracovnikov, ako aj pre pacientov, kto-

ri doposial posielali hldsenia o podozreniach na NUL
postou, emailom alebo telefonicky. Novy elektronic-
ky formuldr je dostupny od januara 2016 v 2 verziach
— pre pacientov a zdravotnickych pracovnikov. Cielom
vytvorenia tohto nového formulédra je ulahdit zdra-
votnickym pracovnikom a pacientom sp6sob ohla-
sovania podozreni na neziaduce ucinky liekov. Novy
elektronicky formuldr zarovert umoini SUKL rychlej-
Sie spracovanie a vyhodnotenie tychto hlaseni.

Tabulka 8: PoCty vybratych hlaseni zaslanych odbor-
nikmi

Odbornost

internista 158
dermatolég 124
pediater 61
farmaceut 36
vseobecny lekar pre dospelych 33
onkoldg 31
kardioldg 13
imunolég 12
angiolég 10
gastroenterolog 7
neurolog 6
hematolég 5
psychiater 5
radiolog 4
reumatolég 4
pneumoldg 4
RU VZ 4

Tabulka 9: Pocet zaslanych hlaseni v rokoch 2013 -
2015

SPOLU
880 158

2013 1038
2014 971 88 1059
2015 1064 107 1171

Tabulka 10: Podiel zdvaznych/nezavaznych hlaseni
na lieky a vakciny v rokoch 2013 — 2015

| Zévainé Nezivainé | Zivainé Nezivainé_
568 312 60 98

2013
2014 600 371 60 98
2015 624 440 42 65

Tabulka 7: Active substances for which the Slovak
Republic acts as LMS

Active substances

carteolol
butylscopolamine

cinchocaine + bismuth subgallate + carboxymethyl
cellulose

atenolol + chlorthalidone

cholecalciferol + calcium carbonate + zinc oxide
+ magnesium oxide + copper oxide + manganese
sulphate + borax

cinolazepam

dimethindene + phenylephrine

erythromycin + tretinoin

erythromycin + isotretinoin

felodipine

granisetron

glucosamine glucan + salicylic acid + adrenal extract
lomustine

metamizole + caffeine + drotaverine

azoximer bromide

spirapril

5 fluorouracil + salicylic acid
aminomethylbenzoic acid

Reports on suspected adverse drug
reactions

In 2015, 1 171 reports of suspected adverse drug reactions
were reported to the SIDC, 666 (56.9%) of which were se-
rious. Pharmaceutical companies sent 470 (40.1%), health
professionals 533 (45.1%), and consumers (patients, par-
ents) 168 (13.4%) reports. From the total sent reports, 465
were related to men, 672 to women and the gender was
not stated in 34 reports. Reports are standardly sent to the
European database EudraVigilance and, subsequently, they
are assessed together with all other available information
about the medicinal product. The SIDC evaluates these re-
ports together with other medicines agencies within the
framework of detection and assessment of signals. If the
adverse reaction is proven to have been caused by a me-
dicinal product, medicines agencies will adopt the neces-
sary measures (updating the product information, issuing
of notices for healthcare professionals and safety warnings
for patients, limiting the use of the medicinal product until
it is recalled). Thus, based on data on the misuse of certain
medicinal products containing dextromethorphan, the pre-
scription status was changed from over-the-counter to pre-
scription only medicinal products.

Throughout 2015, the department’s employees created a new
electronic form to report suspected adverse drug reactions. This
helped to extend the ability for healthcare professionals and pa-
tients who had, until then, been sending reports of suspected
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adverse drug reactions by mail, email, or phone. The new
electronic form has been available since January 2016 in
2 versions - for patients and healthcare professionals. The
objective of creating this new form was to simplify the
method of reporting suspected adverse drug reactions for
healthcare professionals and patients. The new electron-
ic form will also enable the SIDC to process and evaluate
these reports faster.

Table 8: Number of selected reports sent by health
care professionals

internist 158
dermatologist 124
paediatrician 61
pharmacist 36
general practitioner for adults 33
oncologist 31
cardiologist 13
immunologist 12
angiologist 10

gastroenterologist

neurologist

haematologist

psychiatrist

radiologist

rheumatologist

pulmonologist

Regional Office of Public Health
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Table 9: Number of reports sent in the period 2013
- 2015

Year Medicinal Vaccines Total
products
880 158

2013 1038
2014 971 88 1059
2015 1064 107 1171

Table 10: Ratio of serious/non-serious reports on
medicinal products and vaccines in the period 2013-
2015

Medicinal products

| serious
2013 568 312 60 98
2014 600 371 60 98
2015 624 440 42 65
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Tabulka 11: Mesta z ktorych prislo najviac hlaseni

Mesto Pocet

Bratislava 233
KoSice 81
Zilina 26
Banska Bystrica 17
Vranov nad Toplou 17
Liptovsky Hradok 14
Malacky 14
Nitra 13
Kezmarok 11
Ziar nad Hronom 10
Dolny Kubin 7
Poprad 6
Trnava 6
Giraltovce 5
Ruzomberok 5
Lucenec 4
Martin 4
Piestany 4
Skalité 4
Vrbové 4

Tabulka 12: Pocet zaslanych hlaseni podla ATC skupin

Pocet

GRAF 2: Pocet Ziadosti o klinické skusanie liekov

120

11 10
7 1 6
|. etapa Il. etapa 11./11. etapa I1l. etapa IV. etapa

Legenda: M 2013 2014 W 2015

Oddelenie klinického skusania liekov

Medzi zakladné ¢innosti oddelenia patria:

e posudzovanie Zziadosti o povolenie klinického
skusania liekov (validacia, pracovanie a rozhodo-
vanie o Ziadostiach o povoleni klinického skusa-

nia liekov),

e vydavanie povoleni na klinické skisanie human-
nych liekov,

e Statny dohlad nad vykonavanim klinickych skusa-
ni.

Statny Ustav vedie databazu udajov o klinickom skusa-
ni liekov na Slovensku. Tieto Udaje poskytuje eurdp-
skej databdze klinického skusania EudraCT. Vybrané
udaje o klinickom skusani (napr. zoznam skusajucich)
zverejiiuje na svojom webovom sidle. Statny Ustav ve-
die tiez evidenciu vnutrostatnych a medzinarodnych
inSpekcii na pracoviskach, ako aj evidenciu prijatych
opatreni, ktoré maju vztah ku klinickému skdsaniu.

Medzi dalSie ulohy oddelenia patri spolupraca s EMA,
¢lenskymi $tatmi a EK pri vypracovani funkénych spe-
cifikacii pre pripravovany portal EU a databazu EU.

Komisia pre lieky ako poradny organ riaditela Statne-
ho Ustavu zasadala ohladom posudzovania Ziadosti o
klinické skusanie v roku 2015 desatkrat.

ATC 2
71 77| 104 7 42 10 292 323 50 87 2 56 24 24 1

Table 11: Number of reports by regions

Bratislava 14
KoSice 14
Zilina 13
Banska Bystrica 11

[EEY
o

Vranov nad Toplou
Liptovsky Hradok
Malacky

Nitra

Kezmarok

Ziar nad Hronom
Dolny Kubin
Poprad

Trnava

Giraltovce

A B BB B0 OO

RuZomberok
Lucenec
Martin
Piestany
Skalité 4
Vrbové

Table 12: Number of sent reports by ATC groups

Number

ATC Not
71 77| 104 7 42 100 292 323 50 87 2 56 24 24 1
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Department of Clinical Trials of Medicinal
Products

The main activities of the department include:

¢ assessment of applications for approval of drug clinical tri-
als (validation, processing and deciding on applications for
approval of clinical trials of medicinal products),

e issuing of approvals for clinical trials of medicinal prod-
ucts for human use,

¢ state surveillance of clinical trial performance.

The State Institute keeps a database of data from clinical
trials of medicinal products in the Slovak Republic. It pro-
vides this data to the European database of clinical trials of
medicinal products EudraCT. It publishes selected data on
clinical trials (e.g. the list of investigators) on its website. The
State Institute also keeps records of national and interna-
tional inspections at trial sites, as well as records of adopted
measures that relate to clinical trials.

Other tasks of the department include cooperation with
EMA, Member States, and the EC in the development of
functional specifications for the upcoming EU portal and EU
database.

In 2015, the Committee for Medicinal Products, as an ad-
visory body to the Director of the State Institute, held ten
meetings regarding the assessment of applications for clini-
cal trials authorisation.

Chart 2: Number of applications for clinical trials of medicinal products

—120
98
81
26 27
10
1 6
1. phase I1./11. phase IIl. phase IV. phase
Legend: M 2013 2014 W 2015
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Tabulka 13: Zameranie klinického skusania

— najcastejSie ochorenia
Ochorenie Pocet Ziadosti
Diabetes mellitus Il. typu 10

Neurologické ochorenia
Ulcerdzna kolitida

[y
[y

Oc¢né ochorenia

Astma bronchialna
Reumatoidna artritida
Crohnova choroba
KoZné ochorenia
Karcindm pltc

Dusevné poruchy
Kardiologické ochorenia

W w w ks~ U1 o) N 00 L

Chronicka obstrukéna choroba plic

Tabulka 14: Cinnost v oblasti klinického skdsania
v roku 2015

Ziadost o povolenie klinického skusania 137
Schvdlenie klinického skusania 122
Namietky/zamietnutie klinického skdsania 3
Ziadost o schvalenie dodatku protokolu 226
Ziadost/ozndmenie zmien v Prirucke pre 328
skusajuceho

Ziadost o schvélenie nového centra 55
Dodanie suhlasu etickej komisie 57
Oznamenie zaciatku klinického skusania 48
Ozndmenie ukoncenia klinického skusania 163
Ro¢nd sprdva o bezpecnosti ucastnikov 456
HIdsenie neZiaducej udalosti zo Slovenskej 5
republiky

V ramci dohladu nad vykondvanim klinického skusa-
nia bolo v roku 2015 vykonanych 9 inSpekcii sprav-
nej klinickej praxe na pracoviskach, ktoré maju vztah
ku klinickému skusaniu - 6 planovanych a 1 cielena
u skusajuceho, 1 spojena inSpekcia so spravnou le-
karenskou praxou v lekarni a 1 spojend inSpekcia so
spravnou vyrobnou praxou u vyrobcu.

Prijatad legislativa, v ramci
ktorej sa zjednocuju
procesy klinického skusania
v krajindch EU.

Table 13: Overview of clinical trials by therapeutic
areas

Disease Number

of applications
Type 2 Diabetes Mellitus 10
Neurological disorders

[
=

Ulcerative colitis
Ocular Diseases
Bronchial asthma
Rheumatoid arthritis
Crohn's disease

Skin diseases

Lung carcinoma
Mental disorders
Cardiological diseases

W w w s~ U1 o0 N 0 L

Chronic obstructive pulmonary disease

Table 14: Activities in the field of clinical trials in 2015

Department activities ‘ Number
Application for approval of a clinical trial 137
Approval of a clinical trial 122
Objections to/rejection of a clinical trial 3
Application for approval of protocol 226
amendment

Application for/notice of amendments 328
to the Investigator’s Brochure

Application for approval of a new trial site 55
Delivery of the ethic committee's approval 57
Notification of the clinical trial's initiation 48
Notification of the clinical trial's completion 163
Annual report on the safety of participants 456
Report on adverse events from the Slovak 5
Republic

The surveillance of clinical trials included 9 inspec-
tions of Good Clinical Practice in the workplace rela-
ted to clinical trials in 2015. 6 of them were planned
and 1 was targeted of the investigator, 1 was asso-
ciated with inspection of Good Pharmacy Practice in
a pharmacy and 1 was associated with inspection of

Good Manufacturing Practice at a manufacturer’s. .
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New clinical trial requlation

simplifies procedures across

EU and enables cross-border

cooperation in international
clinical trials.



SEKCIA

ZDRAVOTNICKYCH POMOCOK

Sekcia zdravotnickych pomécok je prislusnym orga-
nom pre zdravotnicke pomaocky v Slovenskej republike.
Hlavnou ulohou pracovnikov sekcie je zabezpecenie
registracie/evidencie zdravotnickych pomdcok, moni-
torovanie nehdd, poruch a zlyhani v rdmci systému vi-
gilancie zdravotnickych pomécok a dohlad nad trhom
so zdravotnickymi pomockami.

Sekciu zdravotnickych pomocok tvori:
e QOddelenie registracie, evidencie, bezpecnosti a do-
hladu nad trhom so zdravotnickymi pomdckami

Registracia a evidencia zdravotnickych
pomocok

Medzi zdkladné Cinnosti suvisiace s registraciou a evi-

denciou zdravotnickych pomocok patria:

e registracia vyrobcov zdravotnickych pomécok ale-
bo splnomocnencov so sidlom v Slovenskej repub-
like,

e registracia zdravotnickych pomdcok, aktivnych im-
plantovatelnych zdravotnickych pomécok a diag-
nostickych zdravotnickych pomocok in vitro od
vyrobcov alebo splnomocnencov so sidlom v Slo-
venskej republike,

e evidencia vyrobcov alebo ich splnomocnencov so
sidlom v inom ¢lenskom S$tate a zdravotnickych po-
mocok triedy lla, llb a lll,

e pridelovanie kddov, vedenie, kontrola a aktualiza-
cia databdzy zdravotnickych pomocok, vyrobcov a
kédov,

e predlZovanie platnosti registrdcii, evidencii a pri-
delenych kddov na zaklade novych ES certifikatov,

e rozsirovanie poctu registrovanych/evidovanych
zdravotnickych pomécok a zmena ndzvu vyrobcu
alebo Ziadatela,

e sprdva udajov v slovenskej Casti eurépskej data-
banky EUDAMED,

e reaktivny trhovy dohlad, vybavovanie podnetoy,

e proaktivny trhovy dohlad.

V roku 2015 bol zaznamenany vzostup poctu Ziadosti
o registraciu / evidenciu zdravotnickych pomécok z 1

492 na 1 605, mierny pokles poctu vygenerovanych
novych kodov — 1 343, mierny vzostup poctu aktuali-
zovanych kodov z 2 553 na 3 016 v porovnani s rokom
2 014.

Pracovnici sekcie vyuzivaju databdzu registrovanych a
evidovanych zdravotnickych pomacok, ktorej vyhlada-
vacia modifikacia je zverejnena na internetovej stranke
Statneho ustavu a je tak dostupna Sirokej verejnosti.
Databadza je aktualizovana na tyZdennej baze. Mesacne
sa na internetovej stranke Statneho Ustavu zverejniuje
celkova databaza zdravotnickych pomdcok v tabulko-
vom formate.

Pracovnici sekcie spravuju za Slovensku republiku uda-
je v eurdépskej databanke EUDAMED, kde bolo v prie-
behu roka 2015 vloZenych 7 novych vyrobcov a 33
zdravotnickych pomécok. Databanka EUDAMED bola
vytvorena na eurdpskej trovni s cielom posilnit dohlad
nad trhom so zdravotnickymi pomdckami. Databanka
umoznuje prislusSnym organom clenskych statov rychly
pristup k informacidm o zdravotnickych poméckach,
ich vyrobcoch a splnomocnencoch, ES certifikatoch,
nehodach, poruchach a zlyhaniach a klinickych skusa-
niach.

Sekcia zdravotnickych pomdécok spolupracovala aj
v roku 2015 s Ministerstvom zdravotnictva SR v proce-
se kategorizacie zdravotnickych pomécok a Specidlne-
ho zdravotnickeho materialu.

Bezpecnost zdravotnickych pomocok,
trhovy dohlad, medzinarodna spolupraca

Medzi dalsie ¢innosti sekcie, suvisiace s bezpecnostou

zdravotnickych pomocok patri:

e spracovavanie hlaseni od vyrobcov, partnerskych
liekovych agentur v ramci EU, distribGtorov, ne-
mocnic, nemocni¢nych lekdrni a lekarov o neho-
dach, poruchach a zlyhaniach zdravotnickych po-
mocok,

¢ sledovanie vykonu napravnych opatreni zo strany
vyrobcoy,

MEDICAL DEVICES

SECTION

The Medical Devices Section is the competent authori-

ty for medical devices in the Slovak Republic. The main

task of employees of this section is to ensure the re-

gistration/notifications of medical devices, monitoring

of incidents within the medical device vigilance system

and market surveillance of medical devices.

The Medical Devices Section consists of:

¢ Department of registration and notification of me-
dical devices

¢ Department of safety of medical devices and mar-
keting surveillance

Registration and Notification of Medical
Devices

The basic activities associated with the registration and

notification of medical devices include:

e registration of medical device manufacturers or
authorized representatives with registered offices in
the Slovak Republic,

e registration of medical devices, active implantable
medical devices and in vitro diagnostic medical de-
vices from manufacturers or authorized representa-
tives with registered offices in the Slovak Republic,

e notification of manufacturers or their authorized re-
presentatives with registered offices in other Mem-
ber States and notification of Class lla, llb and Ill me-
dical devices,

¢ code assighment, keeping, monitoring and updating
of databases of medical devices, manufacturers and
codes,

e validity prolongation of registrations, notifications
and assigned codes on the basis of new EC certifi-
cates;

e extension of the number of registered/notified me-
dical devices and changes to a manufacturer’s or
applicant’s name,

e data management of the Slovak part in the European
databank EUDAMED,

¢ reactive market surveillance, complaints processing,

e proactive market surveillance.

In 2015, compared to 2014, there was an increase in

the number of applications for registration/filing of
medical devices from 1 492 to 1 605, a slight decline
in the number of newly generated codes - 1 343, and
a slight increase in the number of updated codes from
2553 to 3 016.

Employees of the section use the database of regis-
tered and notified medical devices. The searchable
modification of this database is disclosed on the State
Institute’s website and, thus, it is available to general
public. The database is updated on a weekly basis. An
overall database of medical devices in table format is
disclosed on the State Institute’s website every month.

Employees of the section manage the data in the Eu-
ropean databank EUDAMED on behalf of the Slovak
Republic, 7 new manufacturers and 33 medical devi-
ces were recorded during the course of 2015. The EU-
DAMED databank was created at the European level
to strengthen market surveillance of medical devices.
The databank allows the competent authorities of
the Member States rapid access to information about
medical devices, their manufacturers and authorized
representatives, EC certificates, incidents, and clinical
trials.

Also in 2015, the Medical Devices Section cooperated
with the Ministry of Health of the Slovak Republic in
the process of categorization of medical devices and
special medical material.

Safety of Medical Devices and Marketing
Surveillance

Other activities of the section, relating to the safety of

medical devices, include:

e processing of reports on incidents of medical de-
vices from manufacturers, partner medicine agen-
cies within the EU, distributors, hospitals, hospital
pharmacies, and physicians,

* monitoring of implementation of corrective mea-
sures taken by manufacturers.



Informdcie ziskané v ramci systému vigilancie zdravot-
nickych pomocok sa vyuzivaju pri spracovavani hlaseni
o nehodach, poruchach a zlyhaniach zdravotnickych po-
mécok spristupnenych na trhu v SR a sluzia ako zdroj in-
formdcii prisluSnym orgdnom a zdravotnickym zariade-
niam — Ministerstvu zdravotnictva Slovenskej republiky,
zdravotnym poistovniam, lekdriiam, vydajniam zdravot-
nickych pomécok, zdravotnickym zariadeniam, pripadne
priamo pacientom.

Pocet vSetkych hlaseni nehdd, poruch a zlyhani v porov-
nani s rokom 2014 klesol v roku 2015 z 1 208 na 1 186,
z toho 412 zdravotnickych pomaocok bolo podla hlaseni
pouzivanych aj v Slovenske]j republike, ¢o predstavuje
priblizne 35 % vsetkych hldseni. Tymto hlaseniam bola
venovana zvy$ena pozornost.

V priebehu procesu registracie/evidencie bolo v ram-
ci trhového dohladu zistenych az cca 90 % nespravne
oznacenych nezhodnych vyrobkov zo vsetkych podanych
oznameni. Najcastejsimi nezhodami boli nespravne pro-
porcie CE znacky a nespravne vyobrazenie symbolov na
obale zdravotnickych pomécok a absencia povinnych
udajov na zdravotnickych poméckach a v ndvodoch na
ich poutzitie.

V priebehu roku 2015 bolo v ramci proaktivneho dohla-
du nad trhom so zdravotnickymi pomaockami vykonanych
43 inSpekcii v lekdrnach, vydajniach a u vyrobcov zdra-
votnickych pomdocok, v rdmci ktorych bolo skontrolova-
nych 143 nahodne vybratych zdravotnickych pomaocok.
V ramci tychto inSpekcii bolo zistenych 18 nezhodnych
zdravotnickych pomécok, ¢o predstavuje percentudinu

Tabulka 15: Cinnost sekcie v roku 2015

mieru nezhody 12%. V rdmci reaktivneho trhového do-
hladu bolo vykonanych 11 inSpekcii na zaklade 7 pod-
netov.

V roku 2015 boli prijaté 3 vyhlasenia o zdravotnicke] po-
mécke na klinické skusanie spolu so Ziadostou o klinické
skdsanie. Boli vydané 3 rozhodnutia o povoleni klinic-
kého skusania zdravotnickej pomocky. Do databanky
EUDAMED bolo vlozené 1 klinické skusanie, ktoré bolo
v ramci EU schvéalené v Slovenskej republike.

Pracovnici oddelenia sa zG¢astnili na pozvanie Uradu
pre normalizaciu, metrolégiu a skusobnictvo Slovenskej
republiky, spolo¢ného posudzovania dvoch slovenskych
notifikovanych oséb. Pracovnici okrem iného pokraco-
vali v medzinarodnej spolupraci pri rieSeni kvalifikacie
a klasifikacie hrani¢nych vyrobkov, kde za Slovensku re-
publiku odpovedali na otazky tykajuce sa 20 hrani¢nych
vyrobkov.

V rdmci medzindrodnej spoluprace sa pracovnici od-
delenia zapojili do Cinnosti pracovnych skupin pri EK —
pracovnej skupiny expertov pre zdravotnicke pomdcky
(MDEG), pracovnej skupiny expertov na vigilanciu zdra-
votnickych pomocok (MDEG vigilance), pracovnej skupi-
ny pre dodrZiavanie a presadzovanie prava (COEN) a pra-
covnej skupiny klinické skusanie a klinické hodnotenie
zdravotnickych pomdcok (CIE).

Pre vyrobcov zdravotnickych pomocok so sidlom v Slo-
venskej republike bolo vydanych 13 certifikatov volného
predaja (Free Sales Certificate) nevyhnutnych pre import
slovenskych zdravotnickych pomocok do tretich krajin.

Pocet Ziadosti o registraciu/ evidenciu zdravotnickych pomécok 1065
Nové pridelené kdody 1343
Aktualizované kody 5065
Pocet hlaseni nehdd, poruch a zlyhani zdravotnickych pomocok 1186
Pocet hlaseni nehdd, poruch a zlyhani zdravotnickych pomécok spristupnenych na trhu v SR 412
Pocet inSpekcii v ramci trhového dohladu 43
Pocet skontrolovanych zdravotnickych pomocok v rdmci trhového dohladu 154
Pocet zistenych nezhodnych zdravotnickych pomécok v ramci trhového dohladu 18
Pocet podnetov na zdravotnicke pomocky 7
Pocet inSpekcii na zaklade podnetov 11
Kvalifikacia a klasifikacie hrani¢nych vyrobkov 20
Pocet novych vyrobcov/ splnomocnencov registrovanych v SR, vlozenych do EUDAMED 7
Pocet novych registrovanych zdravotnickych pomdcok vloZzenych do EUDAMED 33
Pocet vydanych certifikdtov volného predaja 13
Oznamenie o zacati klinického skusania ZP 3
Povolené klinické skusanie ZP 3
Pocet klinickych skusani zdravotnickych pomocok vlioZzenych do EUDAMED 1
Pocet zdravotnickych pomocok stiahnutych z trhu 0

Information obtained within the vigilance system of
medical devices is used to process reports on incidents
of marketed medical devices in the Slovak Republic and
serve as a source of information for the competent
authorities and medical facilities — the Ministry of Heal-
th of the Slovak Republic, health insurance companies,
pharmacies, medical device dispensaries, medical facili-
ties or directly for patients.

In 2015, compared to 2014, the number of all reports
of incidents decreased from 1 208 to 1 186, and, accor-
ding to the reports, 412 of these medical devices were
also used in the Slovak Republic - which represents
approximately 35% of all reports. Higher attention was
paid to these reports.

From all submitted notices, up to 90% of incorrectly la-
belled non-conforming products were detected during
the process of registration/notification within market
surveillance. The most common shortcomings were in-
correct proportions of the CE mark, incorrect displaying
of symbols on the packaging of medical devices, and
lack of mandatory data on medical devices and in their
instructions for use.

Within the proactive market surveillance of medical
devices during 2015, 43 inspections of pharmacies,
dispensaries and medical device manufacturers were
carried out, and 143 randomly selected medical devices
were checked as part of these inspections. Within these
inspections, 18 non-conforming medical devices were
identified, which represents a non-compliance rate of

Table 15: Activities in 2015

12%. Within the reactive market surveillance, 11 ins-
pections following 7 complaints were carried out.

In 2015, 3 statements about medical devices for clinical
trials together with their application for clinical trials
were received. 3 decisions on approving a medical devi-
ce clinical trial were issued. 1 clinical trial, approved in
the Slovak Republic within the EU, was added into the
databank EUDAMED.

At the invitation of the Slovak Office of Standards,
Metrology and Testing, employees of the department
attended the joint assessment of two Slovak notified
persons. Among others, the employees continued in
international cooperation in addressing the qualifica-
tion and classification of borderline products, where,
on behalf of the Slovak Republic, they replied to ques-
tions on 20 borderline products.

Within the international cooperation, employees of
the department were involved in EC working group
activities - Medical Devices Expert Group (MDEG), Me-
dical Devices Expert Group on vigilance (MDEG vigilan-
ce), Compliance and Enforcement group (COEN), and
Clinical Investigation and Evaluation Group on medical
devices (CIE).

13 Free Sales Certificates necessary for the import of
Slovak medical devices to third countries were issued
for manufacturers of medical devices with registered
offices in the Slovak Republic.

Section activities

Number of applications for registration/notification of medical devices 1065
Newly assigned codes 1343
Updated codes 5065
Number of incidents of medical devices 1186
Number of reports on incidents of medical devices available on the Slovak market 412
Number of inspections within market surveillance 43
Number of inspected medical devices within market surveillance 154
Number of detected non-conforming medical devices within market surveillance 18
Number of complaints about medical devices 7
Number of inspections on the basis of complaints 11
Qualification and classification of borderline products 20
Number of new manufacturers/authorized representatives registered in the Slovak Republic, recorded in EUDAMED 7
Number of new registered medical devices recorded in EUDAMED 33
Number of issued free sale certificates 13
Notice on medical device clinical trial initiation 3
Approved medical device clinical trials 3
Number of medical device clinical trials recorded in EUDAMED 1
Number of recalled medical devices 0
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Vstupilo do platnosti nové
znenie zakona o liekoch

New legislation concerning
medicinal products and

medical devices was put into
the practice
in Slovak Republic.

a zdravotnickych
pomockach v SR.




SEKCIA INSPEKCIE

V ramci svojich pracovnych cinnosti vykonavaju in-
Spektori pravidelné kontroly vo vyssie spominanych
zariadeniach. Ide o tieto typy inSpekcii:

Vstupna inSpekcia

Vykonava sa na Ziadost za Ucelom vydania posud-
ku na materidlne a priestorové vybavenie Ziadatela
o povolenie na vyrobu liekov, velkodistribuciu lie-
kov, pripravu transfuznych liekov, poskytovanie leka-
renskej starostlivosti a zaobchadzania s omamnymi
a psychotropnymi latkami. Dalej sa vykondava za tce-
lom vydania stanoviska pre Ziadatela o povolenie na
zaobchadzanie s ur¢enymi latkami, vydania registrac-
ného formulara pre vyrobcov, distribldtorov a dovoz-
cov ucinnych latok, pri schvalovani kontrolnych labo-
ratdrii a pri vydani posudku pre o¢né optiky.

Priebezna inSpekcia

Vykonava sa za ucelom kontroly dodrZiavania zasad
spravnej vyrobnej praxe, spravnej velkodistribucnej
praxe, spravnej praxe pripravy transfuznych liekov a
spravnej lekarenskej praxe, pricom sa inSpektori za-
meriavaju na kontrolu v zdvislosti od urcitych kritérii
(napr. obdobie od poslednej kontroly alebo riadenie
rizika). Vystupnymi dokumentmi mézu byt osvedcenia.

Nasledna inSpekcia

Vykondva sa za ucelom kontroly plnenia napravnych
opatreni, ktoré boli vydané v reakcii na zistené nedo-
statky pri predoslej inSpekcii.

Cielena inSpekcia

Vykonava sa v reakcii na ohldsené staznosti a podne-
ty, pri stahovani lieku z trhu, moznom ohrozeni ve-
rejného zdravia, na vyZiadanie orgdnov Statnej spra-
vy alebo pri podozreni na nezdkonné zaobchadzanie
s liekmi. Pri cielenej inSpekcii je kontrola zamerana
len na urcity postup alebo proces. Na rozdiel od os-
tatnych typov inSpekcii sa tdto vo vacsine pripadov

vykondva ako neohldsena insSpekcia, t. j. bez predin-
Spekcéného kontaktu so subjektom.

Sekciu inSpekcie tvoria:

e Oddelenie kontroly vyroby liekov a kvality liekov
na trhu

e (Oddelenie kontroly distribucie liekov a lekaren-
stva

Oddelenie kontroly vyroby liekov a kvality
liekov na trhu

Medzi zakladné ¢innosti suvisiace s inSpekciami u vy-

robcov a v transfuziologickych zariadeniach patria:

e vykondvanie vstupnych inSpekcii zameranych na
kontrolu materidlneho a priestorového vybavenia
u vyrobcov liekov a v transfuziologickych zariade-
niach,

e vykondvanie inSpekcii u vyrobcov, distribatorov
a dovozcov ucinnych latok,

e vykonavanie inSpekcii v autorizovanych kontrol-
nych laboratdriach,

e vykondvanie priebeznych inSpekcii zameranych
na kontrolu dodrziavania zdsad spravnej vyrobnej
praxe a spravnej praxe pripravy transfuznych lie-
kov,

¢ vykondvanie naslednych a cielenych inSpekcii,

e posudzovanie Ziadosti o registraciu lieku a Ziados-
ti 0 zmenu v registracii lieku.

V roku 2015 bolo vykonanych 24 inSpekcii u vyrobcov
liekov posobiacich v Slovenskej republike a 5 inSpekcii
u vyrobcov liekov so sidlom mimo EU. V transfuzio-
logickych zariadeniach bolo vykonanych 24 inSpekcii.
Na zaklade oznameni vyrobcov, distributorov a do-
vozcov ucinnych latok bola vykonana 1 inSpekcia.

V roku 2015 bola prijatd 1 Ziadost o schvélenie kon-
trolného laboratdria.

Za rok 2015 bolo vydanych 10 registracnych formula-
rov pre ucinné latky.

INSPECTION SECTION

Inspectors, within their work activities, carry out regular
controls of the above mentioned facilities. The inspection
types are the following:

Inicial inspection

This is carried out upon request in order to issue an opi-
nion on the premises and equipment of an applicant who
applies for approval for medicinal product manufacture,
wholesale distribution, preparation of transfusion medici-
nal products, provision of pharmaceutical care and hand-
ling narcotic drugs and psychotropic substances. It is also
carried out in order to issue an opinion on an applicant
who applies for approval for handling determined sub-
stances; to issue the registration form for manufacturers,
distributors and importers of active pharmaceutical ingre-
dients, in the case of approving control laboratories, and in
the case of issuing opinion for opticians.

Routine inspection

This is carried out in order to inspect compliance with the
principles of Good Manufacturing Practice, Good Distri-
bution Practice, Good Preparation, Practice for Blood Pro-
ducts and Good Pharmacy Practice, while the inspectors
focus on inspecting depending on certain criteria (e.g. the
period since the last inspection or risk management). Out-
put documents can be certificates.

Follow-up inspection

This is carried out in order to inspect the implementation
of corrective measures which were applied in response to
deficiencies identified during the previous inspection.

Specific inspections

This is carried out in response to reported claims and com-
plaints; in case of medicinal product recall, potential thre-
at to public health, upon request of a state administration
body, or suspected illegal handling of medicinal products.
The inspection is focused only on a certain procedure or
process during the targeted inspection. Unlike other types
of inspections, this one is usually performed as unannoun-

ced inspections, i.e. without pre-inspection contact with
the subject.

The Inspection Section consists of:

e Department of Inspections of manufacturing proces-
ses and monitoring of shortage of medicines

e Department of Inspections of Wholesalers, Pharmacy
Chain Inspections

Department of Inspections of manufacturing
processes and monitoring of shortage of
medicines

The basic activities associated with inspections of manuf-
acturers and transfusion facilities include:

e carrying out entry inspections targeted on mate-
rial and spatial equipment control at manufacturers
of medicinal products and transfusion facilities,

e carrying outinspections at manufacturers, distributors
and importers of active pharmaceutical ingredients,

e carrying out inspections in authorized control labora-
tories,

e carrying out running inspections focused on the con-
trol of compliance with the principles of Good Manuf-
acturing Practice and Good Preparation Practice for
Blood Products,

e carrying out follow-up and targeted inspections,

* assessment of applications for drug registration and
applications for variations in drug registration.

In 2015, 24 inspections of medicinal product manufactu-
rers operating in the Slovak Republic and 5 inspections of
medicinal product manufacturers with registered offices
outside the EU were carried out. 24 inspections were car-
ried out at blood establishments. 1 inspection was carried
out upon notification by manufacturers, distributors and
importers of active pharmaceutical ingredients.

In 2015, 1 application for control laboratory authorization
was received.

In 2015, 10 registration forms for active pharmaceutical in-
gredients were issued.
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Tabulka 16: Prehlad vykonanych inspekcii v roku 2015

SVP
SPPTL 2 22

SPOLU
4 24 0 1 29

0 0 24

Tabulka 17: Prehlad vystupnych dokumentov z inSpekcii v roku 2015

Vystupné dokumenty Transfuziologické
zariadenia
1

Posudky v zmysle zdkona ¢. 362/2011 Z. z. v platnom zneni

Posudky v zmysle zdkona ¢. 139/1998 Z. z.
Stanoviskd v zmysle zakona ¢. 331/2005 Z. z.
Osvedcenia o dodrziavani poziadaviek SVP
Osvedcenia o dodrziavani poziadaviek SPPTL
Spravy z inSpekcii

Registracné formulare API

Opatrenia suvisiace s nedostatkom liekov

Medzi zakladné cinnosti suvisiace s postregistracnou

kontrolou kvality liekov patria:

e prijimanie a spracovavanie informacii o nedostat-
koch v kvalite liekov — Rapid Alert a riadenie proce-
su stahovania liekov z trhu,

e rieSenie reklamdcii a staznosti na nedostatky v kva-
lite liekov podané lekarmi, lekdrnikmi a pacientmi,

e vybavovanie Ziadosti drzitelov registracie tykajuce
sa dovozu liekov s minimdalnou odchylkou od regis-
tracie v rdmci korekéného planu,

e vybavovanie Ziadosti o predizenie alebo skratenie
doby poutZitelnosti lieku,

e spracovavanie hldseni o preruseni alebo zruseni do-
davok liekov na trh a o prvom uvedeni liekov na trh,

e vypracovdvanie planu odberu vzoriek liekov z dis-
tribucnej siete v spolupraci so sekciou laboratérnej
kontroly za uUcelom realizacie kontroly kvality lie-
kov a objednavanie referenénych materidlov,

e kontrola kvality liekov dovezenych do Slovenskej
republiky,

¢ kontrola kvality liekov od domdcich vyrobcov,

e spracovavanie hlaseni o dovoze, spotrebe a vyvoze
liekov,

e spracovavanie ozndmeni o vyvoze liekov a priprava
rozhodnuti o nepovoleni vyvozu,

e (cast na medzinarodnych projektoch kontroly kva-
lity centrdlne registrovanych liekov a generickych
liekov v EU (EDQM),

e posudzovanie Ziadosti o subeZny dovoz,

e vydavanie certifikatov o lieku (CPP),

e spracovdavanie hlaseni o nesulade vyrobcov a vel-
kodistributorov so spravnou praxou — Non-com-
pliance,

e spolupraca s colnym Uradom,

e spracovavanie hlaseni o vyskyte falSovanych liekov.

V roku 2015 SUKL prijal 111 hldseni o nedostatkoch
v kvalite liekov z medzinarodnych liekovych agentur,

2

34

26
28 22
10

cez tzv. Rapid Alert System (l. trieda urgentnosti — 58,
Il. trieda urgentnosti — 45, Ill. trieda urgentnosti — 4
a neurcena trieda — 4). Najviac hlaseni v roku 2015
bolo prijatych z nasledovnych agentur: Health Cana-
da, U.S. Food and Drug Administration, Federal Insti-
tute for Drugs and Medical Devices Nemecko.

Statny Ustav pre kontrolu lieciv odoslal v ramci vy-
strazného systému - 1 Rapid Alert, dovodom bol ne-
sulad so Specifikaciou - nevyhovujica skuska sterility
podla Ph.Eur. u lieku PENDEPON COMPOSITUM, plv
inul0x1,MU (liek.inj.).

Zo slovenského trhu bolo v roku 2015 stiahnutych 27
liekov, z toho 16 na zdklade hlaseni medzinarodnych
liekovych agentur, 8 na zaklade oznameni drzitelov
registrdcie, 1 liek na zaklade reklamdcie a 1 liek nevy-
hovel kontrole kvality SUKL.

Graf 5: Pocet hlaseni o nedostatkoch v kvalite liekov v
rokoch 2013 - 2015

— 150

Legenda: M medzindrodné hldsenia Rapid Alert [ lieky stiahnuté z trhu v SR

Table 16: Summary of inspections carried out in 2015

ANNUAL REPORT

Inspections ____|_____Entry |___Running | Targeted Follow-up TOTAL
24 0 1 29

GMP 4
GPP 2 22

0 0 24

Table 17: Summary of outcomes from inspections in 2015

Output Documents Transfusion Facilities

Opinion reports within the provision of Act No. 362/2011 Coll. as 1 2
amended

Opinion reports within the provision of Act No. 139/1998 Coll. 1

Opinions within the provision of Act No. 331/2005 Coll.

Certificates of compliance with GDP requirements 34

Certificates of compliance with GPP requirements 26
Inspection reports 28 22
Forms for APl registration 10

Measures taken from quality deficiencies of
medicines/shortage of medicines

The basic activities associated with post-registration quali-

ty control of medicinal products include:

¢ receiving and processing information on deficiencies in
the quality of medicinal products - Rapid Alert and pro-
cess management of medicinal product recalling,

¢ addressing of claims and complaints for deficiencies in
the quality of medicinal products brought forward by
physicians, pharmacists and patients,

e processing of applications of marketing authorization
holders relating to the import of medicinal products with
a minimum deviation from registration within a correc-
tion plan,

¢ processing of applications on the prolongation or short-
ening of a medicinal product’s shelf life,

¢ processing of reports on the interruption or cancellation
of medicinal product supply on the market and the first
medicinal product’s launch,

¢ development of a plan for drug sampling from the dis-
tribution network in cooperation with the Laboratory
Control Section in order to implement medicinal product
quality control and order reference materials,

¢ quality control of medicinal products imported to the Slo-
vak Republic,

e quality control of medicinal products from domestic
manufacturers,

¢ processing of reports on the import, consumption and
export of medicinal products,

e processing of notices on medicinal product export and
preparation of decision making on not to allow re-export,

¢ participation in international quality control projects of
centrally registered medicinal products and generic me-
dicinal products in the EU (EDQM),

¢ assessment of applications for parallel import,

e issuing the Certificate of Pharmaceutical Product (CPP),

e processing of reports on the non-compliance of manu-
facturers and wholesale distributors with good practice
- Non-compliance,

¢ cooperation with the Customs Office,

¢ processing of reports on the incidence of falsified medic-
inal products.

In 2015, SIDC received 111 reports on deficiencies in the
quality of medicinal products from international medicine
agencies through the so-called Rapid Alert System (Urgen-
cy Class | - 58, Urgency Class Il - 45, Urgency Class Il - 4 and
unspecified class - 4). The majority of reports in 2015 were
received from the following agencies: Health Canada, U.S.
Food and Drug Administration, Federal Institute for Drugs
and Medical Devices Germany.

The State Institute for Drug Control sent 1 Rapid Alert
within the alert system due to non-compliance with the
specification - non-compliant sterility test of the medicinal
product PENDEPON COMPOSITUM, powder for solution
10x1 MU (vial) according to Ph.Eur.

In 2015, 27 medicinal products were recalled from the
Slovak market, thereof 16 upon international medicine
agencies reports, 8 upon a marketing authorization hold-
er’s notice, 1 upon a claim and 1 medicinal product did not
conform with the quality control of SIDC.

Chart 5:Number of reports on deficiencies in medici-
nal product quality in the period 2013-2015

— 150

2014

Legend: I International reports Rapid Alert [ Medicinal products recal-
led from Slovak market
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Ako dbvody stiahnutia liekov z trhu boli uvedené nasledovné nedostatky v kvalite liekov: The following deficiencies in medicinal product quality were listed as reasons for recall:
e nesulad so Specifikaciou, ¢ non-compliance with the specification,

pritomnost castic (kov, sklo, plast, neidentifikované nedistoty), the presence of particles (metal, glass, plastic, unidentified impurities),

bakteridlna kontamindcia, bacterial contamination,

nevyhovujuce testy stability, non-compliant stability tests,

nedodrzanie SVP u vyrobcov API. non-compliance with GMP in manufacturers of API.

Tabulka 18: Lieky stiahnuté z trhu v roku 2015

Nazov humanneho lieku Indikac¢na skupina Nedostatok v kvalite Drzitel registracie

Table 18: Medicinal products recalled in 2015

CALTRATE PLUS, tbl flm 30

VITAMIN C-Injektopas 7,5 g, sol
inf 1x50 ml/7,5 g

PENDEPON COMPOSITUM, plv
inu 10x1,5 MU (liek.inj.)

JOX, aer ora 1x30 ml (fT.PE)

STOPANGIN, aer ora 1x30 ml

VERAL 75, sol inj 5x3 ml/75 mg

CARBOMEDAC 10 mg/ml infuzny
koncentrat

NATRIUM SALICYLICUM Biotika,
sol inj 10x10ml

CARZAP 32 mg, tbl 28x32 mg

KALIUM CHLORATUM
BIOMEDICA, tbl ent 100x500 mg

TOPOTECAN medac 1 mg/ml
infuzny koncentrat, con inf 1x4
ml/4 mg

IALUGEN PLUS lig imp,
5x (10x10 cm) (vre.Al)

IALUGEN PLUS lig imp, 10x
(10x10 cm) (vre.Al)

soli aidny

pre peroralnu
a parenteralnu
aplikaciu

vitaminy

antibiotika

antiseptika

otorinolaryn-
gologika

antireumatika,
antiflogistika,
antiuratika

cytostatika

antireumatika,
antiflogistika,
antiuratika

hypotensiva

soli aiény

pre peroralnu
a parenteralnu
aplikaciu

cytostatika

dermatologika

dermatologika

Nevyhovuje Specifikaciam
stanovenym vyrobcom lieku
v skuske disoltcie

Chybajuci text v pisomnej
informacii pre pouzivatela
humanneho lieku

Nevyhovujuca skuska
Sterility podla Ph. Eur.

Mozné riziko skrytej
mechanickej chyby
plastového aplikatora, ktora
moze sposobit jeho rozpad -
nefunkénost pripravku

MozZné riziko skrytej
mechanickej chyby
plastového aplikatora, ktora
mbze sposobit jeho rozpad -
nefunkénost pripravku

Nesulad so Specifikaciou
— prekrocenie limitu
v parametri Cistoty

Pritomnost nerozpustnych
Castic

Odchylka od Specifikacie
(vyssia intenzita zafarbenia
roztoku)

Udaje na vonkajsom obale
a v pisomnej informacii pre
pouzivatela humanneho
lieku su v ¢eskom jazyku

Udaje na obale st v ¢eskom
jazyku

Mozna mikrobiologicka
kontaminacia

Nespravna informacia pre
pouzivatela humanneho
lieku

Nespravna informacia pre
pouzivatela humanneho
lieku

Pfizer Corporation Austria

PASCOE pharmazeutische
Préparate GmbH, Nemecko

BB Pharma a.s, Praha, CR

TEVA Czech Industries s.r.o., CR

TEVA Czech Industries s.r.o., CR

Herbacos Recordati s.r.o, CR

Medac Gesellschaft fiirklinische
Spezialpraparate m.b.H,
Nemecko

BB Pharma a. s, CR

Zentiva, k.s. CR

BIOMEDICA, spol. sr. o, CR

Medac Gesellschaft flr
klinische Spezialprdparate
m.b.H, Nemecko

IBSA Slovakia s.r.o.

IBSA Slovakia s.r.o.

CALTRATE PLUS, film coated
tablets 30

VITAMIN C-Injektopas 7.5 g,
solution for infusion 1x50
mL/7.5g

PENDEPON COMPOSITUM,
powder for suspension for
injection 10x1.5 MU

JOX, oral spray 1x30 mL (PE
vial)

STOPANGIN, oral spray
1x30 mL

VERAL 75, injection solution
5x3 mL/75 mg

CARBOMEDAC 10 mg/mL
concentrate for infusion

NATRIUM SALICYLICUM
Biotika injection solution
10x10ml mL

CARZAP 32 mg, tablets
28x32 mg

KALIUM CHLORATUM
BIOMEDICA, gastro-resistant
tablets 100x500 mg

TOPOTECAN medac 1 mg/mL
concentrate for infusion 1x4
mL/ 4 mg

IALUGEN PLUS impregnated
bandage, 5x(10x10 cm)
(aluminium foil bag)

IALUGEN PLUS impregnated
bandage, 10x(10x10 cm)
(aluminium foil bag)

salts and ions for
oral and parenteral
application

vitamins

antibiotics

antiseptics

otorhinolaryngological
agents

anti-rheumatic drugs,
anti-inflammatory
drugs, antiurics

cytostatics

anti-rheumatic drugs,
anti-inflammatory
drugs, antiurics

hypotensives

salts and ions for
oral and parenteral
application

cytostatics

dermatologicals

dermatologicals

Name of the product for Indication group Lack of quality | Marketing authorization
human use holder

Does not comply with specifications | Pfizer Corporation

set by the drug manufacturer in the
dissolution test

Missing text in patient information
leaflet of a medicinal product for
human use

Non-compliant sterility test
according to Ph. Eur.

Possible risk of hidden mechanical
error in plastic applicator which
may cause its disintegration -
preparation malfunction

Possible risk of hidden mechanical
error in plastic applicator, which
may cause its disintegration -
preparation malfunction

Non-compliance with specification
- exceeding the limit in purity
parameter

The presence of insoluble particles

Deviations from the specification
(higher intensity of colouring
solution)

The information on the outer
package and patient information
leaflet of the medicinal product for
human use is in the Czech language

The information on the package is
in the Czech language

Potential microbiological
contamination

Incorrect information for the user
of the medicinal product for human
use

Incorrect information for the user
of the medicinal product for human
use

Austria

PASCOE pharmazeutische
Praparate GmbH,
Germany

BB Pharma a. s, the
Czech Republic

TEVA Czech Industries
s.r.o., the Czech Republic

TEVA Czech Industries
s.r.o., the Czech Republic

Herbacos Recordati s.r.o,
the Czech Republic

Medac Gesellschaft

fur klinische
Spezialpraparate m.b.H,
Germany

BB Pharma a. s, the
Czech Republic

Zentiva, k.s. The Czech
Republic

BIOMEDICA, spol. sr. o,
The Czech Republic

Medac Gesellschaft

fur klinische
Spezialpraparate m.b.H,
Germany

IBSA Slovakia s.r.o.

IBSA Slovakia s.r.o.
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Indication group

Name of the product for human use

Lack of quality Marketing
authorization

holder

Ndazov humanneho lieku Indikacna skupina Nedostatok v kvalite Drzitel registracie

CURACNE 40 mg, cps mol dermatologika Nesulad s poZziadavkami SVP  PIERRE FABRE DERMATOLOGIE,

30x40 mg Francuzsko

CURACNE 40 mg, soft capsule 30x40 mg

dermatologicals

Non-compliance with GMP

PIERRE FABRE

ALYOSTAL Prick, sol inj 1x3 ml imunopreparaty | Nesulad s poZiadavkami SVP | Stallergenes SAS, Francuzsko requirements DERMATOLOGIE,
(100 IR/ml, 100 IC/ml, 1000 IC/ France
ml) ALYOSTAL Prick, injection solution 1x3 mL (100  immuno- Non-compliance with GMP | Stallergenes SAS,
ORALAIR 100 IR & 300 IR, thl slg  imunoprepardty  Nesulad s poZiadavkami SVP  Stallergenes SAS, Francuzsko IR/mL, 100 IC/mL, 1000 IC/mL) preparations requirements France
1x3x100 IR + 1x28x300 IR ORALAIR 100 IR & 300 IR, sublingual tablet immuno- Non-compliance with GMP  Stallergenes SAS,
ORALAIR 300 IR, tbl slg 1x30x300 imunopreparaty Nesulad s poZiadavkami SVP  Stallergenes SAS, Francuzsko Ll < 1x28x3Q0 & _preparatlons requwemeths - e
IR ORALAIR 300 IR, sublingual tablet 1x30x300 IR immuno- Non-compliance with GMP  Stallergenes SAS,

) ) ) . ) ) preparations requirements France
ORALAIR 300 IR, tbl slg 3x30x300 imunopreparaty Nesulad s poziadavkami SVP  Stallergenes SAS, Francuzsko ORALAIR 300 IR, sublingual tablet 3x30x300 IR immuno- Non-compliance with GMP  Stallergenes SAS,
IR preparations requirements France
PHOSTAL, sus inj 1x5 ml imunopreparaty Nesulad s poziadavkami SVP | Stallergenes SAS, Francuzsko PHOSTAL, suspension for injection 1x5 mL immuno- Non-compliance with GMP | Stallergenes SAS,
PHOSTAL, sus inj 4x5 ml imunopreparaty Nesulad s poziadavkami SVP | Stallergenes SAS, Francuzsko : — Preparahons requwemeths : France

PHOSTAL, suspension for injection 4x5 mL immuno- Non-compliance with GMP | Stallergenes SAS,
STALORAL, sol slg 2x10 ml (fI.skl.  imunopreparaty Nesulad s poziadavkami SVP  Stallergenes SAS, Francuzsko preparations requirements France
hneda-udrziavacia liecba) STALORAL, sublingual solution 2x10 mL (brown  immuno- Non-compliance with GMP  Stallergenes SAS,
STALORAL, sol slg 4x10 ml (fl.skl. imunopreparaty  Nesulad s poZiadavkami SVP  Stallergenes SAS, Franctzsko glass vial-maintenance treatment) preparations requirements France
hneda-zaciatocna liecba) STALORAL, sublingual solution 4x10 mL (brown  immuno- Non-compliance with GMP  Stallergenes SAS,
STALORAL 300. sol sle 3x10 ml ) (t Nestilad siadavkami SVP | stall SAS. F 175k glass vial-initial treatment) preparations requirements France
, sol slg 3x10 m imunoprepard esulad s poziadavkami allergenes , Francuzsko . . . . .
(1x10 IR/1 mI+2x300gIR/1 ml) (ff prep ¥ P & STALORAL 300, sublingual solution 3x10 mL immuno- Non-compliance with GMP  Stallergenes SAS,
skl.hned3-tvodns liegba) (1x1_0 !R/l mL+2x300 IR/1 mL) (brown glass preparations requirements France
vial-initial treatment)

STALORAL 300, 59I slg 2x1Q ml imunopreparaty Nesulad s poZiadavkami SVP  Stallergenes SAS, Francuizsko STALORAL 300, sublingual solution 2x10 mL immuno- Non-compliance with GMP  Stallergenes SAS,
(2x300 IR/ ml) (fT.skl.hneda- (2x300 IR/mL) (brown glass vial-maintenance preparations requirements France
udrziavacia liecba) treatment)
FLUDARABIN Ebewe 25 mg/ cytostatikd Vyskyt ¢astic v roztoku Ebewe Pharma Ges.m.b.H. Nfg. FLUDARABIN Ebewe 25 mg/ mL concentrate for  cytostatics Occurrence of particles in Ebewe Pharma
ml injekény alebo infuzny KG, Rakusko injection or infusion, 1x2mL/50mg solution Ges.m.b.H. Nfg.
koncentrat, conf ijf 1x2ml/50mg KG, Austria
e ol T —— Ly m—— Ty —— Ursofalk 500 mg film coated tablets choleretics, Incorrect information Dr. Falk Pharma

tablety tbl flm 100x500 mg

cholekinetika

uvedena v texte na
vonkajSom obale lieku

Nemecko

100x500 mg

cholekinetics

stated in the text on the
outer package of the
medicinal product

GmbH, Germany

Vyvoz liekov

Medzi zakladné cinnosti suvisiace s agendou vyvozu

liekov patria:

e zber, monitoring a analyza ozndmeni o zamere
vyviezt liek zo SR,

e analyza udajov z hldseni o realizovanom vyvoze,

e spoluprdca s hlavnymi odbornikmi terapeutic-
kych skupin pri otdzkach moznej zamenitelnosti
liekov v liecbe,

e vydavanie rozhodnuti o nepovoleni vyvozu.

V roku 2015 bolo prijatych 32 121 ozndmeni o zame-
re vyviezt liek zo SR pre 1 289 liekov. Celkovo velko-
distribuéné spoloc¢nosti planovali vyviezt 4 896 709
baleni. Ozndmenia zaslalo 34 velkodistribu¢nych spo-
lo¢nosti, vyvoz nahlasili do 27 krajin.

Z tohto poctu zrealizovalo vyvoz 33 velkodistribuc-
nych spolo¢nosti. Zo Slovenska bolo za cely rok vy-
vezenych 1 216 liekov v mnoZstve 1 735 605 baleni,

¢o predstavuje priblizne tretinu z ozndmeného poctu
baleni.

Na zdklade udajov o dovoze, spotrebe a planovanom
vyvoze identifikoval SUKL v roku 2015 27 liekov, kto-
rych vyvozom by mohla byt ohrozenda dostupnost lie-
ku a poskytovanie zdravotnej starostlivosti.

Pre tieto lieky bolo vydanych 87 rozhodnuti, ¢o pred-
stavovalo 51 823 baleni. Vyvoz liekov nebol povoleny
14 velkodistribu¢nym spolo¢nostiam.

Tabulka 19: Planovany vyvoz v roku 2015 podla
kvartalov

Obdobie Pocet baleni

. kvartal 6 547 1030784
II. kvartal 8318 1126 909
1. kvartal 8101 1316 106
IV. kvartal 9 155 1422910

Re-export of medicinal products

The basic activities associated with the agenda of medi-

cinal product export include:

e collection, monitoring and analysis of announce-
ments on intention to re-export a medicinal product
from the Slovak Republic,

¢ data analysis from reports on performed re-exports,

e cooperation with main specialists of therapeutic
groups on issues of possible drug interchangeability
in the treatment,

e issuing of decisions on re-export ban.

In 2015, 32 121 notices on intention to export a medici-
nal product from the Slovak Republic for 1 289 medicinal
products were received. Wholesale distribution compa-
nies planned to export 4 896 709 packages in total. 34
wholesale distribution companies sent the notice and
they reported exporting to 27 countries.

From that number, 33 wholesale distribution companies

carried out the export. 1 216 medicinal products in the
amount of 1 735 605 packages were exported from the
Slovak Republic throughout the year, which represents
about one third of announced packages.

According to data on imports, consumption and planned
exports in 2015, the SIDC identified 27 medicinal produ-
cts, the export of which could jeopardize the availability
of the medicinal product and provision of healthcare.
For these medicinal products, 87 decisions were issued,
which represented 51 823 packages. 14 wholesale distri-
bution companies did not get approval to export medi-
cinal products.

Table 19: Planned re-export in 2015 by quarters

No. of packages

Quarter . 6 547 1030784
Quarter Il. 8318 1126 909
Quarter lll. 8101 1316 106
Quarter IV. 9 155 1422910
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Tabulka 20: Realizovany vyvoz v roku 2015 podla
kvartalov

Obdobie

. kvartal 469 349 464
II. kvartal 479 384 156
1. kvartal 859 567 202
IV. kvartal 895 434783

Graf 6: Porovnanie pldnovaného a realizovaného
vyvozu v roku 2015

— 1500 000

567 202
384 156 434783

1. kvartal 2. kvartal 3. kvartal 4. kvartal

Legenda: M pldnovany vyvoz [ realizovany vyvoz

Subezny dovoz

Pod oznacenim subezZny dovoz lieku sa rozumie dovoz
lieku, ktory je registrovany v Slovenskej republike a aj
v inom ¢lenskom State, do Slovenskej republiky inou
osobou ako drzitelom registracie lieku v Slovenskej re-
publike alebo v sucinnosti s nim.

Subezny dovoz mozno povolit len drZitelovi povolenia
na velkodistribuciu liekov.

SubeZne dovazany liek sa nesmie od referencného
dovazaného lieku odlisovat kvalitou, uc¢innostou a
bezpeénostou a pouziva sa za podmienok uvedenych
v rozhodnuti o registracii referenéného dovazaného
lieku.

Statny Ustav v roku 2015 zaznamenal zvy$eny pocet
Ziadosti od velkodistribu¢nych spolo¢nosti o povolenie
na subezny dovoz lieku.

Prijatych bolo 38 Ziadosti, z toho v 8 pripadoch islo o
predlzenie uZz platnych povoleni. V ramci subezného
dovozu sa najcastejSie dovazali lieky z Ceskej republiky.

0d roku 2013 zaznamenal Statny Ustav stdpajicu ten-
denciu subezného dovozu. V roku 2015 subezny dovoz
stupol na 38 Ziadosti.

Tabulka 21: Ziadosti o povolenie na stibeiny dovoz
lieku v roku 2015

38 34 4

Tabulka 22: Ziadosti o subezny dovoz podla indika¢-
nych skupin liekov

Indikacné skupiny

vazodilatancia

-
o
(o]
(v}
—

antihistaminika

anestetika (lokdlne)

venofarmaka, vazoprotektiva

vitaminy, vitagény

antibiotika

antidepresiva

chemoterapeutika (vratane tuberkulostatik)
antireumatikd, antiflogistika, antiuratika

P Wk W s RN R U lw

analgetika - anodyna

[y
o

hypotenziva
digestiva, adsorbencid, acida

=N

spasmolytika
antiemetika, antikinetika

Oddelenie kontroly distribucie liekov
a lekarenstva

Medzi zakladné cinnosti sdvisiace s inSpekciami

spravnej velkodistribu¢nej praxe patria:

¢ inSpekcéna ¢innost zamerana na kontrolu materi-
alneho a priestorového vybavenia u velkodistri-
butorov,

¢ inSpekcénd ¢innost zamerand na dodrZiavanie za-
sad spravnej velkodistribucnej praxe,

e vydavanie osvedceni o dodrZiavani zasad sprav-
nej velkodistribucnej praxe.

Medzi zakladné cinnosti sdvisiace s inSpekciami

spravnej lekdrenskej praxe patria:

¢ inSpekcéna Cinnost zamerana na kontrolu zariade-
ni poskytujucich lekarensku starostlivost,

¢ inSpekcénd ¢innost zamerand na dodrZiavanie za-
sad spravnej lekarenskej praxe,

e odber vzoriek na kontrolno — analytickd ¢innost
lekarenskych zariadeni v jednotlivych okresoch
Slovenska.

Statny Ustav pre kontrolu lie¢iv ma 5 kontrolnych la-
boratérii v mestach Bratislava, Topolc¢any, Zvolen, Zi-
lina a Kosice.

V roku 2015 bolo vykonanych celkovo 1 099 inSpekcii,
z toho 88 inspekcii vo velkodistribucnych spoloc¢nos-
tiach a 1 011 inSpekcii v zariadeniach poskytujucich
lekdrensku starostlivost. Zanalyzovanych bolo 1 536
vzoriek individudlne pripravovanych liekov.

Table 20: Re-export realized in 2015

Obdobie Number of drugs | No. of packages

Quarter 1. 469 349 464
Quarter 2. 479 384 156
Quarter 3. 859 567 202
Quarter 4. 895 434 783

Chart 6: Comparison of planned and performed
exports in 2015
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Legend: M planned export [ performed export

Parallel import

The term “parallel import” refers to the import of a
medicinal product registered in the Slovak Republic
as well as in another Member State to the Slovak Re-
public by a person other than the marketing autho-
rization holder in the Slovak Republic or in conjunc-
tion with him.

A parallel import may be permitted only to a holder
of the authorization for wholesale distribution of me-
dicinal products. A parallel imported medicinal pro-
duct must not differ from the reference medicinal
product in terms of quality, efficiency and safety, and
it is to be used under the conditions referred to in
the decision on registration of the reference medici-
nal product.

In 2015, the State Institute recorded an increased
number of applications for Application for parallel
import authorisation from wholesale distribution
companies.

38 applications were received, of which 8 cases con-
cerned the prolongation of existing authorisations.
Within the parallel import, the most often imported
medicinal products were from the Czech Repubilic.

The State Institute has recorded an increasing trend
of parallel import since 2013. In 2015, parallel im-
ports increased to 38 applications.

Table 21: Applications for approval of parallel import
of medicinal products in 2015

Approved

38 34 4
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Table 22: Applications for parallel import by drug
indication groups

Indication groups

vasodilators

antihistamines

anaesthetics (local)

venoms, vasoprotectives

vitamins, vitagens

antibiotics

antidepressants

chemotherapeutics (including tuberculostatics)

w R Whsr PN PR Ww

anti-rheumatic drugs, anti-inflammatory
drugs, antiurics

analgesics - andynes 1
hypotensives 10
digestives, adsorbents, acid preparations 2
spasmolytics

antiemetics, antinauseants

Department of Inspections of Wholesalers,
Pharmacy Chain Inspections

The basic activities associated with inspections of

Good Distribution Practice include:

¢ Inspection activity focused on the material and
spatial equipment control of wholesale distribu-
tors,

e inspection activity focused on compliance with
the principles of Good Distribution Practice,

e issuing certificates on compliance with the prin-
ciples of Good Distribution Practice.

The basic activities associated with inspections of

Good Pharmacy Practice include:

e inspection activity focused on the control of faci-
lities providing pharmaceutical care,

e inspection activity focused on compliance with
the principles of Good Pharmacy Practice,

e sample collection for control-analytical activity of
pharmaceutical facilities in respective districts of
the Slovak Republic.

The State Institute for Drug Control has 5 control la-
boratories in the towns of Bratislava, Topol¢any, Zvo-
len, Zilina, and KoSice.

In 2015, 1 099 inspections in total were performed -
88 inspections of wholesale distribution companies
and 1 011 inspections at facilities providing pharma-
ceutical care. The analysis included 1 536 samples of
magistral formulae.



NajcastejSie nedostatky zistené pri inSpekciach u vel-

kodistributorov:

e kniha OPL nie je vedena v zmysle vyhlasky MZ SR
¢. 158/2010 Z. z. — pouZiva sa nespravne tlacivo,
zaznamy sa nevykonavaju bezodkladne, zaznamy
vykonavaju nie Uradne poverené osoby,

e zriad'ovacia dokumentacia odkazuje na neaktuadl-
ne pravne predpisy, chybaju podpisy zamestnan-
cov o oboznameni sa,

e systém deratizdcie a dezinsekcie nie je zmluvne
ani inak zabezpeceny, zdznamy su neulplné alebo
chybaju,

e systém skoleni zamestnancov — planovanie, vy-
hodnotenie, prezencné listiny — nie je realizovany
ddsledne,

* nie je zavedeny systém samoinspekcii,

e systém zabezpecenia kvality — (prevadzkovy po-
riadok a riadend dokumentacia) — neobsahuje
popis c¢innosti v plnom rozsahu, chyba riadeny
dokument systém riadenia rizik,

e nedodrziava sa interval a proces kalibracie teplo-
merov a vlhkomeroy,

e chladnicka nie je zabezpecena alarmom,

e prenosné izotermické boxy nie su validované,

e dodrziavanie hygienického rezimu vo vozidlach sa
vykondava nedé6sledne, zaznamenava sa nepresne.

Tabulka 23: Prehlad vystupnych dokumentov z in-
Spekcii v roku 2015

Vystupné dokumenty

Posudky v zmysle zdkona ¢. 362/2011 Z. z. v 34
platnom zneni
Posudky v zmysle zdkona ¢. 139/1998 Z. z. v 13
platnom zneni
Stanoviska v zmysle zakona ¢. 331/2005 Z. z. 0

v platnom zneni

Osvedcenia o dodrziavani poziadaviek SDP 34

NajcastejSie nedostatky zistené pri inSpekcidch v le-

karenskych zariadeniach:

* neuplna zriadovacia dokumenticia,

¢ neplatné povolenie na zaobchadzanie s omamny-
mi a psychotropnymi latkami (napr. zmena odbor-
ného zastupcu, zmena miesta vykonu cinnosti,
novy drzitel povolenia),

¢ neplatné povolenie na zaobchdadzanie s drogovy-
mi prekurzormi (napr. zmena odborného zastup-

cu, zmena miesta vykonu cinnosti, novy drzitel

povolenia),

* nie je zabezpeceny bezbariérovy vstup pre pa-
cientov,

¢ nedostatok odbornych pracovnikov,

¢ hlasenia o pohybe drogovych prekurzorov nenad-
vazuju na hladsenia za predosly rok,

e nezabezpecovanie kontroly Cistenej vody v zmys-
le platnej vyhlasky,

e kalibrované teplomery a vlhkomery nie su vo
vSetkych priestoroch, kde sa uchovavaju lieky,
lie¢ivd a pomocné latky, zdravotnicke pomaocky
a dietetické potraviny,

* nelplna zaznamova dokumentacia,

¢ neaktualizované dokumenty, napr. prevadzkovy
poriadok, hygienicko-sanitaény rezim,

e nepouzivanie identifika¢nych kariet u zdravotnic-
kych pracovnikov,

¢ nevykonavanie kontroly liekov na oddeleniach
nemocnic farmaceutmi nemocniénej lekarne.

NajcastejSie nedostatky zistené u liekov pripravenych

v lekdriiach a pomocnych latok pri kontrolno-analy-

tickej ¢innosti v roku 2015 boli:

e nespravne oznacenie,

¢ nevyhovujuce celkové mnozstvo lieku,

e nezodpovedajuci obsah lieliva,

¢ nevyhovujuca kvality Cistenej vody (konduktivi-
ta, pritomnost amdnia nad limit, mikrobiologicka
Cistota).

Cielené inSpekcie boli vykonavané:

e v lekdrfiach na zaklade podnetov od pacientoy,
resp. pravnickych osob,

e v lekdrnach na zaklade podnetu referdtu drogo-
vych prekurorov za ucelom prekontrolovania pi-
somnych hlaseni o uvadzani uréenych latok na
trh, ndkupu a stavu zasob lieciv - uréenych latok a
dodrziavania odborného usmernenia o pocte ba-
leni liekov s obsahom drogového prekurzora pri
ich vydaiji,

e v ambulanciach lekarov na zdklade podnetov od
pacientov, lekarni, samospravnych krajov

e vo vydajni zdravotnickych pomé6cok za ucelom
odberu vzorky,

e v ocnych optikach na zdklade podnetov.

The most frequent deficiencies identified during ins-

pections of wholesale distributors:

e a book of narcotic drugs and psychotropic sub-
stances is not kept in accordance with the Decree
of MH SR No. 158/2010 Coll. - a wrong form is
used, records are not made immediately, records
are not made by officially authorized persons,

e establishment documentation refers to outdated
legislation, signatures of employees on acquain-
tance with the document are missing,

e pest and rodent control systems are not contrac-
tually or otherwise secured, records are incom-
plete or incorrect,

¢ employee training system - planning, evaluation,
attendance sheets - is not implemented consis-
tently,

¢ self-inspection system is not established,

e quality assurance system - (operating instruc-
tions and management documentation) - does
not contain a complete description of activities,
management documentation of the risk manage-
ment system is missing,

¢ theinterval and calibration procedure of thermo-
meters and hygrometers is not observed;

e the fridge is not secured by an alarm,

e portable insulated boxes are not validated,

¢ the hygiene regimen in vehicles is not observed
consistently, it is recorded inaccurately.

Table 23: Summary of outcomes from inspections in
2015

Output Documents

Assessment reports within the provision of 34
Act No. 362/2011 Coll. as amended

Assessment reports within the provision of 13
Act No. 139/1998 Coll. as amended

Opinions within the provision of Act No. 0
331/2005 Coll. as amended

Certificates of compliance with GDP requirements 34

The most frequent shortcomings identified during ins-

pections at pharmaceutical facilities:

¢ incomplete establishment documentation,

e invalid authorization for handling narcotic drugs
and psychotropic substances (e.g. change of pro-
fessional representative, change of place of busine-
ss, new holder of the authorization),

¢ invalid authorization for handling drug precursors
(e.g. change of professional representative, change
of place of business, new holder of the authoriza-
tion),

* no barrier-free entrance for patients,

¢ lack of expert staff,

e reports on drug precursor movement do not follow
reports from the previous year,

e purified water control in accordance with the
Decree is not ensured,

e calibrated thermometers and hygrometers are not

in all premises where medicinal products, active
pharmaceutical ingredients and auxiliary substan-
ces, medical devices and dietetic food are kept,

e incomplete record documentation,

¢ documents are not updated, e.g. operating instruc-
tions, hygiene and sanitation regimen,

e healthcare professionals do not use identification
cards,

e pharmacists from the hospital pharmacy do not
perform controls of medicinal products in hospital
departments.

The most frequent deficiencies identified in magistral

formulae and auxiliary substances during control-ana-

lytical activities in 2015 were:

e non-correct labelling,

¢ non-compliant total amount of the medicinal pro-
duct,

¢ non-conforming content of the active pharmaceu-
tical ingredient,

¢ non-compliant quality of purified water (conducti-
vity, presence of ammonia over the limit, microbio-
logical purity).

Specific inspections were carried out:

¢ in pharmacies upon complaints from patients or
legal entities,

¢ in pharmacies upon complaint of the Department
of Drug Precursors in order to recheck written re-
ports on the launching of precursors, purchase and
stocking of active pharmaceutical ingredients - pre-
cursors and compliance with professional guideli-
nes on the number of medicinal product packages
containing drug precursors in their dispensation,

e in outpatient clinics upon complaints from pa-
tients, pharmacies, self-governing regions,

e in medical device dispensaries in order to collect
samples,

* in opticians upon complaints.
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Tabulka 24: In§pekéna Cinnost vykonana v jednotlivych regiénoch Slovenska v roku 2015 Table 24: Inspection activities carried out by regions of the Slovak Republic in 2015
Kontrolné Verejné| Pobocky Nemoc-| Vydajne Oc¢né Velkodis- | Zachranné Iné| SPOLU Control Public Public| Hospital Dispen- | Opticians| Wholesale Rescue Other
laboratoria lekarne | verejnych nicné ZP optiky tributori sluzby | zdravotnicke Laboratories | pharma-| pharma-| pharma- saries of distri-| services medical
lekarni lekdrne zariadenia cies cies cies medical butors facilities
KL Bratislava 133 6 3 20 13 83 2 2 267 branches devices
KL Topol¢any 151 16 1 10 11 0 5 0 194
KL Kogice 167 14 4 15 7 5 12 1 225 CL sl Lo 2 & 2 2 L 15 019
SPOLU 775 65 11 71 43 88 34 12 1099 £l i BE L & L i L 0 9| 223
CL KoSice 167 14 4 15 7 5 12 1 225
TOTAL 775 65 11 71 43 88 34 12 1099
Tabulka 25: Prehlad inSpekcnej Cinnosti oddelenia kontroly distribucie liekov a lekarenstva v roku 2015
Table 25: Summary of inspection activities of the Department of Inspections of Wholesalers, Pharmacy Chain
Zdravotnicke zariadenia InSpekcie Pocet Inspections
Verejné lekarne Vstupné inSpekcie - zakon €. 135 . " :
362/11, & 139/98, & 331/05 Medical facilities Inspections / / Number
A . Public pharmacies Entry inspections - Act No. 362/11, No. 139/98 135
Prllelbzznle'lnvspekk(fle e and No. 331/05 Coll.
Nasledne inspekcie 4 Continuous inspections 619
Pobocky verejnych lekarni Vstupné inSpekcie - zakon ¢. 16 Foll . ti 4
362/11, 139/98, 331/05 Oflow=up Inspections
e . Public pharmacy branches Entry inspections - Act No. 362/11, No. 139/98 16
e ok e e e Pf'Tbefrfev'“SFk’elkc'e ‘112 and No. 331/05 Coll.
erejné lekarne a pobocky verejnych lekarni gljbene msF)ek cie - e s 48
erveone Public pharmacies and public pharmacy branches  Specific inspections 19
Nemocniéné lekdrne Vstupné inSpekcie - zakon €. 3 S i 399
362/11, 139/98, 331/05 ampling
Priebe’né inipekcie Hospital pharmacies Entry inspections - Act No. 362/11, No. 139/98 3
S E. and No. 331/05 Coll.
Cielené inSpekcie Continuous inspections 7
Odber vzoriek 4 e .
Specific inspections 1
Vydajne zdravotnickych pomocok Vstupné inSpekcie - zakon €. 25 .
362/11 Sampling 4
Priebe#né in¥pekcie 46 Dispensaries of Medical Devices EntrY mspec'tlons - ACt No. 362/11 Coll. 25
Oc¢né optiky Vstupné inSpekcie - zakon €. 40 G eUS (TEpEE e e
362/11 Opticians Entry inspections - Act No. 362/11 Coll. 40
Cielené ingpekcie 3 Specific inspections 3
Nasledné inpekcie 0 Follow-up inspections
Iné zdravotnicke zariadenia Vstupné in$pekcie - zakon ¢&. 2 Other medical facilities Entry inspections - Act No. 139/98 Coll. 2
139/98 Medical facilities - outpatient clinics Specific inspections
Zdravotnicke zariadenia - ambulancie Cielené inSpekcie 0 Rescue services (RS) Entry inspections - Act No. 139/98 Coll. 43
Zachranna sluzba (RLP) Vstupné inSpekcie - zdkon C. 43 Wholesale distributors Entry inspections - Act No. 362/11, No. 139/98 35
139/98 and No. 331/05 Coll.
Distribu¢na organizacia Vstupné inSpekcie - zakon €. 35 Continuous inspections 40
3§2/11V, 1,3.9/v98, 3;1/05 Specific inspections 5
Priebezné inSpekcie & TOTAL Inspections 1099
Cielené inSpekcie 5 Number of pharmacies where samples were 403
SPOLU InSpekcie 1099 collected
Pocet lekarni, v ktorych boli 403 Number of collected samples 1132

vykonané odbery vzoriek
Pocet odobranych vzoriek 1132
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Tabulka 26: Chemicka analyza odobranych vzoriek v roku 2015

Vzorky na objedndavku

Nahodnd kontrola vzoriek

Tabulka 27: Vyhodnotenie kontrolnej ¢innosti na Useku mikrobiologickej kontroly v roku 2015

Vzorky na objedndavku

Nahodné kontrola vzoriek

Celkovy pocet

Kontrola .
vzoriek

Vyhovuje

Nemocnicné lekarne
Cistena voda 11 10
liecivé a pomocné latky 0 0

Verejné lekarne

Cistena voda 45 41
Iné zariadenia

Cistena voda 0 0
SPOLU 56 55
PERCENTA 98,22%
Nemocnicné lekarne

Cistend voda 5 4
lieky pripravené v lekarni 8

Verejné lekarne

Cistena voda 308 271
ocné pripravky 0 0
lieky pripravené v lekarni 350 342
Iné rozbory 23 23
SPOLU 694 647
PERCENTA 93,22%

Celkovy pocet

Kontrola Vyhovuje

vzoriek
Nemocnicné lekarne
Cistend voda 22 22
liecivé a pomocné latky 0 0

Verejné lekarne

Cistend voda 41 40
Iné zariadenia

Cistena voda 1 1
SPOLU 64 63
PERCENTA 98,44%

Nemocnicné lekarne
Cistena voda
lieky pripravené v lekarni 0 0

Verejné lekarne

Cistena voda 339 247
ocCné pripravky 0 0
lieky pripravené v lekarni 138 136
Iné rozbory 197 172
SPOLU 671 558
PERCENTA 83,16%

Nevyhovuje

37

47
6,78%

Nevyhovuje

1,56%

86

25
113
16,84%
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Table 26: Chemical analysis of samples in 2015

Samples ordered

Random sample control

Control Ul MUl Passed Failed
samples

Hospital pharmacies

Purified water 11 10 1
Active pharmaceutical

ingredients and auxiliary 0 0 0
substances

Public pharmacies

Purified water 45 41 4
Other facilities

Purified water 0 0 0
TOTAL 56 55 1
PERCENTAGE 98.22% 1.78%
Hospital pharmacies

Purified water 5 4

Magistral formulae 8 7

Public pharmacies

Purified water 308 271 37
Eye preparations 0 0

Magistral formulae 350 342 8
Other analyses 23 23

TOTAL 694 647 47
In % 93.22% 6.78%

Table 27: Summary of control activities in the field of microbiological control in 2015

Samples ordered

Random sample control

Control UBLEL 2 )7 Passed Failed
samples

Hospital pharmacies

Purified water 22 22 0
Active pharmaceutical

ingredients and auxiliary 0 0 0
substances

Public pharmacies

Purified water 41 40 1
Other facilities

Purified water 1 1 0
TOTAL 64 63 1
PERCENTAGE 98.44% 1.56%

Hospital pharmacies
Purified water
Magistral formulae 0 0

Public pharmacies

Purified water 333 247 86
Eye preparations 0 0 0
Magistral formulae 138 136

Other analyses 197 172 25
TOTAL 671 558 113

In % 83.16% 16.84%



Ndavrhy na zacatie spravneho konania boli podané

z nasledujucich dévodov:

e vydaj liekov osobami bez odbornej sposobilosti,

e chybajuce platné povolenie MZ SR na zaobcha-
dzanie s omamnymi a psychotropnymi latkami,

e chybajuce platné osobitné povolenie SUKL na za-
obchadzanie s drogovymi prekurzormi,

e vydaj preexpirovanych liekov,

e nedodrzZiavanie ustanoveni zdkona ¢. 139/1998
Z. z. tykajuce sa vedenia evidencie v knihe omam-
nych latok,

e iné poruSovanie zdkona zakona ¢. 362/2011 Z. z.
o liekoch a zdravotnickych poméckach (napr.
pokracovanie v Cinnosti bez ustanovenia odbor-
ného, resp. nahradného odborného zastupcu,
neohlasenie nahradného odborného zastupcu,
nepritomnost osoby s odbornou spdsobilostou -
farmaceuta v otvorenej lekarni),

¢ nedodrzZiavanie poziadaviek spravnej lekarenskej
praxe (napr. nespravne uchovavanie liekov za zni-
Zenej teploty).

Oddelenie taktieZ spravuje agendu zneskodrovania
nespotrebovanych liekov od obcanov. Spoloénost
Modra planéta, spol. s.r.o., s ktorou ma sStatny Ustav
uzatvorenu zmluvu, vykondva zber a likvidaciu liekov
vyzbieranych lekdriami od obc¢anov.

V roku 2015 bolo vyzbieranych 106 958 kg nespotre-
bovanych liekov z 2 016 lekarni pocas jarného a je-
senného zberu, ¢o v priemere predstavuje 53,05 kg
na jednu lekdren. Pre porovnanie, v roku 2014 bolo
vyzbieranych 97 660 kg. MnoZstvo odpadu narastlo
oproti roku 2014 o0 8,70 %.

Tabulka 28: Vyzbierané lieky v kg v rokoch 2013 -
2015 podola krajov

Bratislavsky kraj 21 838 20 572 24 054
Trnavsky kraj 13 628 10 330 10 791
Trenciansky kraj 11871 10 754 11673
Nitriansky kraj 12 526 10 304 10 595
Zilinsky kraj 10 892 10 465 11 464
Banskobystricky kraj 12 748 10 700 11592
PreSovsky kraj 12 975 11760 12 983
KoSicky kraj 15 414 12 780 13 806
SPOLU 111 892 97 664 106 958

Pracovnici oddelenia sa v uplynulom roku podiela-
li na priprave pokynov pre lekdrnikov v suvislosti so
zavedenim spoloc¢ného loga pri internetovom vydaji
liekov alebo zdravotnickych pomécok. Pouzivanie
spolo¢ného loga vyplynulo z tzv. VYKONAVACIEHO
NARIADENIA KOMISIE EU €. 699/2014 z 24. juna 2014
o dizajne spolo¢ného loga na identifikaciu oséb po-
nukajucich verejnosti predaj liekov na dialku, ako
aj o technickych, elektronickych a kryptografickych
poziadavkach umoziujlcich overenie jeho pravosti.
Logo nadobudlo ucinnost 1. jula 2015.

PouZivanie loga bolo v ¢lenskych $tatoch EU podmie-
nené podpisom licenénej zmluvy s Eurépskou komi-
siou. Na Slovensku poverilo MZ SR podpisom licenc-
nej zmluvy Statny Ustav pre kontrolu lieiv. Licenénd
zmluva o pouzivani internetového loga bola uzavreta
17. jula 2015.

Statny Ustav pre kontrolu lieciv preveril a identifikoval
53 subjektov (verejnych lekarni a vydajni zdravotnic-
kych pomdcok) zabezpecujucich internetovy vydaj.
Nasledne pisomne oslovil vSetky subjekty vykonava-
juce internetovy vydaj v SR s pokynmi na uzatvorenie
sublicencénej zmluvy.

N

Initiation of administrative procedure were the fol-

lowing:

¢ medicinal product dispensation by persons without
professional competence,

¢ missing valid authorization of the MH SR for han-
dling narcotic drugs and psychotropic substances,

¢ missing valid special authorization of the SIDC for
handling drug precursors,

¢ dispensation of expired medicinal products,

e non-observance of the provisions of Act No.
139/1998 Coll. relating to the keeping of records in
the book of narcotic drugs,

e other violations of Act No. 362/2011 Coll. on Me-
dicines and Medical Devices (e.g. continuation of
activities without providing a professional or subs-
titute professional representative, non-announce-
ment of a substitute professional representative,
absence of a professional competent person - a
pharmacist in an open pharmacy),

¢ non-observance of the requirements of Good Phar-
macy Practice (e.g. incorrect storage of medicinal
products at lower temperatures).

The department also manages the agenda for the dis-
posal of unused medicinal products from citizens. The
State Institute concluded a contract with the company
Modra planéta, spol. s r.o. which performs the collec-
tion and disposal of medicinal products collected by
pharmacies from citizens.

In 2015, 106 958 kg of waste from medicinal products
from 2016 pharmacies were collected, which repre-
sents an average of 53.05 kg per pharmacy. For com-
parison, 97 660 kg was collected in 2014. Compared to
2014, the amount of waste increased by 8.70%.

Table 28: Waste from medicinal products collected in
the period 2013-2015 by regions

Bratislava region 21 838 20572 24 054
Trnava region 13 628 10 330 10 791
Trencin region 11871 10754 11673
Nitra region 12 526 10 304 10 595
Zilina region 10 892 10 465 11 464
Banska Bystrica region 12 748 10 700 11 592
PreSov region 12 975 11 760 12 983
KoSice region 15414 12 780 13 806

TOTAL 111 892 97 664 | 106 958

In the previous year, employees of the department
contributed to the preparation of instructions for
pharmacists in connection with the introduction of a
common logo in internet dispensation of medicinal
products or medical devices. Use of the common logo
resulted from the so-called Commission Implemen-
ting Regulation (EU) No. 699/2014 of 24 June 2014
on the design of the common logo to identify persons
offering medicinal products for sale at a distance to
the public and the technical, electronic and crypto-
graphic requirements for verification of its authenti-
city. The logo came into force on 1 July 2015.

Use of the logo was conditioned by the signing of the
license agreement with the European Commission. In
the Slovak Republic, the MZ SR authorized the State
Institute for Drug Control to sign the license agree-
ment. The license agreement on the use of the inter-
net logo was concluded on 17 July 2015.

The State Institute for Drug Control examined and
identified 53 subjects (public pharmacies and dispen-
saries of medical devices) providing internet dispen-
sation. Subsequently, in written form, it addressed
all subjects performing internet dispensation in the
Slovak Republic with instructions for concluding the
sub-license agreement.

N



SEKCIA

LABORATORNEJ KONTROLY

Medzi zakladné ulohy sekcie laboratérnej kontroly

patri:

e vykondvanie laboratdérneho skusania liekov neza-
visle od ich vyrobcov na zaklade ro¢ného planu
Statnej kontroly liekov na trhu,

e Cinnost pri rozhodovani narodnej regulac¢nej au-
tority v pripade hlaseni o neziaducich ucinkoch
liekov s podozrenim na nekvalitu,

e spoluprdca so sekciou inSpekcie, sekciou bezpec-
nosti liekov a klinického skusania, oddelenim po-
sudzovania kvality liekov, ako aj s inymi vladnymi
organizaciami, napr. pri identifikacii falSovanych
liekov,

e prepustanie vsetkych sarzi ockovacich latok a lie-
kov vyrobenych z krvi a z ludskej plazmy na slo-
vensky trh.

Na urovni Eurépskej unie sa sekcia laboratérnej kon-
troly aktivne zapaja do skusania centralne registrova-
nych liekov (CAP testing), liekov registrovanych pro-
cesom vzajomného uznavania a decentralizovanym
procesom (MRP/DCP testing), $tudii dohladu nad
trhom (MSS studies), studii testov sposobilosti (PTS
studies) a studii k referencnej latke eurdpskeho lieko-
pisu (CS studies). Skusanie centralne registrovanych
liekov je riadené a koordinované EDQM v spolupraci
s EMA. DCP/MRP skusanie sa vykonava na zaklade na-
rodnych planov a spoluprace s inymi ¢lenskymi kraji-
nami EU. MSS, PTS a CS $tudie st regulované EDQM.
V rdmci medzindrodnej spolupriace sa zdastupcovia
sekcie aktivne zucastnuju vyrocnych stretnuti OMCL
v sekcii prepustania liekov z ludskej krvi a plazmy na-
rodnou kontrolnou autoritou - Human OCABR Blood,
v sekcii prepustania vakcin ndrodnou kontrolnou au-
toritou - Human OCABR Vaccines, v sekcii Pharmace-
uticals Human a na vyro¢nom EU/EEA OMCL stretnuti
MRP/DCP a CAP produktov.

Sekcia sa deli na:
e (Oddelenie biologickych metod
e (QOddelenie fyzikdlno—chemickych metdd

Vyber vzoriek na analyzu

V roku 2015 bolo vykonanych 2 312 laboratérnych
analyz na 498 vzorkach liekov. Najviac vzoriek liekov
patrilo do indika¢nej skupiny: hypotenziva, antie-
pileptikd, antikonvulziva, dermatologicka, antibiotikd
(proti mikrébom a virusovym infekcidam) a antireuma-
tikd, antiflogistikd, antiuratikd. U menej ako 1% z cel-
kového poctu analyzovanych vzoriek liekov bol potvr-
deny nedostatok v kvalite, t.j. vysledok nevyhovoval
Specifikacidm stanovenym vyrobcom lieku.

Prepustenych bolo 461 Sarzi o¢kovacich latok a liekov
vyrobenych z krvi a ludskej plazmy na zaklade kon-
troly EU certifikatov alebo vyrobnych a kontrolnych
protokolov.

Medzi zdkladné priority vyberu vzoriek na analyzu do
rocného planu dohladu nad trhom v minulom roku
patrili:

¢ lieky najcastejsie uZivané pacientmi v SR (na le-
karsky predpis/ volnopredajné lieky),

¢ lieky dlhodobo uZivané pacientom,

e lieky z roznych dévodov nekvality stiahnuté z trhu
v predchadzajicom roku,

¢ homeopatika a fytofarmaka,

e parenteralne lieky,

e lieky s potencialnym rizikom mikrobiologicke;j
kontaminacie (napr. sirupy, peroralne suspenzie,
Cajoviny, dermalne masti, krémy atd’),

e generické lieky od réznych vyrobcov, porovnanie
s origindlnym liekom,

e novoregistrované lieky (narodnou, MRP/DCP/CAP
procedurou)

V rdmci medzindrodnych studii sa obe oddelenia
v roku 2015 zucastnili 4 PTS programov organizo-
vanych EDQM (Loss on Drying (OFCHM), Potentio-
metric Determination of pH (OBIOM), Dissolution
Test (OFCHM), Assay by Liquid Chromatography
(OFCHM). V programe CAP (organizuje EMA a EDQM)

LABORATORY QUALITY
CONTROL SECTION

The basic tasks of the Laboratory Quality Control Section

are:

¢ performing laboratory testing of medicinal products
independently of their manufacturers according to
the annual plan of state control of marketed medici-
nal products,

¢ activity in decision-making of the national regulatory
authority in the case of reports on adverse drug reac-
tions with suspicion of poor quality,

e cooperation with the Inspection Section, Section of
Medicinal Products and Clinical Trials Safety, Drug
Quality Assessment Department, as well as other
governmental organizations, e.g. in falsified medici-
nal products identification,

¢ releasing all batches of vaccines and medicinal prod-
ucts derived from blood and human plasma on the
Slovak market.

At the European Union level, the Laboratory Quality Con-
trol Section is actively involved in the testing of centrally
authorized products (CAP testing), medicinal products
registered by mutual recognition procedure and the de-
centralized procedure (MRP/DCP testing), market surveil-
lance studies (MSS studies), proficiency testing studies
(PTS studies) and studies on the reference substances of
European Pharmacopoeia (CS studies). The testing of cen-
trally authorized products is managed and coordinated
by EDQM in cooperation with EMA. DCP/MRP testing is
conducted on the basis of national plans and cooperation
with other EU Member States. MSS, PTS and CS studies
are regulated by the EDQM. Within the international co-
operation, representatives of the section actively partici-
pate in the annual meeting of OMCL in the field of releas-
ing medicinal products derived from blood and human
plasma by the national control authority - Human OCABR
Blood, in the field of releasing vaccines by the national
control authority - Human OCABR Vaccines, in the field of
Human Pharmaceuticals and in the annual EU/EEA OMCL
meeting of MRP/DCP and CAP products.

The section is divided into:
- The Biological Methods Department
- The Physiochemical Methods Department

Sample selection for analysis

In 2015, 2 312 laboratory analyses of 498 samples of
medicinal products were carried out. Most samples of
medicinal products belonged to these indication groups:
hypotensives, anti-epileptics, anti-convulsants, derma-
tologicals, antibiotics (against microbial and viral infec-
tions), anti-rheumatic drugs, anti-inflammatory drugs,
and antiurics. Defects in quality were confirmed in less
than 1% of the total number of analysed samples of me-
dicinal products, i.e. the result did not meet the specifica-
tions set by the medicinal product manufacturer.

461 batches of vaccines and medicinal products made
from blood and human plasma were released on the ba-
sis of EU certificates, or production and control protocols.

The basic priorities in selecting samples to be analysed
within the annual plan of market surveillance in the pre-
vious year were:

¢ the most frequently used medicinal products by pa-
tients in the Slovak Republic (prescription/over-the-
counter medicinal products),

e medicinal products used by patients in the long term,

¢ medicinal products recalled in the previous year due
to various reasons,

e homoeopathic preparations and herbal drugs,

e parenteral preparations,

e medicinal products with a potential risk of microbio-
logical contamination (e.g. syrups, oral suspensions,
tea substances, dermal ointments, creams, etc.),

e generic medicinal products from different manufac-
turers, comparison with the original medicinal product,

e newly registered medicinal products (by national,
MRP/DCP/CAP procedures).

Within the framework of international studies, both de-
partments participated in 4 PTS programs organized by
EDQM (Loss on Drying (OFCHM), Potentiometric De-
termination of pH (OBIOM), Dissolution Test (OFCHM),
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bolo celkovo na oddeleni fyzikdlno-chemickych me-
téd testovanych 6 centralne registrovanych liekov
zo 4 Clenskych krajin EU/EEA + 2 kontrolné vzorky z
EDQM ziskané od vyrobcov liekov (islo o lieky: Ristfor
a Efficib, 50 mg/1000 mg, Film-coated tablet, Velme-
tia a Janumet, 50 mg/850 mg, Film-coated tablet (si-
tagliptin/metformin hydrochloride-kombinacia Gcin-
nych latok). Oddelenie fyzikdlno-chemickych metéd
sa zUucastnilo aj jednej Studie CS substancie Triamci-
nolone acetonide CRS 6, ktora sa nasledne stala refe-
rencnou latkou Eurépskeho liekopisu.

V ramci spoluprace OMCL laboratérii bolo v minulom
roku na Sekcii laboratérnej kontroly analyzovanych
99 MRP/DCP registrovanych vzoriek liekov.

V roku 2015 boli sekcii laboratdornej kontroly pridele-
né kapitalové vydavky, ¢im sa scasti obnovilo a rozsi-
rilo pristrojové a laboratérne vybavenie oboch odde-

leni (systém UHPLC, zariadenia na testovanie tvrdosti
tabliet, drobivosti tabliet, rozpadu tabliet a kapsul,
analytické vahy, presné vahy, centrifiga, zariadenie
na stanovenie obsahu bakteridlnych endotoxinov,
teplovzdusny sterilizator, laboratérny nabytok). Vda-
ka tejto investicii rozsirila sekcia kontrolu liekov o
dalsie skusky, ktoré umoznia sledovat ich kvalitativne
parametre. Ide najma o sledovanie zakladnych fyzi-
kalnych vlastnosti tabliet a kapsul v sulade s pozia-
davkami Eurdpskeho liekopisu, o presné stanovenie
bakteridlnych endotoxinov parenteralnych liekov pro-
strednictvom turbidimetrickej alebo chromogénnej
kinetickej metddy stanovenia ich obsahu a detekciu
a kvantifikaciu ucinnej latky a pritomnych necistot aj
pomocou nového systému kvapalinovej chromato-
grafie umoZnujucemu extrémne rychle separacie s
vysokou ucinnostou.

Tabulka 29: Sdhrn ¢innosti sekcie laboratérnej kontroly za obdobie rokov 2013 - 2015

2013 2014 2015
225 332 498

Pocet analyzovanych vzoriek

Pocet prepustenych Sarzi ockovacich latok a liekov vyrobenych 463 418 461

z krvi a z [udskej plazmy
Pocet nevyhovujucich vzoriek

Tabulka 30: Analyticka ¢innost vykonana v roku 2015

K registracii narodnou
procedurou

Systematicka kontrola (prepustanie Sarzi
ockovacich latok a liekov vyrobenych z krvi
a z ludskej plazmy)

Dohlad nad trhom import
domaca vyroba

Objednavky

K hlaseniu o neziaducich koch liekov
K hlaseniu o nekvalite liekov

Interné skudsanie

V ramci spoluprace s EDQM a EMA PTS
CAP
MSS
CS

llegalne lieky

Iné (zdravotnicke pomaocky, API, liek
registrovany mimo EU)

MRP/DCP/RMS

Pocet vzoriek liekov | Pocet prepustenych Sarzi
ockovacich latok a liekov

vyrobenych z krvi a z
ludskej plazmy

461

397
64

12

MRP/DCP - coop

498 461

and Assay by Liquid Chromatography (OFCHM)) in 2015.
At the Physiochemical Methods Department, 6 centrally
authorized products from 4 Member States of the EU/
EEA + 2 control samples from EDQM received from me-
dicinal product manufacturers were tested within the CAP
program (organized by EMA and EDQM) (these medicinal
products: Ristfor and Efficib 50 mg/1000 mg film-coated
tablets, Janumet and Velmetia 50 mg/850 mg film-coated
tablets (sitagliptin/metformin hydrochloride — a combi-
nation of active pharmaceutical ingredients)). The Physi-
ochemical Methods Department also participated in one
CS study on the substance Triamcinolone acetonide CRS 6,
which subsequently became the reference substance of
the European Pharmacopoeia.

Within the cooperation with OMCL laboratories, 99 MRP/
DCP registered samples of medicinal products were an-
alysed in the Laboratory Control Section in the previous
year.

ANNUAL REPORT

In 2015, capital expenditures were allocated to the Labora-
tory Control Section which helped partially to restore and
expand the instrumentation and laboratory equipment of
both departments (UHPLC system, equipment for testing
tablet hardness, tablet friability, tablet and capsule dis-
integration, analytical balances, precise balances, centri-
fuge, equipment for determination of bacterial endotoxin
content, hot air sterilizer, laboratory furniture). Thanks to
this investment, the section expanded the drug control by
other testing options which enable the monitoring of drug
quality parameters. In particular, monitoring the basic
physical properties of tablets and capsules in accordance
with the requirements of the European Pharmacopoeia,
precise determination of bacterial endotoxins in parenter-
al medicinal products by the turbidimetric or chromogen-
ic kinetic methods for determining their content; and the
detection and quantification of the active pharmaceutical
ingredient and present impurities by a new system of lig-
uid chromatography enabling an extremely rapid separa-
tion with high efficiency.

Table 29: Summary of activities of the Laboratory Control Section in the period 2013-2015

2013 2014 2015
225 332 498

Number of analysed samples

Number of released batches of vaccines and medicinal products derived 463 418 461

from blood and human plasma
Number of non-compliant samples

Table 30: Analytical activity carried out in 2015

For registration

by national

Number of released
batches of vaccines
and medicinal products
derived from blood and
human plasma

Number of medicinal
products samples

procedure
MRP/DCP/RMS 6
Systematic control (release of vaccines and 461
medicinal products derived from blood and
human plasma batches)
home production 64
2
3
Reports on quality defects of medicinal 4
products
12
Within the frame of cooperation with EDQM LS 4
and EMA CAP 1
MSS
CS 1
MRP/DCP - coop
Other (medical devices, APl, medicinal 1
products registered outside the EU)
498 461
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Tabulka 31: Nevyhovujuce vzorky liekov v roku 2015

Nazov vzorky/liekova forma/sila
Caltrate Plus tbl flm

ASMO008

Drzitel/krajina
Pfizer Corporation Austria
GmbH, Rakusko

Nedostatok v kvalite lieku
Nevyhovuje Specifikdciam
stanovenym vyrobcom lieku v skuske
Disolucie

Table 31: Non-compliant medicinal products in 2015

Name of sample/pharmaceutical

form/strength
Caltrate Plus film coated tablets

Batch

ASMO008

Marketing authorization
holder/country

Pfizer Corporation Austria
GmbH , Austria
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Shortcomings in quality of
medicinal products

Does not comply with specifications
set by the drug manufacturer in the

Natrium Salicylicum Biotika sol inj 04270614A BB Pharma a. s, Ceska Nevyhovuje Specifikaciam test “Dissolution”
10x10 mL republika = stanovenym vyrobcom lieku v skuske Natrium Salicylicum Biotika injection 04270614A BB Pharma a. s, the Czech Does not comply with specifications
Stupen zafarbenia roztoku solution 10x10 mL Republic = set by the drug manufacturer in the

PENDEPON COMPOSITUM, plv inu 1405002 BB Pharma a. s, Ceska Nevyhovuje $pecifikiciam test “Degree of solution colouring”
10x1,5 MU republika = stanovenym vyrobcom lieku v skuske PENDEPON COMPOSITUM, powder 1405002 BB Pharma a. s, the Czech ' Does not comply with specifications
Sterilita for injection 10x1.5 MU Republic = set by the drug manufacturer in the

Augmentin ES, plu por 1x100 mL 952  GlaxoSmithKline Slovakia Nevyhovuje $pecifikaciam test “Sterility”
s.r.o., Slovensko = stanovenym vyrobcom lieku v skuske Augmentin ES, oral powder 1x100 mL 952 GlaxoSmithKline Slovakia Does not comply with specifications

Lekaren Dr. Max, Limbova
5, BA

Obsah ucinnych latok z dovodu
nespravne pripravenej suspenzie v
uvedenej lekarni

s.r.o., the Slovak Republic

Lekaren Dr. Max, Limbova
5, Bratislava

set by the drug manufacturer in
the test “The content of active
pharmaceutical ingredients” due to
incorrectly prepared suspension in
the listed pharmacy

Prijatad legislativa proti
falsovaniu liekov

Legislation against falsified
medicines is adopted.




Oddelenie liekopisné

Priprava Slovenského farmaceutického
kodexu

Medzi hlavné ulohy liekopisného oddelenia a Sloven-
skej liekopisnej komisie patri vypracovanie a revizia
Slovenského farmaceutického kdédexu ako narodnej
normy na hodnotenie kvality lie€iv, pomocnych latok
a magistraliter pripravkov.

Pracovnici oddelenia v oktdbri 2015 ukoncili prace na
2. vydani Slovenského farmaceutického kédexu, ktory
15. oktébra 2015 nadobudol Géinnost, ¢im po takmer
10 rokoch nahradil prvé vydanie (tzv. ,zeleny kddex“ z
roku 2006) a jeho doplnok z roku 2007 (tzv. ,Cerveny
koddex“). Druhé vydanie Slovenského farmaceutické-
ho kédexu tvoria 2 prilohy, ktoré implikuju informacie
z prechadzajuceho vydania.

Priloha €. 1 obsahuje:

e osobitnu dast, ktord tvori 54 élankov liekov, 7
¢lankov parenteralnych liekov a 17 ¢lankov lieciv,
pomocnych latok a medziproduktov, z ktorych sa
uvedené lieky pripravuju

e zoznam reagencii, timivych a odmernych rozto-
kov pouzitych pri analytickej kontrole ¢lankov a
spoOsob ich pripravy,

e tabulkovu ¢ast s informdaciami a Gdajmi prevzaty-
mi zo zahrani¢nych liekopisov a manudlov alebo
vypracovanymi na zaklade dostupnych zdrojov
(liehové tabulky alebo odporucané terapeutické
ddvky lieciv pre deti a pre dospelych).

Vsetky ¢lanky z 1. vydania Slovenského farmaceutic-
kého kédexu boli podrobené revizii a aktualizované
podla platného vydania Eurdépskeho liekopisu (Ph.
Eur.; 8. vydanie, doplnok 5). Na zaklade poznatkov
o kumulativne;j toxicite kyseliny boritej a jej soli bolo
z 1. vydania Slovenského farmaceutického kodexu
vyradenych 6 pripravkov s obsahom kyseliny boritej
alebo bdraxu.

Do druhého vydania Slovenského farmaceutického
kddexu boli zaradené 2 nové monografie (Solutio aci-
di salicylici ethanolica 5 %, 10 % a Solutio acidi salicy-
lici oleosa 5 %), pri ktorych boli ukoncené validacné
Studie. Sucasne bola revidovana cast Reagencie a ak-
tualizovana tabulkova cast Slovenského farmaceutic-
kého kdédexu.

Priloha €. 2 obsahuje:

* reagencie a postupy na skusky totoznosti lieCiv,
liekov a pomocnych latok, ktoré ma lekaren po-
vinnost vykondvat podla poZiadaviek uvedenych
v sprdvnej lekarenskej praxi (§ 28 Vyhlasky c.
129/2012 Z. z.). Doplnenie prilohy ¢. 2 do druhé-

ho vydania Slovenského farmaceutického kédexu
navrhlo Ministerstvo zdravotnictva SR.

Spolupraca pri tvorbe Eurdpskeho
liekopisu

V ramci spoluprace pri tvorbe Eurdpskeho liekopi-
su (Ph.Eur.) pracovnici oddelenia uzko spolupracuju
s EDQM pri vytvarani Standardnych nazvov liekovych
foriem v tzv. databdze Standard Terms. V roku 2015
bolo doplnenych do databazy viac ako 200 sloven-
skych ekvivalentov schvalenych anglickych nazvov
liekovych foriem, obalovych prvkov a sp6sobov apli-
kacie. Cielom bolo zjednotenie terminoldgie, a tym
zjednodusenie komunikacie medzi Ziadatelmi a na-
rodnymi autoritami pri registracii liekov.

V roku 2015 zacalo oddelenie na internetovej stran-
ke Statneho Ustavu uverejriovat informacie o pripo-
mienkovani ¢lankov Ph.Eur. (Liekopis/PharmEuropa),
v rdmci ktorej sa moze odborna verejnost zapojit do
pripravy a revizie monografii. Prostrednictvom lieko-
pisného oddelenia mo6zu navrhy monografii pripo-
mienkovat aj odbornici z vyroby alebo vyskumu. Na
webovej stranke boli zverejnené aj anglicko-sloven-
sko-latinské preklady nazvov monografii Ph.Eur., kto-
ré sluzia pre zjednotenie terminolégie pri prekladoch
monografii.

Liekopisné oddelenie organizovalo v roku 2015 zasa-
dania Slovenskej liekopisnej komisie. Predsednictvo
sa na svojom zasadani zameralo na sprostredkovanie
odbornych informacii potrebnych pre individudlnu
pripravu liekov v sibornom diele (Slovensky farma-
ceuticky kédex). Na zasadnuti boli prijaté nové ulohy,
ktoré by mali priniest novy pohlad na Slovensky far-
maceuticky kddex a komplexnu reviziu jeho obsahu.

Pharmacopoeia
Department

Preparation of the Slovak Pharmaceutical
Codex

The main tasks of the Pharmacopoeia Department and
the Slovak Pharmacopoeia Commission include the deve-
lopment and revision of the Slovak Pharmaceutical Codex
as a national standard for evaluation of the quality of ac-
tive pharmaceutical ingredients, excipients and pharma-
ceutical preparations.

In October 2015, employees of the department comple-
ted activities on the 2nd edition of the Slovak Pharmace-
utical Codex, which came into force on 15 October 2015
and, after nearly 10 years, replaced the 1st edition (the so
called the ,green codex” from 2006) and its supplement
from 2007 (the so called the ,red codex”). The second
edition of the Slovak Pharmaceutical Codex consists of 2
Annexes in which information from the previous edition
is implied.

Annex 1 includes:

¢ aspecial section consisting of 54 monographs on me-
dicinal products, 7 monographs on parenteral medi-
cinal products and 17 monographs on active phar-
maceutical ingredients, excipients and intermediate
products from which those medicinal products are
prepared,

¢ a list of reagents, buffers and volumetric solutions
used in the analytic control of articles and the
methods of their preparation,

¢ a table section with information and data adopted
from international pharmacopoeias and manuals or
information and data developed on the basis of avai-
lable sources (ethanol tables or recommended thera-
peutic doses of active pharmaceutical ingredients for
children and adults).

All monographs from the first edition of the Slovak Phar-
maceutical Codex were reviewed and updated according
to the latest edition of the European Pharmacopoeia (Ph.
Eur.; 8th edition, supplement 5). 6 preparations contai-
ning boric acid or borax were deleted from the 1st edition
of the Slovak Pharmaceutical Codex due to knowledge
about the cumulative toxicity of boric acid and its salts.

Two new monographs (Solutio acidi salicylici ethanolica
5%, 10% and Solutio acidi salicylici oleosa 5%), with com-
pleted validation studies were included in the 2nd edition
of the Slovak Pharmaceutical Codex. At the same, the sec-
tion Reagents was revised and the table section of the
Slovak Pharmaceutical Codex was updated.

Annex 2 includes:
¢ reagents and testing methods for identification of ac-

tive pharmaceutical ingredients, medicinal products
and excipients, which the pharmacy must perform
according to requirements listed in the Good Phar-
macy Practice (Art. 28 of Decree No. 129/2012 Coll.).
The Ministry of Health of the Slovak Republic sugges-
ted adding Annex 2 to the 2nd edition of the Slovak
Pharmaceutical Codex.

Cooperation in the formation of the
European Pharmacopoeia

Within the cooperation in the European Pharmacopoeia
(Ph. Eur) elaboration, employees of the department clo-
sely cooperate with the EDQM in creating standard names
for medicinal product formulations in the so-called Stan-
dard Terms database. More than 200 Slovak equivalents
of approved English names of dosage forms, packaging
and administration methods were added to the database
in 2015. The objective was to unify the terminology and
thereby simplify communication between applicants and
national authorities when registering medicinal products.

In 2015, the department began to publish information
about comments on the monographs of Ph.Eur (Pharma-
copoeia/PharmEuropa) on the State Institute’s website,
which allows the expert public to be involved in the pre-
paration and revision of monographs. Also, experts in the
field of production or research can comment on propo-
sals of monographs via the Pharmacopoeia Department.
Furthermore, English-Slovak-Latin translations of Ph. Eur.
monograph names were published on the website, which
help to unify the terminology in monograph translations.

In 2015, the Pharmacopoeia Department organized a me-
eting of the Slovak Pharmacopoeia Commission. The Pre-
sidency focused on intermediation of expert information
necessary for pharmaceutical preparations in collected
works (the Slovak Pharmaceutical Codex) at its meeting.
New tasks were adopted at the meeting which should
bring a new perspective on the Slovak Pharmaceutical
Codex and a complex revision of its contents.



VYROCNA SPRAVA

Oddelenie pravne

Pravne oddelenie zodpoveda za cinnost Statneho
Ustavu v oblasti pravnych vztahov, spravneho kona-
nia, dozoru nad reklamou liekov a vo veci zabezpece-
nia agendy drogovych prekurzorov.

V ramci svojej Cinnosti poskytuje pravne oddelenie
pravnu pomoc, konzultdcie, ako aj pravne stanoviska
odbornym sekciam statneho Ustavu tykajlce sa apli-
kacie narodného prava, ako aj prava Eurdpskej unie.
Zaroven zastreSuje oblast vieobecnej sporovej agen-
dy a zodpoveda za ¢innost Ustavu v oblasti pravnych
vztahov s inymi subjektmi.

Z dévodu implementacie novych povinnosti vyplyva-
jucich statnemu Ustavu z narodnych, ako aj eurdp-
skych prdvnych predpisov, sa prdvne oddelenie po-
diela na tvorbe prdvnych predpisov prostrednictvom
vnutrorezortného a medzirezortného pripomienko-
vého konania.

TaktieZ aktualizuje prehlad slovenskych a eurdpskych
pravnych predpisov zverejnenych na svojej interneto-
vej stranke. Podiela sa na vedeni a aktualizacii Cen-
trdlneho registra zmliv a dodatkov.

V ramci vymahania pohladdvok sudnou cestou poda-
va navrhy na vydanie platobnych rozkazov, ako ja na
vykon exekucie. Vo veciach sporovej agendy zastupu-
je pravne oddelenie Statny ustav pred sudmi a inymi
organmi Statnej spravy. V pripade zistenia porusenia
zakonov, ktoré Statny ustav zistil pri svojej Cinnosti,
odstupuje tieto pripady na vybavenie vecne prislus-
nym organom.

Zastupcovia prdvneho oddelenia zastupuju statny
Ustav na viacerych odbornych rokovaniach, su ¢len-
mi medzindrodnych pracovnych skupin (EMACOLEX),
kde sa zapdjaju do Cinnosti, ktoré suvisia s pravnou
agendou Statneho uUstavu.

Spravne konania v roku 2015 viedli na zédklade viace-
rych podnetov od fyzickych a pravnickych oséb, od-
stupenych podkladov na zacatie spravneho konania
od Statnych orgdnov a institucii, na zaklade vlastnych
zisteni, ako aj na zaklade inSpekénej Cinnosti Statneho
ustavu.

Tabulka 32: Spravne konania v roku 2015

. . Pocet/vyska

Pocet zacatych spravnych konani 4
Pocet vydanych rozhodnuti o ulozeni

pokuty 6
Pocet zastavenych spravnych konani 1
Pocet rozhodnuti o neporuseni zdkona 6
Iné rozhodnutia nesankéného

charakteru 3
Pocet odvolani proti vydanym

rozhodnutiam 4
Vyska udelenych pokut v EUR 5050
KoSicky kraj 15 414
SPOLU 111 892

Reklama humannych liekov

Statny Ustav vykondva dozor nad reklamou liekov
v printovych médiach, ostatnych tlacovinach a na we-
bovych strankach (pod SUKL nespada dozor reklamy
Sirenej v rdmci vysielania a retransmisie). V roku 2015
bolo statnemu Ustavu dorucenych 1 584 hlaseni pri-
pravovanej reklamy liekov.

V oblasti dozoru nad reklamou liekov Statny Ustav
rieSil v minulom roku celkovo 6 podnetov v suvislosti
s porusenim zakona o reklame. NajcastejsSim poruse-
nim bola reklama liekov uréend pre laickd verejnost,
ktora bola v rozpore so schvalenym SmPC. V rdmci
agendy bolo taktiez vydanych 5 stanovisk k Ziados-
tiam o povolenie ockovacich kampani.

Tabulka 33: Cinnost v oblasti reklamy liekov v roku
2015

Pocet prijatych hldseni o pripravovanej
reklame 1584
Zacaté spravne konania 6

Pocet vydanych rozhodnuti o zdkaze
Sirenia reklamy a ulozeni pokuty

Zastavené konania 1
Pocet rozhodnuti o neporuseni zdkona

Pocet odvolani proti vydanym
rozhodnutiam 4

Vyska ulozenych pokut v EUR 41 500

Legal Department

The Legal Department is responsible for the activity
of the State Institute in the field of legal relations,
administrative procedures, surveillance of medicinal
product advertising and ensuring the agenda of drug
precursors.

The legal department, within its activities, provides
legal assistance, consultation and legal opinions for
the State Institute’s specialized sections. These relate
to the application of national and European law. At
the same time, it covers an area of general ligitation
and it is also responsible for the activities of the Insti-
tute in the area of legal relations with other entities.

Due to the implementation of new obligations of the
State Institute resulting from national and European
legislation, the Legal Department participates in the
legislation making process through ministerial and in-
ter-ministerial comment proceedings.

It also updates the summary of Slovak and European
legislation published on its website. It participates in
the management and updating of the central register
of contracts and amendments.

Concerning debts recovery by judicial process, it
submits proposals for payment orders as well as the
execution levy. The Legal Department represents the
State Institute in matters of dispute agendas before
courts and other state administration bodies. If the
State Institute finds any violation of laws within its
activity, it forwards these cases for processing to the
objectively relevant authorities.

Representatives of the Legal Department represent
the State Institute in several professional discussions,
they are members of international working groups
(EMACOLEX), where they engage in activities related
to the legal agenda of the State Institute.

In 2015, the department conducted administrative
procedures on the basis of several complaints from
physical and legal entities, it forwarded documents
for the initiation of administrative procedures from
public authorities and institutions, its own findings,
and inspection activities of the State Institute.

ANNUAL REPORT

Table 32: Administrative procedures in 2015

Number/
Administrative procedures amount of
penalties

Number of legal administrative procedures 4
Number of decisions on the imposition of

penalties 6
Number of discontinued administrative

procedures 1

Number of decisions on legal consistency
Other decisions of an unsanctionable

nature 3
Number of appeals against issued decisions 4
Total amount of imposed penalties in EUR 5 050

Advertising of medicinal products for
human use

The State Institute performs surveillance of adverti-
sing of medicinal products in print media, other prin-
ted materials and on websites (advertising propaga-
tion via broadcasting and retransmission does not fall
under SIDC surveillance). In 2015, the State Institute
received 1 584 reports on prepared medicinal produ-
ct advertising.

In the field of surveillance of medicinal product ad-
vertising, the State Institute addressed 6 complaints
in relation to violations of the act on advertising last
year. The most frequent violation was medicinal pro-
duct advertising intended for the non-expert public
which was contrary to approved SmPC. 5 opinions on
applications for approval of vaccination campaigns
were also issued within the agenda..

Table 33: Activity in the field of advertising in 2015

Number/
Advertising of medicinal products amount of
penalties

Number of received reports on prepared
advertising 1584

Legal administrative procedures 6

Number of decisions on ban of
advertisement activities

Terminated administrative procedures
Number of decisions on legal consistency

Number of appeals against issued
decisions 4

Total amount of imposed penalties in EUR 41 500
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Drogové prekurzory

Medzi hlavné cinnosti referatu drogovych prekurzo-

rov patria:

e vydavanie rozhodnuti na zaobchadzanie s drogo-
vymi prekurzormi (Povolenia, Osobitné povolenia
a registracie) v sulade s nariadeniami EU vo veci
drogovych prekurzoroy,

e vedenie evidencie o vydanych rozhodnutiach (aj
pre Ucely kontroly obchodu s drogovymi prekur-
zormi),

e vedenie evidencie nakupu a dodavok volnopre-
dajnych liekov s obsahom pseudoefedrinu do ve-
rejnych lekdrni,

e spracovanie navrhov na udelenie pokut za poru-
Sovanie ustanoveni pravnych predpisov v spolu-
praci s prisluSnymi organmi Ministerstva financii
SR/Colna sprava a Ministerstvo vnutra SR,

e spoluprdca v legislativnej oblasti pri tvorbe a pri-
pomienkovani pravnych predpisov EU a SR.

V ramci medzirezortného pripomienkového konania

spracoval referat drogovych prekurzorov:

e pripomienky k Delegovanému nariadeniu Komi-
sie (EU) 2015/1011 z 24. aprila 2015 a Vykondava-
ciemu nariadeniu Komisie (EU) 2015/1013 z 25.
juna 2015,

e pripomienky k prekladom Delegovaného nariade-
nia a Vykondvacieho nariadenia do slovenského
jazyka (na zaklade pripomienok boli k obom do-
kumentom prijaté korigenda),

e stanoviskd a pripomienky k materidlom zaslanym
zo sekretariatu Vyboru EU pre drogové prekurzo-
ryl

e stanoviskd a pripomienky k materidlom orgdnov
Statnej spravy SR v ramci pripomienkového kona-
nia.

V roku 2015 sa pracovnici referatu drogovych prekur-

zorov zUucastnili:

* na cielenych inSpekciach vo verejnych lekarfiach
(kontrola dodrZiavania vydaja liekov neviazanych
na lekarsky predpis s obsahom pseudoefedri-
nu v sulade s Odbornym usmernenim MZ SR ¢.
OF/1111/2011 z 24. novembra 2011, ktorym sa
usmeriuje pocet baleni lieku s obsahom drogo-
vého prekurzora potrebnych na jeden liecebny
cyklus (celkovo bolo vykonanych 5 kontrol, kto-
rych sa zucastnili aj zadstupcovia MZ SR a MV SR),

e na 70. zasadani Vyboru EU pre drogové prekur-
zory,

® na prdci v Multidisciplindrnej integrovanej skupi-
ne odbornikov zameranej na elimindciu drogovej
trestnej ¢innosti (MISO DTC), problematika nere-
gistrovanych liekov, faloSnych liekov a zneuziva-
nie anabolickych steroidov.

Dfia 1.7.2015 vstupili do platnosti nariadenia EU - De-

legované nariadenie Komisie (EU) 2015/1011 z 24.
aprila 2015, ktorym sa doplfia nariadenie Eurépskeho
parlamentu a Rady (ES) ¢. 273/2004 o prekurzoroch
drog a nariadenie Rady (ES) ¢. 111/2005, ktorym sa
stanovuju pravidla sledovania obchodu s drogovy-
mi prekurzormi medzi Spolocenstvom a tretimi kra-
jinami, ktorym sa zruSuje nariadenie Komisie (ES) ¢.
1277/2005 a Vykondavacie nariadenie Komisie (EU)
2015/1013 z 25. juna 2015, ktorym sa stanovuju pra-
vidla vzhladom na nariadenie Eurépskeho parlamen-
tu a Rady o prekurzoroch drog a nariadenie Rady (ES)
¢.111/2005, ktorym sa stanovuju pravidla sledovania
obchodu s drogovymi prekurzormi medzi Spolocen-
stvom a tretimi krajinami.

Schvalenim tychto nariadeni sa zaznamenali tieto za-

sadné zmeny:

¢ nadobudnutie uclinnosti delegovaného naria-
denia sa od 1.7.2015 zrusilo Nariadenie Komi-
sie (ES) €. 1277/2005 z 27. jula 2005, ktorym sa
ustanovuju vykonavacie pravidla pre nariadenie
Eurdpskeho parlamentu a Rady (ES) ¢. 273/2004
o prekurzoroch drog a pre nariadenie Rady (ES)
¢. 111/2005, ktorym sa stanovuju pravidla sledo-
vania obchodu s drogovymi prekurzormi medzi
Spoloc¢enstvom a tretimi krajinami,

e v delegovanom nariadeni sa vymedzil pojem ,0b-
chodné priestory”,

e zadefinovali sa postupy zaznamendavania udajov
prevadzkovatelov a pouZivatelov do eurdpskej
databdzy drogovych prekurzorov.

Tabulka 34: Povolenia na zaobchadzanie s drogovymi
prekurzormi v roku 2015

Druh Pocet Spravny SPOLU
rozhodnutia rozhodnuti poplatok v EUR
v EUR
124

Osobitné 33,0 4092,0
povolenia

a Povolenia

Registracie 5 33,0 165,0
Zmeny 329 16,5 5428,5
Zrusenia 44

SPOLU 9 685,5

Oddelenie riaditela
a kontroly

Oddelenie zabezpecuje agendu pre veduceho sluzob-

ného uradu a riaditela statneho Ustavu:

¢ chod sekretariatu,

e poskytovanie informacii pre média a verejnost,

e spolupracu medzi statnym Ustavom a medzina-
rodnymi organizaciami EMA, HMA, PIC/S, Eurdp-
ska komisia, EDQM, WHO,

e pripravu na predsednictvo SR v Rade EU.

Drug Precursors

The main activities of the Office of Drug Precursors are:

e issuing decisions for subjects operating with drug
precursors (approvals, special approvals and regis-
trations) in accordance with EU regulations in the
matter of drug precursors,

¢ keeping records of issued decisions (also for the pur-
poses of control of drug precursor trade);

e keeping records of the purchase and supply of over-
the-counter medicinal products containing pseudoe-
phedrine to public pharmacies,

e processing proposals for the imposition of penalties
due to violation of legislation provisions in coopera-
tion with the relevant authorities of the Ministry of
Finance of the Slovak Republic/Customs Directorate
and the Ministry of Interior of the Slovak Republic,

e cooperation in the legislation field in developing and
commenting on EU and Slovak legislation.

Within inter-ministerial comment proceedings, the Offi-

ce of Drug Precursors processed:

¢ comments on the Commission Delegated Regulation
(EU) 2015 /1011 of 24 April 2015 and Commission
Implementing Regulation (EU) 2015/1013 of 25 June
2015,

e comments on the translation of the Delegated Re-
gulation and the Implementing Regulation into the
Slovak language (corrigenda were adopted for both
documents on the basis of comments),

e opinions and comments on materials sent from the
secretariat of the EU Drug Precursor Committee,

e opinions and comments on materials of the state
administration bodies of the Slovak Republic within
comment proceedings.

In 2015, employees of the Office of Drug Precursors were

engaged in:

e targeted inspections in public pharmacies (monito-
ring of compliance with dispensation of over-the-
counter medicinal products containing pseudoe-
phedrine according to the professional directions
of MH SR No. OF/1111/2011 of 24 November 2011,
which directs the number of medicinal product pac-
kages containing the drug precursor needed for one
treatment cycle (5 inspections were carried out in
total and representatives of the Ministry of Health
of the Slovak Republic and Ministry of Interior of the
Slovak Republic were in attendance),

e the 70th meeting of the EU Drug Precursor Commit-
tee,

¢ working in a multidisciplinary integrated group of ex-
perts focused on elimination of drug-related crime,
issue of unregistered medicinal products, falsified
medicinal products and misuse of anabolic steroids.

On 1 July 2015, certain EU regulations came into the for-
ce - Commission Delegated Regulation (EU) 2015/1011

of 24 April 2015 amending the Regulation of the Eu-
ropean Parliament and Council Regulation (EC) No.
273/2004 on Drug Precursors and Council Regulation
(EC) No. 111/2005 providing rules for monitoring drug
precursor trade between the Community and third
countries, and repealing Commission Regulation (EC)
No. 1277/2005 and Commission Implementing Regu-
lation (EU) 2015/1013 of 25 June 2015 providing rules
regarding the European Parliament and Council Regula-
tion on Drug Precursors and Council Regulation (EC) No.
111/2005 providing rules for monitoring drug precursor
trade between the Community and third countries.

The approval of these regulations brought in the fol-

lowing major changes:

e the delegated regulation, which came into force on
1 July 2015, repealed Commission Regulation (EC)
No. 1277/2005 of 27 July 2005 providing implemen-
ting rules for the European Parliament and Council
Regulation (EC) No. 273/2004 on Drug Precursors,
and Council Regulation (EC) No. 111/2005 providing
rules for the monitoring of drug precursor trade
between the Community and third countries,

e the term ,commercial premises” was defined in the
delegated regulation,

e  procedures for the data recording of operators and
users in the European database of drug precursors
was defined.

Table 34: Approvals for subjects operating with drug
precursors in 2015

Decision Number of Adminis- TOTAL
type decisions | trative fees IN EUR
in EUR
124

Special 33,0 4092,0
Approvals

and

Approvals

Registrations 5 33,0 165,0
Variations 329 16,5 5428,5
Revocations 44

TOTAL 9 685,5

Chief Executive Director
Department

The department ensures the agenda for the Executi-

ve Director of the State Institute:

e secretariat services,

e provision of information to the media and public,

e cooperation between the State Institute and in-
ternational organizations such as EMA, HMA,
PIC/S, the European Commission, EDQM, WHO,

e preparations for the Slovak Presidency of the EU
Council.



POSKYTOVANIE I[\IFQRI\/IA'CII' PRE
VEREJNOST A MEDIA

Statny Ustav poskytuje informdcie verejnosti na zak-
lade zdkona ¢. 211/2000 Z. z. o slobodnom pristupe
k informaciam.

V roku 2015 bolo spracovanych 26 Ziadosti o poskyt-
nutie informacii laickej a odbornej verejnosti v zmysle
zakona €. 211/2000 Z. z. o slobodnom pristupe k in-
formaciam. Oddelenie zaroven pripravovalo pisomné
a telefonické odpovede na 346 otazok Sirokej verej-
nosti tykajuce sa réznych tém a spolupodielalo sa na
priprave podkladov pre ostatné organy Statnej spravy.
V uvedenom roku bolo spracovanych 204 odpovedi
na otdzky novinarskej obce. Na webovej stranke bolo
v danom obdobi zverejnenych 19 tlacovych sprav. Do-
minovali najma informdcie viazuce sa k novym bez-
pecnostnym opatreniam prijatym pre jednotlivé lieky
a informacie pre verejnost stvisiace so stahovanim
liekov z trhu.

Na webovej stranke Statneho Ustavu, ktord je zdak-
ladnym komunikacnym kandlom s odbornou a laic-
kou verejnostou, doslo k viacerym mensim Gpravam
v ramci jednotlivych sekcii, ktoré sa tykali najma ak-
tualizdcie dat a celkového sprehladnenia udajov na
internetovej stranke.

V spolupraci s IT oddelenim boli na internetovej
strdnke pravidelne aktualizované pokyny a oznamy
uréené pre odbornu a laickd verejnost. V roku 2015
sa upravila anglicka verzia webovej stranky statneho
Ustavu. Anglicka verzia webovej stranky je pre zahra-
niénu verejnost pristupna s obmedzenym obsahom.

V roku 2015 zaznamenal SUKL ndrast v ukazovate-
[och ndvstevnosti webovej stranky 0 11,97% (582 438
prezreti) a ndarast poctu jedinecnych navstevnikov
0 17,13% (248 240 prezreti). UZivatelia stravili na we-
bovej stranke v priemere 3:11 min.

ZAHRANICNE PRACOVNE CESTY

V roku 2015 zabezpetil referat pre spolupracu s EU
237 zahrani¢nych ciest. Z tohto poctu bolo 88 ciest
preplacanych Eurépskou liekovou agenturou, 22 pra-
covnych ciest sa zucastnili externisti, ktori su ¢lenmi
poradnych organov SUKL, alebo boli MZ SR nomino-
vani do prislusnych pracovnych skupin. Zamestnanci
SUKL a externi pracovnici sa zu&astnili pracovnych
stretnuti EMA, HMA, PIC/S, Eurépska komisia, EDQM,
WHO.

PREDSEDNICTVO V RADE EU

V roku 2015 pokracovali pripravy na predsednictvo

Slovenska v Rade EU. Ministerstvo zdravotnictva SR
definitivne schvalilo stdtnemu Ustavu organizaciu 7
stretnuti pracovnych skupin a vyborov pésobiacich
v ramci siete liekovych agentur (HMA) a pri Eurdpskej
liekovej agenture (EMA).

Po dokladnom zvazeni viacerych kritérii boli z cel-
kového poctu 15 pracovnych stretnuti, ktoré byva-
ju Standardne organizované liekovymi agenturami
v Case predsednictva, vybrané nasledovné podujatia:
Heads of Medicines Agency |. a Il.,, Competent Autho-
rity for Medical Devices, Working Group of Commu-
nication Professionals, Working Group of Quality
Managers a spolocné pracovné stretnutie Pharmaco-
vigilance Risk Assessment Committee a Co-ordination
Group for Mutual Recognition and Decentralised Pro-
cedures — Human.

Hlavnd pozornost zamestnancov SUKL bola v roku
2015 sustredend na ulohy organizacno-logistického
charakteru, najma na vyber konferenénych priesto-
rov, technické zabezpecenie, catering a spolocensky
program. Pre organizaciu podujati boli zvolené statne
a komercéné priestory, pricom miestom konania vset-
kych pracovnych stretnuti bude hlavné mesto Sloven-
ska - Bratislava.

Priprava na predsednictvo SR v Rade EU si vyzadovala
aj uzku spolupracu statneho Ustavu s Ministerstvom
zdravotnictva SR, Ministerstvom zahrani¢nych veci
a eurdpskych zalezitosti SR a Ministerstvom podohos-
podarstva a rozvoja vidieka SR, ktoré sa bude v otaz-
kach veterinarnej agendy spolupodielat so Statnym
Ustavom na organizacii stretnuti Heads of Medicines
Agency l. a ll.

Zamestnanci Statneho Ustavu aktivne spolupracovali
aj s kolegami zo zahrani¢nych liekovych agentur, ¢len-
mi Permanent Secretariatu HMA, ako aj s kolegami
z Holandska a Malty, krajin, ktoré budu spoloc¢ne so
Slovenskou republikou tvorit od januara 2016 do jula
2017 tzv. predsednicke Trio.

Slovenska republika bude Rade EU predsedat od jula
2016 do decembra 2016. VSetci ¢innosti zamestnan-
cov SUKL, ktori sa v ramci svojej agendy podielali
v roku 2015 na pripravach pre predsednictvo, sme-
rovali k plneniu hlavnych uloh statneho Ustavu, a to
k zabezpecleniu stretnuti po organizaénej stranke,
odbornej stranke, stanoveniu uloh a priorit v rdmci
predsednictva a vykonavaniu dohladu nad ich plne-
nim.

PROVISION OF INFORMATION TO THE
PUBLIC AND MEDIA

The State Institute provides information to the public
in accordance with Act No. 211/2000 Coll. on Free Ac-
cess to Information.

In 2015, 26 applications for the provision of infor-
mation to the non-expert and expert public in accor-
dance with Act No. 211/2000 Coll. on Free Access to
Information were processed. The department also
prepared written and telephone answers to 346 que-
stions from the general public on various topics and
participated in the preparation of materials for other
state administration bodies. In that year, 204 answers
to questions from journalists were processed. In the
mentioned period, 19 press releases were published
on the website. Information about new safety mea-
sures adopted for particular medicinal products and
information for the public about medicinal product
recall prevailed.

Several small changes have been made on the State
Institute’s website, which is the basic communication
channel with the expert and non-expert public. The-
se changes mainly relate to data updates and overall
data transparency on the website.

Instructions and notices intended for the expert and
non-expert public were regularly updated on the
website in cooperation with the IT department. The
English version of the State Institute website was
adjusted in 2015. The English version of the website is
accessible to the foreign public with limited content.

In 2015, the SIDC recorded an increase in indicators
of the website visit rate by 11.97% (582 438 visits)
and an increase in the number of unique visitors by
17.13% (248 240 visits). Users spent 3:11 min on the
website on average.

FOREIGN BUSINESS TRIPS

In 2015, the Office for Cooperation with the EU pro-
vided 237 foreign business trips. 88 of these were
reimbursed by the European Medicines Agency, 22
business trips were attended by external workers
who were members of advisory bodies of the SIDC or
were nominated by the MH SR to appropriate working
groups. Employees of the SIDC and external workers
attended workshops of EMA, HMA, PIC/S, the Europe-
an Commission, EDQM, and WHO.

PRESIDENCY OF THE EU COUNCIL

In 2015, preparation for the Slovak Presidency of the
EU Council continued. The Ministry of Health of the

Slovak Republic definitively approved that the State
Institute could organize 7 meetings of working groups
and committees operating within the Heads of Medi-
cines Agencies (HMA) network and the European Me-
dicines Agency (EMA).

After due consideration of several criteria, the fol-
lowing events were selected from a total of 15 wor-
king meetings which are usually organized by medici-
nes agencies during a presidency: Heads of Medicines
Agency | and Il, Competent Authority for Medical
Devices, Working Group of Communication Professio-
nals, Working Group of Quality Managers and a com-
mon working meeting of the Pharmacovigilance Risk
Assessment Committee and Co-ordination Group for
Mutual Recognition and Decentralized Procedures —
Human.

In 2015, SIDC employees mainly focused on organiza-
tional-logistic tasks, especially on the selection of
conference rooms, technical assistance, catering, and
social program. State and commercial premises were
chosen for the organization of events and all working
meetings would take place in the capital city of the
Slovak Republic — Bratislava.

Preparation for the Slovak Presidency of the EU Coun-
cil also required close cooperation of the State Institu-
te with the Ministry of Health of the Slovak Republic,
Ministry of Foreign and European Affairs of the Slovak
Republic, and Ministry of Agriculture and Rural De-
velopment of the Slovak Republic — this Ministry will
contribute on the organization of the Heads of Medi-
cines Agencies |. and Il. meetings, together with the
State Institute, in the field of the veterinary agenda.

Employees of the State Institute actively cooperated
also with colleagues from foreign medicines agencies,
members of the Permanent Secretariat HMA as well
as with colleagues from The Netherlands and Malta
— countries which will represent, together with the
Slovak Republic, the so-called Presidency Trio from
January 2016 to July 2017.

The Slovak Republic will hold the Presidency of the EU
Council from July 2016 to December 2016. All activi-
ties of SIDC employees, who participated in the pre-
paration for the Presidency within the framework of
their agenda in 2015, were aimed at fulfilling the main
tasks of the State Institute, i.e. to ensure meetings
from an organizational and scientific point of view, to
establish tasks and priorities within the Presidency,
and to supervise their execution.



Oddelenie ekonomické

Ekonomické oddelenie zabezpecovalo v roku 2015 pl-

nenie nasledujucich uloh:

e financné planovanie, zostavovanie a sledovanie
plnenia rozpoctu prijmov a vydavkov v systéme
Statnej pokladnice,

e vykondvanie predbezZnej financnej kontroly zame-
ranej na dodrZiavanie hospodarnosti, efektivnosti
a Ucelnosti pouzivania verejnych prostriedkov,

e vystavovanie odberatelskych faktur, evidencia a
uhrady dodavatel'skych faktur,

e pokladni¢né hospodarstvo,

e vedenie rozpoctovych a mimorozpoctovych uc-
tov, realizacia hotovostnych a bezhotovostnych
platieb prostrednictvom Statnej pokladnice,

e vedenie Uctovnictva a vykaznictva,

e vedenie mzdovej agendy zamestnancov Ustavu,

e likvidaciu a vyuctovanie tuzemskych a zahranic-
nych pracovnych ciest,

e vykon ¢innosti spojenych so spravou a evidenciou
majetku Statneho ustavu,

e realizaciu socidlnej politiky Ustavu prostrednic-
tvom finan¢nych plneni zo socidlneho fondu
v zmysle platnych pravnych predpisov,

e zabezpecenie Cinnosti podatelne,

e ukladanie dokumentdcie Ustavu do registraturne-
ho strediska.

Oddelenie informatiky
a prevadzky

Oddelenie informatiky a prevadzky zabezpecovalo
v roku 2015 technicku sprdvu internetovej a intrane-
tovej stranky Statneho ustavu, vykondvalo prace su-
visiace s ndkupom a prevadzkou vypoctovej techniky
s cielom obnovit moralne a fyzicky zastaranu vypoc-
tovu techniku. Zabezpecovalo datové rozhranie pre
automatizované zasielanie dat do Jednotnej referenc-
nej udajovej zdkladne v suvislosti s implementaciou
programu eHealth.

Pracovnici oddelenia sa nadalej podielali na rozvija-
ni vnutorného liekového informacného systému (VIS
Lieky) podla poZiadaviek pouZivatefov a zmien prav-
nych predpisov. Oddelenie taktieZ spolupracovalo na
projektoch EMA zameranych na IT a na inych projek-
toch s podielom IT rieSeni.

S ciefom ucelného vyuZitia financnych zdrojov zabez-
pecovalo ¢o najhospodarnejsie a najefektivnejsie ply-
nuly chod prevddzky, udrzbu a opravu majetku, za-
konom predpisané technické a bezpecnostné revizie,
vykonavalo ulohy vyplyvajice z BOZP a PO vratane
kompletnej evidencie. V rdmci rozpoctovych moz-
nosti zlepSovalo pracovné prostredie zamestnancov
a zvySovalo energetickd hospodarnost budovy.

Oddelenie manazérstva
kvality

Cinnost v oblasti manaZérstva kvality bola zamerana na
udrZiavanie a dalSie zlepSovanie systému manazérstva
kvality podla STN EN ISO 9001, STN EN ISO 9004 a STN
EN ISO/IEC 17025.

Oddelenie manazérstva kvality vykonavalo v roku 2015
dohlad nad riadenymi dokumentmi, ako aj internymi
riadiacimi predpismi Statneho Ustavu. Déraz bol klade-
ny najma na ich obsah a konzistentnost s prislusnymi
pravnymi predpismi a suvisiacimi internymi predpismi.
V roku 2015 bolo revidovanych 160 riadenych doku-
mentov a 97 riadenych zaznamov.

Systém manazérstva kvality bol overovany prostrednic-
tvom internych auditov na zaklade ro¢ného planu a pro-
strednictvom preskdmania manaZmentom. V désledku
zvyseného poctu vyberovych konani novych $tatnych
zamestnancov bola v roku 2015 venovand zvysena po-
zornost systému procesu adaptdcie novoprijatych za-
mestnancov a kontinudlnemu vzdelavaniu kmenovych
zamestnancov Statneho Ustavu, tiez vzhladom na za-
bezpecovanie odbornych ¢innosti naviazanych na EMA.

Zvlastnu skupinu i nadalej tvorili farmakovigilancné au-
dity, ktorych poziadavka vyplynula z novych farmakovi-
gilanénych pravnych predpisov zavedenych v roku 2012.
V roku 2015 bola vypracovana v poradi druha sprava
o stave farmakovigilanéného systému v Statnom Ustave,
ktord bola zasland na Eurdpsku komisiu.

V ramci preskimania manazmentom bol prijaty Akény
plén, ktorého sucastou boli opatrenia zabezpecujlce
Standardny systém adaptdcie zamestnancov napriec
vSetkymi organizacnymi dtvarmi Statneho Ustavu.
V ramci skvalitnenia a harmonizacie procesov suvisia-
cich s posudzovatelskymi ¢innostami pri registracii a zi-
votnom cykle lieku pracovnici oddelenia sprostredkova-
vali vzdeldvanie zamestnancov Statneho Ustavu v rdmci
projektu ,Network training centre” vytvoreného pod
zastitou riaditelov liekovych agentur (HMA). Vzdelava-
nie sa uskutocniovalo na zaklade osobnej ucasti, ako aj
prostrednictvom webinarov.

V rdmci pracovnej skupiny pre manazérov kvality sa
zacala priprava BEMA IV. (Benchmarking), ktora posu-
dzuje systémy a procesy jednotlivych liekovych agen-
tur oproti skupine indikatorov z oblasti komplexného
manazmentu organizacie, ako i odbornych sluzieb za-
bezpelovanych narodnymi liekovymi agenttrami v EU.
Zastupcovia oddelenia sa aktivne zapojili do priebehu
BEMA V., Géastou na skoleni posudzovatelov BEMA vy-
kondvajucich benchmarking.

Efektivnost procesov a sluzieb poskytovanych zakaz-
nikom bola preverovana aj prostrednictvom dotazni-

Financial Department

In 2015, the Economy Department ensured performan-

ce of the following tasks:

¢ financial planning, budgeting and monitoring of
budget implementation in terms of revenue and
expenditure in the State Treasury system,

e carrying out preliminary controls focused on eco-
nomic efficiency, effectiveness and the usefulness
of use of public funds,

e issuingcustomerinvoices, registration and payment
of supplier invoices,

* treasury management,

¢ management of budgetary and non-budgetary ac-
counts, realization of cash and no-cash payments
via the State Treasury,

e accounting and financial reporting,

¢ management of wages for the Institute’s employees,

¢ liguidation and calculation of domestic and foreign
business trips,

¢ performing activities associated with the manage-
ment and filing of the State Institute’s property,

¢ implementation of the Institute’s social policy via
financial execution from the social fund as defined
by applicable legislation,

e ensuring the activity of the registry,

e storing the Institute’s documentation at the regis-
tration centre.

Operational and Maintein-
ance Department and IT

In 2015, the Operational and Mainteinance Depart-
ment and IT ensured technical management of the
State Institute’s internet and intranet, carried out work
associated with the purchasing and operation of com-
puter equipment in order to renew morally and physi-
cally obsolete computer equipment. It ensured a data
interface for automated data transfer to the Unified
Reference Data Base in relation to implementation of
the eHealth program.

Employees of the department continued to participate
in development of the internal information system of
medicinal products (VIS Lieky) in accordance with the
requirements of users and legislative changes. The de-
partment also participated in EMA projects focused on
IT and in other projects concerning IT solutions.

It ensured smooth operation, maintenance, property
repair, and technical and safety revision defined by le-
gislation, as cost-effective and economical as possible,
in order to use its financial resources effectively. It also
performed tasks resulting from Safety and Health at
Work and Fire Protection, including a complete recor-
ding of these. Within the limits of the budget, it impro-
ved the working environment for employees and the
energy performance of the building.

Quality Management
Department

The activity in the field of quality management was fo-
cused on maintenance and improvement of the quality
management system according to STN EN ISO 9001, STN
EN ISO 9004, and STN EN ISO/IEC 17025.

In 2015, the Quality Management Department carried
out surveillance of management documents as well as
the internal management rules of the State Institute.
Particular emphasis was placed on their content and
consistency with relevant legislation and related internal
rules. In 2015, 160 management documents and 97 ma-
nagement records were revised.

The quality management system was verified via inter-
nal audits according to the annual plan and via manage-
ment review. In 2015 as a consequence of the increased
recruitment of new employees, more attention was paid
to the adaption system of newly recruited employees
and to the continuous education of State Institute’s core
employees - also with regard to ensuring their expert ac-
tivities linked to EMA.

Pharmacovigilance audits represented a special group of
internal audits. They are requested by the new pharma-
covigilance legislation introduced in 2012. In 2015, the
second report on the status of the pharmacovigilance
system in the State Institute was drawn up and sent to
the European Commission.

After management review, the Action Plan was adopted
including measures which would ensure a standardised
system of employee adaptation across all organizatio-
nal units of the State Institute. In order to improve and
harmonise processes related to assessment activities du-
ring medicinal products registration and their life cycle,
the employees of the Quality Management Department
mediated the education of State Institute’s employees
within the project “Network Training Centre”, which was
created under the roof of the Head of Medicines.” Agen-
cies (HMA). Education was performed on a personal ba-
sis as well as via webinars.

Within the working group of quality managers, the pre-
paration of BEMA IV. (Benchmarking) has begun. BEMA
assesses systems and processes of particular medicines
agencies against a group of indicators related to a com-
plex management of the organization as well as its ex-
pert activities. Employees of the Quality Management
Department are actively involved in BEMA IV. through
their participation in the training of the BEMA assessors
performing benchmarking.

The effectiveness of the processes and services provided
to customers was verified also via a customer satisfaction
questionnaire, which is available on the State Institute’s
website. The results of the survey are disclosed on the
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ka spokojnosti zdkaznika, ktory je dostupny na inter-
netovej stranke Statneho Ustavu. Vysledky prieskumu
poskytuju vyznamné podnety pre zlepSovanie ¢innos-
ti Stdtneho Ustavu a su zverejiiované na internetovej
stranke.

V ramci zabezpecovania kvality, v sulade s urcenym
planom, zaistovalo oddelenie metrologicki kontrolu
meradiel, kalibraciu a kvalifikaciu vybranych meradiel
a priestorov podla platnych pravnych predpisov a no-
riem systémov kvality aplikovanych v Statnom Ustave.

Osobny urad

Osobny urad vykonava ulohy v oblasti personalnej
a mzdovej politiky, zabezpecuje uplatfiovanie prav-
nych vztahov zamestnancov spadajucich pod vykon
Statnej a verejnej spravy, ako aj mimo nej.

Ministerstvo zdravotnictva SR rozpisalo pre Statny
Ustav na rok 2015 zavazny ukazovatel 185 pracovnych
miest. Vzhfadom na organizacné zmeny, ktoré mali
viest k zefektivneniu pracovnych procesov, pracovalo
v §tatnom Ustave v danom roku 179 zamestnancov.

Na rok 2015 boli statnemu Ustavu pridelené mzdové
prostriedky v sume 1 998 286 €. Rovnako ako v roku
2014, Ministerstvo financii pridelilo stathemu Usta-
vu mzdové prostriedky v sume 350 000 na cinnosti,
ktoré su viazané na Ulohy a projekty EU. V suvislosti
s predsednictvom EU boli $tdtnemu Ustavu pridelené
mzdové prostriedky v sume 19 599 € na pracovnika,
ktory bude plnit Ulohy v ramci priprav predsednictva
SR v Rade EU.

Do konca roka 2015 nastupilo do Statneho Ustavu 30
novych zamestnancov. Pracovny pomer ukoncilo 25
zamestnancov. Fluktudcia zamestnancov predstavo-
vala 33%. Pomerne vysoké Cislo bolo sp6sobené priji-
manim zamestnancov na miesta, na ktoré boli zvyse-
né mzdové prostriedky.

V suvislosti s nastupom novych zamestnancov bolo
vykonanych viacero vyberovych konani a vyberov. Boli
vyhlasené 2 vonkajsie vyberové konania, 3 vnutorné
vyberové konania a 13 vyberov. Celkovo sa na tieto
vyberové konania prihlasilo 121 uchdadzacdov, pozva-
nych bolo 83. Z tohto poctu sa zucastnilo vyberového
konania 53 uchadzacov. Celkovo bolo obsadenych 22
miest. Ku koncu roka 2015 pracovalo v Statnom Usta-
ve pre kontrolu lie¢iv 179 zamestnancov.

Tabulka 35: Rozdelenie zamestnancov podla typu
pracovného pomeru v roku 2015

Zamestnanecky pomer m SPOLU
92 108

Statna sluzba 16
Verejna sluzba 10 61 71
SPOLU 26 153 179

Graf 7: Vekové zloZenie zamestnancov v roku 2015
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Graf 8: Vzdelanostna StruktlUra zamestnancov
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Tabulka 36: D6vody skonéenia pracovného pomeru

Vypoved 7
Dohoda 14
Skoncenie v skusobnej dobe 1

Odchod na matersku dovolenku

Tabulka 37: Mzdové prostriedky, mzdy a pocet za-
mestnancov v roku 2015

Udaje v oblasti

personalnej

politiky

Mzdové 1602374 1980167 1998286
prostriedky v EUR

Pocet 164 174 179
zamestnancov

Priemerny vek 46,5 45,7 44,8
zamestnancov

Priemerna mzda 888 1027 1004
v Statnej sluzbe

Priemerna mzda 628 750 765
VO verejnom

zaujme

Priemerna mzda 788 888,5 940

celkom

State Institute’s website and provide important stimuli
for improvement of the State Institute’s activities.

Within the framework of quality assurance and in accor-
dance with a defined plan, the Quality Management De-
partment also ensured the metrological control of scales,
calibration and qualification of selected scales and pre-
mises in accordance with applicable legislation and stan-
dards of quality systems applied at the State Institute.

Human Resources
Department

The Department of Human Resources performs tasks
related to personnel and wage policy, ensures the
application of legal relations of employees falling under
government and public administration as well as outsi-
de this administration.

The Ministry of Health of the Slovak Republic for the
year 2015 allocated for the State Institute a binding in-
dicator of 185 working positions. Taking into account
organizational changes which should lead to the stre-
amlining of working processes, 179 employees worked
at the State Institute in the given year.

For the year 2015, wage funds amounting to 1 998 286
EUR were allocated to the State Institute. For activities
linked to EU tasks and projects, the Ministry of Finance
of the Slovak Republic allocated to the State Institute
wage funds amounting to 350 000 EUR. In connection
with the Presidency of the EU, wage funds amounting
to 19 599 EUR per employee who would carry out tasks
within the preparation of the Slovak Presidency of the
EU Council were allocated to the State Institute.

Until the end of 2015, 30 new employees took up em-
ployment within the State Institute. The employment
of 25 people was terminated. The fluctuation of em-
ployees was 33%. This relatively high number was
caused by recruitment to working positions for which
wage funds were increased.

In connection with taking on new employees, several
selection procedures and selections were performed. 2
external selection procedures, 3 internal selection pro-
cedures, and 13 selections were reported. In total, 121
candidates applied for these selection procedures and
83 of these were invited. 22 working positions were
occupied in total. At the end of 2015, 179 employees
worked at the State Institute for Drug Control.

Table 35: Distribution of employees by type of em-
ployment in 2015

Employment ______|___Men | Women |__TOTAL |
92 108

Civil service 16
Public service 10 61 71
TOTAL 26 153 179
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Chart 7: Share of employees by age
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Chart 8: Structure of employees by education
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Table 36: Reasons for termination of employment

Reasons Number

Notice of termination 7
Agreement 14
Termination during the trial period 1
Maternity leave 3

Table 37: Salary funds, wages and number of em-
ployees in 2015

Data on personnel 2013 2014 2015
policy

Salary funds in EUR | 1602 374 1980167 1998 286

Number of 164 174 179
employees

Average age of 46,5 45,7 44,8
employees

Average wage in 888 1027 1004
civil service

Average wage in 628 750 765
public interest

Average wage in 788 888,5 940
total
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REVENUES AND
EXPENDITURES

Statny Ustav pre kontrolu lie¢iv ako $tatna rozpocétova
organizacia je v zmysle zdkona €. 523/2004 Z. z. o roz-
poctovych pravidlach verejnej spravy v 100 % vyske
financovany zo Statneho rozpoctu prostrednictvom
spravcu rozpoctovej kapitoly, ktorym je Ministerstvo
zdravotnictva SR. Na financovanie vSetkych svojich
vydavkov ma prideleny rozpocet beznych a kapitdlo-
vych vydavkov formou zavaznych limitov. Svoje prijmy
v plnej vyske odvadza do Statneho rozpoctu. Pre rea-
lizaciu prijmovych a vydavkovych platobnych operacii
ma zriadené Ucty v Statnej pokladnici.

Pévodne schvaleny poddimenzovany rozpocet pri-
deleny Statnemu Ustavu na zaciatku roka bol v marci
2015, na zéklade zdovodnenej Ziadosti Ustavu, navy-
Seny zo zdrojov Ministerstva financii SR o 1 116 000 €.
Tato poziadavka vyplyvala z potreby zabezpeéit po-
kracovanie v realizacii novych aktivit v oblasti inSpek-
cii a registracii liekov v rdmci Eurdpskej liekovej agen-
tury zacatych v minulom roku. Navysené prostriedky
umoznili $tatnemu Gstavu udrzat kontinuitu pri plne-
ni novych uloh a zaroven zabezpedit povinnosti, ktoré
mu ukladaju platné pravne predpisy SR a EU.

The State Institute for Drug Control, as a state budgetary
organization, in accordance with Act No. 523/2004 Coll. on
Budget Rules of the Public Service is 100% financed from
the national budget through an administrator of the budget
chapter, which is the Ministry of Health of the Slovak Re-
public. To finance all of the Institute’s expenditures, the In-
stitute has a budget of common and capital expenditures in
the form of binding limits. All revenues of the Institute are
assigned to the national budget. Accounts in the State Trea-
sury serve to perform revenue and expenditure operations.
The previously approved underfunded budget allocated to

the State Institute at the beginning of the year was incre-
ased in March 2015 upon the justified Institute’s request.
The budget was increased by 1 116 000 EUR from sources of
the Ministry of Finance of the Slovak Republic. This request
resulted from the need to continue in new activities in the
field of inspection and registration of medicinal products
within the European Medicines Agency which began in the
previous year. Increased funds allowed the State Institute
to maintain continual performance of new tasks and to en-
sure its obligations as defined by the applicable legislation
of the SR and EU.

Tabulka 38: Vyvoj prijmov a vydavkov za roky
2013 - 2015

I rok 2013 v EUR rok 2014 v EUR rok 2015 v EUR
NEDANOVE PRIIMY 11942 751 11 555 430 10 981 559

Rozpoctované prijmy za sluzby 308 150 336 410 332351
Nerozpoctované prijmy zo spravnych 11 634 601 11 219 020 10 649 208
poplatkov

Mazdy, platy 1602 374 1850 311 1998 661
Poistné a prispevok do poistovni 574 413 661 145 749 327
Tovary a sluzby 2170116 1942 290 1922 375
Cestovné nahrady 55 825 84 645 111 525
Energie, voda a komunikacie 296 990 273 241 281 623
Material 225 606 312 161 130019
Dopravné 56 891 54 877 56 031
Rutinna a Standardna udrzba 134 556 184 171 235 234
Ndjomné za prenajom 209 086 211 414 211501
Sluzby 1191 162 821781 896 442
Beiné transfery 25 749 57 918 30 306

KAPITALOVE VYDAVKY 0 46073 126416

Table 38: Revenues and expenditures overview
in the period 2013 - 2015

I 2013 in EUR 2014 in EUR 2015 in EUR
NON-TAXABLE REVENUES 11 942 751 11 555 430 10 981 559

Budgeted revenues for services 308 150 336 410 332 351
Unbudgeted revenues from administrative fees 11 634 601 11 219 020 10 649 208
Wages, salaries 1602 374 1850311 1998 661
Insurance premiums and contributions to 574 413 661 145 749 327
insurance companies

Goods and services 2170116 1942 290 1922 375
Travel costs 55 825 84 645 111 525
Energy, water, and communication 296 990 273 241 281 623
Material 225 606 312 161 130019
Transport 56 891 54 877 56 031
Routine and standard maintenance 134 556 184 171 235234
Rent for lease 209 086 211414 211 501
Services 1191162 821 781 896 442
Regular transfers 25 749 57 918 30 306

CAPITAL EXPENDITURES 0] 46 073 126 416

Realizaciou viacerych rozpoctovych opatreni bol roz-
pocet beZnych vydavkov k 31.12.2015 upraveny na
4 700 682 €. Tento rozpocet bol vyCerpany v sume
4 700 669 €. Rozpocet prijmov v objeme 327 500 €
Statny Ustav naplnil na 101,48 %, ked' vykazal skuto¢-
né rozpoctované prijmy v objeme 332 351 €, najma

Tabulka 39: Plnenie rozpoctu v roku 2015 v EUR

Povodny rozpocet k Aktualny rozpocet k Cerpanie k % plnenia
1.1.2015 31 12.2015 31.12.2015

NEDANOVE PRIJMY 200 000

za poskytované sluzby. Okrem rozpoctovanych prij-
mov SUKL odviedol do $tdtneho rozpoétu aj mimo-
rozpoctové prijmy zo spravnych poplatkov v celkovej
sume 10 649 208 €. Celkové prijmy ustavu v roku
2015 predstavovali sumu 10 981 559 €.

. 327500 332351

3 851 008 4700 682 4700 669 100,00

Mzdy, platy 1593 894
Poistné a prispevok do 557 114
poistovni

Tovary a sluzby 1 659 000
BeZné transfery 41 000

1998 661 1998 661 100,00
749 327 749 327 100,00
1922 388 1922375 100,00
30 306 30 306 100,00

KAPITALOVE WDAVKY | 0 126416 126416 100,00

Implementation of several budget measures resulted in
adjustment of the budget of common expenditures as
of 31.12.2015 to 4 700 682 EUR. This budget was spent
in the amount of 4 700 669 EUR. The State Institute ful-
filled the revenue budget (327 500 EUR) for 101.48%
because it recorded budget revenues in the amount of

Table 39: Revenue and expenditure in 2015 in EUR

Planned budget Revised plan Real expenditure % of
as of 1.1.2015 as of 31.12.2015 as of 31.12.2015 performance

332 351 EUR especially for provided services. Besides
budget revenues, the SIDC sent to the national budget
also off-budget revenues from administrative charges in
a total amount of 10 649 208 EUR. The total revenues of
the State Institute in 2015 were 10 981 559 EUR.

NON-TAXABLE REVENUES 200 000 327 500 101,48
REGULAR EXPENDITURES 3 851 008 4 700 682 4 700 669 100,00

Wages, salaries 1593 894
Insurance premiums and contri- 557 114
butions to insurance companies

Goods and services 1 659 000
Regular transfers 41 000

1998 661 1998 661 100,00
749 327 749 327 100,00
1922 388 1922 375 100,00
30 306 30 306 100,00

CAPITAL EXPENDITURES 0] 126416 | 126416 | 100,00



PRIJMY SUKL

Statny Ustav vykazal v roku 2015 rozpodtované ne-
danové prijmy stanovené ako zavazny limit vo vyske
332 351 €. Tieto prijmy plynuli z poskytovanych slu-
Zieb - inSpekcii lekarni, chemickych a mikrobiologic-
kych rozborov Cistenej vody, prijmy za hodnotenie
periodickych rozborov liekov na celoeurdpskej trovni
(PSUSA), z revizii textov centralizovanych procedur z
EMA, vydavania certifikatov a atestov, z pokdt, pre-
najmu jeddlne a v mensej miere z doplatkov z minu-
l[ého roka a refundacii.

Tabulka 40: Struktura rozpoctovanych nedariovych
prijmov v roku 2015

Rozpoctované nedafiové prijmy m

Za poskytované sluzby 320773
Pokuty 6 625
Ostatné (prendjom, dobropisy, 4 953
refundacie, vratky)

SPOLU 332351

Neporovnatelne vyssi objem vsak predstavovali ne-
rozpoctované prijmy zo spravnych poplatkov, ktoré
platia Ziadatelia v zmysle zdkona ¢. 145/1995 Z. z.
o spravnych poplatkoch. Tieto SUKL v roku 2015 vy-
kdzal v sume 10 649 208 €. Najvacsiu Cast uvedenych
prijmov tvorili spravne poplatky za registraciu liekov,
a to najma za ziadosti o zmeny registracie. VSetky prij-
my zo spravnych poplatkov boli odvedené do statne-
ho rozpoctu prostrednictvom danového uradu.

Tabulka 41: Struktura prijmov zo spravnych poplat-
kov v roku 2015

Nerozpoctované nedaiové prijmy m

Za vydanie rozhodnutia o registracii 1742075
lieku

PredlZenie platnosti registrécie lieku 1432 600
Zmena registracie lieku 7 325170
prevod registracie lieku 76 000
Vydanie rozhodnutia o povoleni 43 128
klinického skusania lieku

Vydanie rozhodnutia o povoleni 497
klinického skusania ZP

Oznamenie sprostredkovania nakupu 500
alebo predaja liekov

Oznamenie vyroby, dovozu alebo 800
distribucie uc¢innej latky

Psychotropné latky — vydanie 4 325
povolenia

Psychotropné latky — zmena povolenia 5396
Ostatné (najma neidentifikované 18 717
platby)

SPOLU 10 649 208

VYDAVKY SUKL

Bezné vydavky stdtneho ustavu dosiahli k 31. 12.
2015 sumu 4 700 669 €. Na mzdy sa vyCerpalo 1 998
661 €, Uhrady poistného zdravotnym poistovniam
a socialnej poistovni dosiahli objem 749 327 €,
naklady na obstaranie tovarov a sluZieb predstavovali
sumu 1 922 375 € a na beiné transfery vynalozil
Statny ustav 30 306 €.

Z hladiska struktury beznych vydavkov, (najviac zdro-
jov, okrem miezd) vynaloZil SUKL v roku 2015 na ob-
staranie tovarov a sluZieb. V tejto kategérii vydavkov
bol najvyssi objem finanénych prostriedkov pouZi-
ty na uhradu ndkladov na sluzby, a to 896 442 €. Az
37 % ndakladov v ramci sluzieb tvorili platby za zber
a likvidaciu liekov nespotrebovanych obyvatelstvom
prostrednictvom zmluvnej spolo¢nosti. Objem vy-
zbieranych liekov medziro€ne vzrastol o takmer 9 ton.
Povinnost zabezpeclovat zber a likvidaciu nespotre-
bovanych liekov od obéanov uklada statnemu Ustavu
zakon o liekoch a zdravotnickych poméckach, pricom
ich financovanie znacne zatazilo rozpodet beznych vy-
davkov SUKL sumou 332 371 €.

Tabulka 42: Likvidacia liekov nespotrebovanych oby-
vatelstvom za roky 2013 - 2015

| 0k2013 | rok2014 | rok 2015 |

Objem vyzbier- 111 365 97 569 106 529
aného odpadu v kg
Naklady na 368 742 304 415 332 371

likvidaciu v EUR

Dalimi vyznamnymi polozkami v rdmci sluZieb boli plat-
by za bezpecnostné a strazne sluzby na ochranu budov,
upratovanie kancelarskych priestorov, ako aj zakonom
stanoveny prispevok zamestnavatela na stravovanie za-
mestnancov. NavySené financie zo strany Ministerstva
financii boli v znacnej miere pouzité na uhradu nakla-
dov za vypracovanie odbornych posudkov na lieky, stadii
a expertiz, ktoré boli potrebné pre zapojenie Ustavu do
odbornych prac v ramci Eurdpskej liekovej agentury. ISlo
o vysoko kvalifikované odborné prace, ktoré Statny Gstav
zabezpecil zadanim odborne sposobilym osobdm na za-
klade zmliv vykonavanych mimo pracovného pomeru.
V ramci sluZieb realizoval $tatny Ustav aj platby dani, pri-
del do socidlneho fondu, uhrady nakladov na kalibracie
laboratdrnych pristrojov, sluzby suvisiace s prevadzkou
archivu v Rovinke, vydavky na deratizaciu, pranie pra-
covnych odevov, skolenia, kurzy, semindre a dalsie.

Na uhradu spotrebovanych energii, vody a zabezpece-
nie postovych a telekomunikacnych sluzieb sa vynalozili
prostriedky v sume 281 623 €. Ndklady na obstaranie
materialu potrebného na zabezpecenie hlavnych cin-
nosti Statneho Ustavu v roku 2015 predstavovali sumu
130 019 €. Z tychto prostriedkov boli nakupené najma
chemikalie, laboratérne sklo, pristroje a zariadenia, kan-
celarske a Cistiace potreby.

REVENUES OF THE SIDC

In 2015, the State Institute reported budgeted non-taxable
revenues set as a binding limit in the amount of 332 351
EUR. These revenues came from provided services - inspec-
tions of pharmacies, chemical and microbiological analyses
of purified water, revenues for the evaluation of periodic
analyses of medicinal products at the European level (PSUR
Single Assessment), revisions of texts of the EMA centrali-
zed procedure, issuing of certificates and attestations, pe-
nalties, lease of dining room and, to a lesser extent, from
supplementary fees from the previous year and refunds.

Table 40: Structure of budgeted non-taxable reve-
nues in 2015

Budgeted non-taxable revenues m

Provided services 320773
Penalties 6 625
Other (leases, credits, refunds, returns) 4 953
TOTAL 332 351

However, unbudgeted revenues from administrati-
ve fees paid by applicants in accordance with Act No.
145/1995 Coll. on Administrative Fees represented an
incomparably higher volume. These were reported at
the amount of 10 649 208 EUR by SIDC in 2015. The
largest part of the listed revenues was made up of
administrative fees for the registration of medicinal
products, especially for applications for registration
variations. All revenues from administrative fees were
assigned to the national budget by the tax authority.

Table 41: Structure of revenues from administrative
fees in 2015

Non-budgeted non-taxable revenues m

Issuing of decisions on drug 1742 075
registration

Prolongation of drug registration 1432 600
validity

Variations in drug registration 7 325170
Transfers of drug registration 76 000
Issuing of decisions on clinical drug 43 128
trials authorization

Issuing of decisions on clinical medical 497
device trials authorization

Notice of intermediary in the purchase 500
or sale of medicinal products

Notice of manufacture, import 800

or distribution of an active
pharmaceutical ingredient

Psychotropic substances — issuing of 4 325
approval

Psychotropic substances - approval 5396
variation

Other (especially unidentified 18 717
payments)

TOTAL 10 649 208

EXPENDITURES OF THE SIDC

Common expenditures of the State Institute as of
31.12.2015 reached the sum of 4 700 669 EUR. 1 998 661
EUR were spent on wages; payments to health insuran-
ce and social insurance agencies reached €749 327, the
cost of procurement of goods and services was 1 922
375 EUR and the State Institute spent 30 306 EUR on
common transfers.

In view of the common expenditure structure, the SIDC
spent (most sources, except for wages) on the procure-
ment of goods and services in 2015. In this category of
expenditures, the highest amount of resources was used
to cover the cost of services: 896 442 EUR. Payments for
the collection and disposal of unused medicinal products
by population through the contracted company were up
to 37% of the cost within services. The volume of collec-
ted drugs increased by nearly 9 tons. The obligation of
the State Institute to ensure the collection and disposal
of unused medicinal products from citizens is imposed
by the Act on Medicines and Medical Devices, whereby
their financing in the sum of 332 371 EUR heavily weigh-
ted on the budget of the SIDC’s common expenditures.

Table 42: Overview of waste from medicinal produ-
cts in the period 213 - 2015

| 2013 2014 2015

Volume of 111 365 97 569 106 529
collected waste

in kg

Disposal costs in 368 742 304 415 332371
EUR

Other significant items within services include payments
for security and guard services for buildings protection,
office cleaning as well as the statutory employer‘s con-
tribution to employee catering. Increased funds from the
Ministry of Finance were largely used to cover the costs
for expertise on medicinal product development, studies
and expertise needed for involvement of the Institute in
professional works within the European Medicines Agency.
Highly skilled professional works were concerned and the
State Institute instructed qualified persons to perform the-
se on the basis of external contracts. Within the services,
the State Institute conducted also the payment of taxes, al-
location to the social fund, payment of costs for laboratory
equipment calibration, services related to the operation of
the archive in Rovinka, expenditures for rodent control, the
washing of work clothes, trainings, courses, seminars, etc.
Funds in the amount of 281 623 EUR were paid for con-
sumed energy, water and the provision of postal and te-
lecommunication services. The procurement costs for
material needed for provision of the State Institute’s main
activities in 2015 were in the sum of 130 019 EUR. Especial-
ly chemicals, laboratory glass, instruments and equipment,
office and cleaning products were purchased from these
funds.



Realizacia verejného obstardvania cez elektronicky
kontraktacny systém umoznila vysutazit nizSie ceny,
€o sa premietlo aj do poklesu nakladov na obstaranie
materiadlu v porovnani s minulym rokom. Za prenajom
archivnych priestorov v Rovinke a prenajom priestorov
kontrolného laboratdria v Kosiciach zaplatil SUKL celkom
205 580 €.

Vydavky na realizaciu tuzemskych a zahrani¢nych pra-
covnych ciest predstavovali v roku 2015 sumu 111 525 €,
pricom v porovnani s rokom 2014 vzrastli priblizne o 32
%. Rozhodujuci objem cestovnych nahrad tvorili ndhrady
za zahranic¢né pracovné cesty. Tieto v roku 2015 vzrastli
najma z dévodu pripravy zamestnancov SUKL na zapo-
jenie sa do novych odbornych aktivit v ramci Eurdpskej
liekovej agentury. Uast na rokovaniach bola potrebna
pre ziskanie novych poznatkov a odbornych vedomosti.
Zahranicné pracovné cesty boli zrealizované taktiez pre
zabezpecenie plnenia Uloh v rdmci Eurdpskej liekopisnej
komisie, Svetovej zdravotnickej organizacie a integrac-
nych zoskupeni a institiciami Rady Eurdpy.

Tuzemské cesty suviseli najma s vykonom statneho do-
zoru nad kvalitou a u¢innostou liekov, ktoré zabezpeco-
vali zamestnanci sekcie inSpekcie, a to najma inSpekcia-
mi v lekdrnach a zariadeniach vyroby a distribucie liekov
na celom uUzemi SR. Pre zabezpecenie inSpekénej Cin-
nosti SUKL vyuZival, okrem verejnej a zmluvnej dopravy,
najma vlastny vozovy park. Dopravné naklady dosiahli
v roku 2015 sumu 56 031 €, pricom najvyssimi polozka-
mi boli naklady na ndkup pohonnych hmot, servis, opra-
vu a udrzbu motorovych vozidiel.

Okrem servisu motorovych vozidiel Statny ustav reali-
zoval v roku 2015 aj nevyhnutt udrzbu budov, prevadz-
kovych pristrojov, zariadeni a softvéru. Tieto naklady
predstavovali sumu 235 234 €. V rdmci udrzby budov sa
uskutocnila najma vymena starych a netesniacich okien
v objekte v Bratislave. Bolo by vSak potrebné vymenit
stresné zvody vody, rozvody pitnej vody, vykonat Gdrzbu
kanalizacie, ako aj rekonstrukcie objektov kontrolnych
laboratérii v Ziline, Topol¢anoch a vo Zvolene. Vdaka na-
vySenému objemu zdrojov z MF SR bolo v tomto roku
mozné zrealizovat Upravu a udrzbu softvérovych modu-
lov vnutorného informacného systému na lieky a aktua-
lizaciu systému v suvislosti so zabezpecenim uloh EMA.

V nadvaznosti na dokoncené procesy verejného obsta-
rdvania prostrednictvom elektronického kontraktacné-
ho systému boli Stdtnemu Ustavu v priebehu roka 2015
ministerstvom financii postupne uvolfiované viazané ka-
pitalové vydavky z roku 2014. Prostriedky boli ucelovo
viazané na obnovu vozového parku a zastaraného vyba-
venia laboratérii. SUKL z nich v priebehu roka realizoval
nakupy laboratérnych pristrojov (analyticka vaha, uni-
verzalna odstredivka s chladenim, zariadenie na testova-
nie tabliet, zariadenie UHPLC na kontrolu kvality liekov,
zariadenie na stanovenie obsahu bakteridlnych endoto-

xinov, teplovzdusny sterilizator) a nakup 2 kusov labo-
ratérnych zostav nabytku, celkovo v hodnote 93 960 €.
Zakupené boli aj 2 nové motorové referentské vozidla
s prislusenstvom, nevyhnutné pre vykon inspekcnej
¢innosti, v celkovej sume 32 456 €. Ku koncu roka 2015
Statny Ustav poziadal o presun beznych vydavkov v sume
340 230 € na kapitalové vydavky na rok 2016 — na do-
koncenie investi¢nej akcie Rekonstrukcia a pristavba KL
Zilina. Stavba bola zacata edte v roku 2006, ale z dovo-
du nepridelenia finanénych prostriedkov bola v roku
2007 pozastavena a zakonzervovana. Cely objekt chatral
a bola ohrozena prevadzka kontrolného laboratéria, na-
kolko objekty, v ktorych sa pracuje, si nevyhovujlce. Po
opakovanych Ziadostiach boli statnemu ustavu pridele-
né finanéné prostriedky na dokoncenie rozostavanej in-
vesti¢nej akcie.

Navysenie financnych zdrojov zo strany Ministerstva fi-
nancii SR vytvorilo v roku 2015 materidlne predpoklady
pre zabezpecenie plnenia naro¢nych uloh, ktoré Statne-
mu Ustavu ukladaju slovenské aj eurdépske pravne pred-
pisy. Pokracoval proces zapojenia sa do realizacie novych
aktivit v oblasti inSpekcii a registracii liekov v ramci Eu-
répskej liekovej agentury zacatych v minulom roku, kto-
ry vytvara predpoklady pre zabezpecenie pomerne vy-
sokych prijmov Statneho rozpoctu. Aj v roku 2015 Statny
ustav prispel nemalou mierou k posilneniu prijmovej
Casti Statneho rozpoctu, a to hlavne spravnymi poplatka-
mi za registraciu liekov. Celkové prijmy SUKL za rok 2015
boli oproti rozpoctu vydavkov vyssie az 0 6 154 474 €, Co
je Cisty prinos do Statneho rozpoctu. Po Uspesnom etab-
lovani sa v procesoch registracie v rdmci EMA, ma statny
Ustav potencial aj nadalej udrzat a navysit tieto prijmy za
podmienky kontinualneho financného krytia nakladov
zo strany rozpoctove] kapitoly.

Graf 9: Vyvoj prijmov a vydavkov v EUR za roky
2013 - 2015

Legenda: M Prijmy Vydavky

Implementation of public procurement through an elec-
tronic contracting system enabled the competing for lower
prices which was reflected in a cost decrease in materials
procurement compared to the previous year. The SIDC paid
in total 205 580 EUR for the lease of archival premises in
Rovinka and the lease of control laboratory premises in Ko-
Sice.

Expenditures for the implementation of domestic and fo-
reign business trips in 2015 represented the sum of 111
525 EUR, while they increased by approximately 32% in
comparison with 2014. The majority of travel reimburse-
ments consisted of reimbursements for foreign business
trips. These increased in 2015 mainly due to SIDC em-
ployee preparation for participation in new expert activi-
ties within the European Medicines Agency. Participation
in discussions was necessary for the acquirement of new
knowledge and expertise. Foreign business trips were also
carried out in order to perform tasks within the European
Pharmacopoeia Commission, World Health Organization
and integration organizations and institutions of the Coun-
cil of Europe.

Domestic business trips mainly related to the performan-
ce of state surveillance of the quality and effectiveness of
medicinal products. These were provided by employees of
the Inspection Section, in particular by inspections in phar-
macies and manufacturing and distribution of medicinal
products facilities throughout Slovakia. The SIDC used, in
addition to public and contracted transport services, main-
ly its own fleet for ensuring inspection activities. In 2015,
transport costs reached the sum of 56 031 EUR, while the
highest cost items were the purchase of fuel, servicing, re-
pairs and maintenance of motor vehicles.

Aside from the servicing of motor vehicles, the SIDC also
conducted necessary maintenance of buildings, operating
instruments and software in 2015. These costs represen-
ted 235 234 EUR. Primarily, replacement of old and leaking
windows in the building in Bratislava was carried out within
the framework of building maintenance. It will be necessa-
ry to replace the roof downpipes for water, drinking water
line, perform sewage maintenance as well as reconstruct
the control laboratory buildings in Zilina, Zvolen and Topol-
¢any. Due to the increased volume of resources from the
MF SR this year, it has been possible to carry out the repair
and maintenance of software modules of the internal in-
formation system for medicinal products and update the
system in terms of providing the EMA task.

Following the completed public procurement processes
through the electronic contracting system, the Ministry
of Finance gradually released bound capital expenditures
from 2014 to the State Institute. Funds were purposeful-
ly bound to the renewal of fleet and obsolete laboratory
equipment. During the course of the year, the SIDC used
these to purchase laboratory equipment (analytical balan-
ces, universal centrifuge with cooling, equipment for tablet
testing, UHPLC equipment for quality control of medicinal

products, equipment for determination of bacterial endo-
toxin content, hot air sterilizer) and 2 laboratory furniture
sets in a total amount of 93 960 EUR. Also, 2 new motor
vehicles with accessories were purchased for 32 456 EUR
in total, which were necessary for performance of inspec-
tion activities. At the end of 2015, the State Institute asked
for the transfer of common expenditures in the amount of
340 230 EUR to capital expenditures for the year 2016 - to
complete the investment project Reconstruction and Ex-
tension of CL Zilina. Construction work started in 2006 but
were suspended and conserved in 2007 because of unal-
located funds. The whole building deteriorated and the
entire operation of the control laboratory became endan-
gered, as the buildings determined for work are non-com-
pliant. After repeated requests, the State Institute recei-
ved funds for the completion of the investment project.

The increase in funding by the Ministry of Finance of the
Slovak Republic in 2015 created the material conditions
for ensuring the challenging performance that is imposed
on the State Institute by Slovak and European legislation.
The process of involvement in the implementation of new
activities in the field of inspection and registration of me-
dicinal products within the European Medicines Agency
which was initiated last year has continued and it creates
conditions for ensuring relatively high revenues for the na-
tional budget. Also, in 2015 the State Institute considerably
contributed to reinforcing the revenue part of the national
budget, especially via administrative fees for the registra-
tion of medicinal products. The total revenues of the SIDC
in 2015 were higher than budgeted expenditures by up to
6 154 474 EUR, which is a net gain to the state budget.
Following the successful establishment of the registration
process within EMA, the State Institute has the potential
to maintain and increase revenues, provided continuous
financial cost covering from the part of the budget chapter.

Chart 9: Development of revenues and expenditures
in EUR in the period 2013-2015
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Zakladné ukazovatele ¢innosti SUKL v roku 2015
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