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1. UVOD REDITELE

Rok 2006 v &innosti Statniho ustavu pro kontrolu [éCiv
predstavoval zejména rok plny neofekavanych zmén.
Po dlouhodobé stabilnim vyvoji z pohledu vnéjSiho pozo-
rovatele doslo v prabéhu poloviny roku hned ke tfem
zménam na postu feditele. Po tfileté praci na implemen-
taci nové direktivy EU vénované problematice 1éCiv do
prostfedi narodni legislativy, potazmo funkce regulaéni
agentury, nebyla novelizace zakona o |éCivech, normy
kodifikujici prevaznou c¢ast funkci Ustavu, prosazena.
Vitalni funkce dohledové agentury nastésti nebyly témito
zmeénami zasazeny.

Vnitiné se tyto udalosti promitaly do snizeni efektivity
chodu ustavu, resp. stagnace ¢asti rozvojovych projektl
a zmén. Pres vySe uvedené bylo dosaZzeno urcitého
pokroku ve vybranych aktivitach instituce.

Extenzifikaci personalniho zazemi registraéniho proce-
su, vnitfni restrukturalizaci Ustavu na ukor jinych agend,
bylo dosazeno zvySeni jeho prachodnosti a odstranéni
¢asti nedodélkd z minulych let. Vyznamné zvySeni poctu
pracovnikll zapojenych do registracni agendy pomohlo
udrzet trend zapojovani Ustavu do procedury vzajemné-
ho uznavani &lenskymi zemémi EU, pficemz SUKL byl
schopen zachovat si pozici nejaktivnéjsi Iékové agentury
z novych &lenskych zemi EU.

Zapojeni do registracni sité lekovych agentur EU bylo
a stale je vnimano nékterymi politickymi Ciniteli CR pre-
devSim jako pfesun agendy na ,bedra“ Evropské Iékové
agentury — EMEA. Ve skuteCnosti je zapojeni tfeba cha-
pat jako systém distribuovanych odpovédnosti za regis-
traéni proces, pficemz jednotlivym narodnim agenturam
jsou postaveny pred potfebu velmi intenzivni komuni-
kace se sesterskymi agenturami provazené extenzivni
vyménou informaci. Budovani Eudra sité, tj. informac-
nich platforem pro zajiSténi procesu a to nejen registrac-
niho, nebylo v minulém roce uskute¢néno v pldnovaném
rozsahu. | tato skute€nost pfispéla k niz8i produktivité
zapojovani do sité nez bylo planovano.

Stabilizované a vysostné efektivni jsou procesy spojené
s agendou klinického hodnoceni a farmakovigilance jak
na narodni, tak EU Urovni. V oblasti klinického hodnoceni
doslo k nejvyznamnéjSimu narGstu agendy za uplynulé
roky a presto se podafilo dodrzovat zakonem stanovené
Ihaty. Vyznamna pozornost byla vénovana pfipravé pro-
jektu na zvyseni poctu hlasitelt a pocétu hlaseni nezadou-
cich ucinkd. Projekt bude zahajen v roce 2007.

Byl ukoncen vyvoj a implementace nové Centralni data-
baze nezadoucich G&inkd (CDNU). V prabéhu roku byl
dokoncen preklad Iékafské terminologie MedDRA z ang-
lictiny do Cestiny. Oficialni Ceska verze terminologie by
méla byt k dispozici v prvni poloviné roku 2008.

Kromé feSeni nezadoucich pfihod se dozor nad zdra-
votnickymi prostfedky soustfedil zejména na pouzivani
starSi pfistrojové techniky, u které bylo mozné pred-
pokladat zdravotni rizika s ohledem na jeji uvedeni
do provozu pfed 1. lednem 1991. Sledovan byl vyvoj
regulacnich predpist EU vztahujicich se ke zdravotnic-
kym prostfedkim, aby byla zajiSténa pfipravenost na
pfipadné zmény.

1. THE DIRECTOR’S INTRODUCTION

The 2006 in the work of the State Institute for Drug Control
represented a year full of unexpected changes. After a long-
term stable development from the point of view of an outside
observer, in the course of six months there were as many
as three changes in the Director’s post. Following three
years’ work on the implementation of the new EU directive
related to pharmaceuticals into the national legislation, and
more specifically in the function of the regulatory agency, the
amended Pharmaceuticals Act, a standard codifying most of
the Institute’s functions, failed to be passed. Fortunately, vital
functions of the regulatory agency were not affected by these
changes.

Internally, these events were reflected in a lower effectiveness
of the Institute’s performance, indeed a stagnation of a part of
development projects and transformations. Despite what has
been just said, some progress was made in selected activities
of the Institute’s.

By strengthening the personnel background of the marketing
authorisation process, by the Institute’s internal restructuring
to the detriment of other types of work, its throughput was
increased and a part of backlog of work accumulated in
preceding years was handled. A major increase of staff
involved in authorisation work helped preserve the trend of the
Institute’s involvement in the mutual recognition procedure,
while the SUKL was able to uphold its position of the most
active drug agency among the new EU Member States.

The involvement in the authorisation network of the EU drug
regulatory agencies was and still is considered by some
political officials of the CR chiefly as a transfer onto the
“shoulders” of the European Medicines Evaluation Agency
— EMEA. In fact, the involvement should be understood as
a system of distributed responsibilities for the authorisation
process, while individual national agencies not only continue
to be in charge of a significant portion of the previous work,
but they are moreover faced with the need of a very intense
communication with their sister agencies, accompanied by an
extensive exchange of information. The building of the Eudra
network, i.e. information platforms for securing processes, not
only the authorisation process, did not proceed in the planned
scope in the past year. This is another fact which had an impact
on a lower productivity of involvement in the network than it had
been planned.

Stabilized and highly effective have been the processes
connected with the work of clinical trials and pharmacovigilance
both on the national and EU levels. The area of clinical trials
saw the most significant increase of work in recent years and,
despite that, the Institute managed to observe statutory time
limits. Major attention was paid to the preparation of a project of
increasing the number of reportees and the number of reports
on adverse drug reactions. The project will start in 2007.

The development and implementation was completed of a new
Central Database of Adverse Drug Reactions. A translation was
completed in the course of the year of the MedDRA medical
terminology from English into Czech. The official Czech version
ought to be available in the first half of 2008.

Apart from solving adverse incidents, the supervision over
medical devices focused chiefly on the use of older devices
where health hazards could be expected in view of the fact
that they had been put into operation before 1 January 1991.



Systém Fizeni ustavu byl dale upravovan tak, aby zahr-
noval novy systém hodnoceni efektivity procesu, s prvky
vzajemného porovnavani mezi jednotlivymi agendami
instituce. Jako stézejni orientacni prvek v fizeni agentury
byla, v souladu s politikou Ustavu a vyhledem do roku
2010, uplathovana orientace na pInéni cili odvozenych
z pfijaté vize ustavu. Do odpovédnosti za fedeni sou-
stavy téchto tzv. rozvojovych cill byla zapojena i fada
zameéstnancu, ktefi nejsou ve vedoucich pozicich.

Moznost vyuzivat pro €innost i prostfedky ziskané uhra-
dou nakladd za odborné €innosti vykonavané na zadost
vedla k zlepSeni dostupnosti odbornych pracovniku.
| pfesto pretrvava nedostatek specializovanych inspek-
tord a kvalifikovanych hodnotitell v klinické oblasti.
Preklenout tento nedostatek pomaha projekt spoluprace
s regulaénimi ufady pro Iéky a zdravotnické prostfedky
Velké Britanie a Francie, ktery byl zahajen v roce 2006
a soustfedi se na podrobnosti hodnoceni registracni
dokumentace, regulaci a dozor v oblasti lidskych tkani
a bunék a vigilanci a klinicky vyvoj zdravotnickych pro-
stfedka.

Pfedkladana zprava o d¢innosti Ustavu v roce 2006
umoziuje zajemcum o informace z oblasti regulace
[éCiv a zdravotnickych prostfedkl ziskat nejen predstavu
o vykonnosti Ustavu. Snad lze tvrdit, Ze je pom{ickou
ke studiu trendd v chovani jak instituce samotné, tak
chovani regulovanych subjektl.

PharmDr. Martin Benes$

2. ORGANIZACNIi STRUKTURA
USTAVU

V prabéhu roku 2006 se uskutec¢nilo nékolik organizac-
nich zmén s cilem zjednodusit fizeni Ustavu a zefek-
tivnit jeho ¢innost. Organiza¢ni schéma SUKL platné
k 31.12.2006 je soucasti této zpravy. Organizacni sché-
ma s uvedenim jmen vedoucich pracovniku je umisténo
na webové strance SUKL.

Propojeni prace jednotlivych utvard ve vztahu k nékte-
rym specifickym agendam zajiStovaly v Ustavu tématicky
orientované resitelské tymy a poradni sbory, v nichz
jsou zastoupeni pracovnici riznych utvard. V roce 2006
vykonavaly svoji Cinnost nésledujici FeSitelské tymy
a sbory odborné zamérené a podpurné povahy:

e tym pro hrani¢ni pripravky, ktery zajistuje
koordinaci ¢innosti jednotlivych UtvarG ve vztahu
k zafazovani spornych vyrobkd do odpovidajiciho
regulac¢niho rezimu,

e tym pro jakost lé€iv, ktery zajiStuje koordinaci
¢innosti jednotlivych utvar( souvisejicich s otaz-
kami jakosti 1€Civ,

e tym pro posuzovani prijatelnosti nazva léci-
vych pfipravki, ktery vyhodnocuje pravdépodob-
nost zameény nazv(l IéCivych pfipravkl a posuzuje
dasledky vyplyvajici z pfipadnych zamén,

The development was monitored of the EU regulations related
to medical devices in order to guarantee the preparedness for
possible changes.

The Institute’s management system continued to be modified
so as to include the new evaluation system of efficiency of
processes, with elements of mutual comparison among the
SUKL's various types of office work. As a core guiding element
of the Institute’s management and in conformity with its policy
and outlook until 2010, the path was followed for the meeting
of objectives based on the Institute’s vision. A number of
employees in other than senior management positions were
also given a share of responsibility for the pursuit of these so-
called development targets.

The possibility of using the resources acquired through the
reimbursement of the SUKL's expert activities carried out upon
request led to better chances of recruiting relevant experts.
Nevertheless, there has been a continuing lack of specialised
inspectors and qualified medical assessors in the clinical
area. This shortcoming has been addressed with the help
of a project of cooperation with the regulators of drugs and
medical devices in the UK and France, which was launched in
2006 and is focused on details of the assessment of marketing
authorisation dossiers, regulation and supervision in the area
of human tissues and cells, as well as vigilance and clinical
trials of medical devices.

This Annual Report on the Institute’s activities in 2006 makes
it possible for persons interested in information from the area
of regulation of drugs and medical devices to get an idea on
the Institute’s performance, but not only that; perhaps it can
be claimed that it is instrumental for studying trends in the
behaviour both of the SUKL itself and the regulated entities.

PharmDr. Martin Bene$

2. THE INSTITUTE'S ORGANISATIONAL
STRUCTURE

Several organisational changes were made in the course of
2006 with the aim of simplifying the Institute’s management
system and making its activity more efficient. The SUKL's
organisational structure valid as of 31 December 2006 is part
of this Annual Report. The organisational structure, including
the names of the heads of the various units, can be found on
the Institute’s website.

The interlinking of the various units across the Institute in
relation to certain specific areas of work has been ensured by
thematically oriented working teams and advisory boards
where staff members of different units are represented. The
following working teams and boards having specialised or
supportive nature carried out their activity in 2006:

e Team for Borderline Products, which coordinates
the activities of the various units in relation to the
classification of questionable products in the appropriate
regulatory regime,

e Team for the Quality of Pharmaceuticals, which
coordinates the activities of the various units in
addressing the problems related to the quality of
pharmaceuticals,

e Team for Evaluating the Acceptability of Names of
Pharmaceuticals, which evaluates the probability of



pediatricky tym, ktery zajiStuje zpracovani a kon-
trolu hodnoticich zprav, stanoviska k regulaénim
pravidlim vztahujicim se k pediatrickym [é¢ivym
pripravkim, komunikaci s profesnimi skupinami
v pediatrii a zastupovani SUKL v odbornych regu-
laCnich strukturach v pediatrické oblasti,

poradni sbor pro klinicka hodnoceni lé€iv, kte-
ry projednava protokoly klinickych studii a vlast-
nosti hodnocenych IéCiv,

poradni sbor pro nova léciva, ktery se vyjadfuje
k hodnoceni novych registraci, rozsifeni indikaci,
nové sily nebo nového davkovaciho rezimu u jiz
registrovanych pfipravki,

poradni sbor pro moderni terapie, ktery se
zabyva otazkami spojenymi s pfipravky pro geno-
vou a somato-bunécnou terapii a pfipravky vyro-
benymi pomoci tkanového inzenyrstvi,

tym pro centralizovanou proceduru, kte-
ry zajiStuje vyménu informaci z jednani vyborl
a pracovnich skupin,

poradni sbor pro antiinfektiva, ktery zajistuje
vyménu informaci a koordinaci jednotlivych utva-
rd SUKL a externich expertd pro kvalifikované
posouzeni a komplexni feSeni z vice uhlid pohledu
na problémy souvisejicich s pfipravky pro anti-
infekéni terapii,

poradni sbor pro kardiovaskularni pfipravky,
ktery zajistuje kvalifikované posouzeni a komplex-
ni feSeni z vice uhld pohledu na problémy souvi-
sejicich s pfipravky pro kardiovaskularni terapii,
vymeénu informaci a koordinaci jednotlivych utvar(
ustavu s externimi experty,

onkologicky poradni sbor, ktery zajistuje vyme-
nu informaci a koordinaci jednotlivych ttvard SUKL
a externich expertl pro kvalifikované posouzeni
a komplexni feSeni z vice UhlG pohledu na pro-
blémy souvisejici s pfFipravky pro onkologickou
terapii,

submission meetings tym, ktery zajiStuje hod-
noceni a feSeni zadosti souvisejici s registraci,
,scientific advice”, kompletaci odbornych zaveéra,
interni konzultace apod.,

vyvojovy tym, ktery vytvaii navrhy dlouhodo-
bé koncepce prace ustavu zvlasté ve vztahu
k vyznamnym organiza¢nim a provoznim zménam
a pfipravovanym navrhim planu &innosti Ustavu
a zabyva se jejich vyhodnocovanim,

telematicky tym, ktery zajistuje sledovani vyvoje
Eudra projektt v¢etné CTS ve vztahu k Cinnos-
ti SUKL a koordinaci €innosti SUKL ve vazbé
na tyto projekty (dokumenty EC Enterprise DG
- Stategy Paper in the Pharmaceutical Sector,
Implementation Plan etc.) a dalSi souvisejici &in-
nosti,

tym pro pokuty, ktery zajistuje standardni pfistup
ke stanoveni vySe, ukladani a vymahani pokut,
pracovni skupina pro zaméstnanecké otazky,
ktera se zabyva otazkami zaméstnanecké politiky
a ve spolupraci s odborovou organizaci navrhuje
kolektivni smlouvu.

confusion of names of pharmaceuticals, and assesses
the consequences ensuing from potential confusion,
Paediatric Team, which is in charge of drafting and
control of evaluation reports, standpoints towards
regulatory rules related to paediatric pharmaceuticals,
communication with paediatric health professionals,
and the SUKL's representation in specialised regulatory
structures in paediatrics,
AdvisoryBoardforClinical Trialson Pharmaceuticals,
which discusses the protocols of clinical trials and
properties of evaluated pharmaceuticals,

Advisory Board for New Pharmaceuticals, which
issues opinions on the evaluation of newly authorised
products, the extension of existing indications, new
strength or new posology for authorised products,
Advisory Board for Modern Therapies, which
deals with questions related to products for genic and
somatocellular therapy, and products manufactured with
the help of tissue engineering,

Team for Centralised Procedure, which is in charge of
exchange of information from meetings of committees
and working groups,

Advisory Board for Antiinfectives, which is in charge
of exchange of information and coordination of the
various SUKL's units and external experts for qualified
assessment and complex solution from several points
of view concerning problems related to products for
antiinfectious therapy,

Advisory Board for Cardiovascular Products, which
ensures qualified assessment and complex solution
from several points of view concerning problems related
to products for cardiovascular therapy, an exchange of
information and coordination between the Institute’s
various units and external experts,

Oncological Advisory Board, which is in charge of
exchange of information and coordination between the
SUKL's various units and external experts for qualified
assessment and complex solution from several points
of view concerning problems related to products for
oncological therapy,

Submission Meetings Team, which is in charge
of evaluating and addressing applications related to
market authorisation, scientific advice, completion of
expert conclusions, internal consultations, etc.,
Development Team, which prepares proposals for
the Institute’s long-term policy, especially in relation to
major organisational and operational changes, and to
the preparation of draft plans of the Institute’s activity,
and is involved in their evaluation,

Telematic Team, which is in charge of monitoring the
development of the Eudra projects, including CTS
in relation to the SUKL's activity, and coordination of
the SUKL’s activity in connection with these projects
(documents of the EC Enterprise DG - Strategy Paper in
the Pharmaceutical Sector, Implementation Plan, etc.),
and other related activities,

Penalty Team, which ensures a standard approach
towards the determination, imposition and collection of
penalties,

Working Group for Human Resources, which deals
with issues of HR policy and, in cooperation with
the trade-union organisation, proposes the collective
agreement.



Organiza¢ni schéma (platné k 31.12.2006)
Organisational structure (as of 31 December 2006)
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3. ZOHLEDNENI POLITIKY USTAVU

V JEHO CINNOSTI, NEJVYZNAMNEJSi
CINNOSTI

Politika ustavu je uvedena na vnitfni strané obalky vyro¢-
ni zpravy.

1.

Prvni bod politiky ustavu spoCiva zejména v zajisto-
vani a dozoru nad tim, aby |éCiva a zdravotnické
prostfedky stale vykazovaly pfevahu prospéchu nad
riziky z jejich pouzivani. K tomu slouzi veSkera
posuzovaci i dozorova ¢innost Ustavu popsana v této
zprave, vcetné posileni o prvky vynucovani prava.
Efektivni preventivni i nasledny dozor vyZaduje kva-
litni pravni zazemi a Ize jej mnohem snadnéji vyko-
navat v prostredi spolupracujicich a odborné kompe-
tentnich partner(. Ustav vénoval znac¢né kapacity na
zapojeni do vyvoje legislativy narodné i v prostfedi
EU a pfispival k jejimu zavadéni do praxe osvétovou
¢innosti a poskytovanim informaci a poradenstvim.
Spolupraci zejména s etickymi komisemi byly pod-
porovany prvky samoregulace v oblasti klinického
hodnoceni a dozoru nad reklamou. Odborna kvali-
fikace a nadhled byly zajiStovany systémem Skole-
ni zaméstnancl, vyuzivanim externich specialistl
a tymovym pfistupem Kk praci.

Tento bod politiky zohledriuje zajem ustavu podilet
se aktivnéji na vytvareni podminek pro efektivni
vyvoj a uplatnéni Ié¢iv a zavadéni novych postupu
a technologii ve zdravotnictvi. Tento zajem je vyjad-
fen nejen v oblasti IéCiv a zdravotnickych prostfedkd,
ale i v pfipravé na vyvoj pfipravkl z tkani a bunék
a dalSich modernich zdravotnickych technologii.
V tomto ohledu se ustav zapojil do vyvoje legislativy
EU, do systému odborného poradenstvi EU, vytvofil
pracovni tym pro moderni technologie ve spolupraci
s externimi experty a rozvijel odborné poradenstvi
narodné.

Pouzivani l1é€iv a zdravotnickych technologii je nato-
lik rozSifeno, Ze pfi ochrané vefejného zdravi je tfeba
stale sledovat mozné dusledky tohoto pouzivani
a soustfedovat se na jevy zavazné z hlediska zdra-
vi jednotlivce nebo zdravotniho stavu spole€nosti.
Pojeti novych predpisd EU umoznilo pfistupovat
jiz v €asnych stadiich hodnoceni |éCiv k identifikaci
potencialnich rizik a k uplatnéni programa jejich mini-
malizace. Na rychlou identifikaci, feSeni a komunika-
ci rizik byly zaméfovany jak vzdélavaci a osvétové
akce, tak vyvoj informacnich systéma a je jim pod-
fizena organizace prace, véetné sestavovani planu
dozoru.

Spoluprace s narodnimi partnery i s partnery v Evrop-
ské unii a mimo ni je jiz standardnim prvkem v regu-
laci IéCiv a zdravotnickych prostfedk(. Popsana je
v Casti 4 této zpravy. V oblasti I&Civ je ustav stabilné
zaclenén do sité regulacnich a dozorovych instituci,
pokud jde o zdravotnické prostfedky probiha zatim
spoluprace zejména na narodni uUrovni. Pozitiva
pfinasi nejen spoluprace odborna, ale i v oblas-
tech ,enforcementu®, vyvoje informacnich nastroju
a komunikace. Pfikladem Siroce pojaté spoluprace
lékovych regula¢nich Gfadd EU je projekt BEMA
(Benchmarking of European Medicines Authorities),
ve kterém si regulaéni instituce pro humanni i vete-
rinarni léciva porovnavaji standardy své prace.
Pfipraven byl projekt dalSi spoluprace s regulaéni-

3. REFLECTION OF THE INSTITUTE’S

POLICY IN ITS WORK, MAJOR
ACTIVITIES

The Institute’s policy is quoted on the inner side of the cover of
this Annual Report.

1.

The first point of the Institute’s policy consists chiefly
in ensuring of and supervising over the certainty that
pharmaceuticals and medical devices continue to show a
prevalence of benefits over risks of their use. The entire
Institute’s evaluation and supervisory activity described
in this Annual Report, including its strengthening with law
enforcement elements, serves this purpose. An efficient
preventive and follow-up supervision a good-quality legal
background, and it can be executed much more easily
in a milieu of cooperating and professionally competent
partners. The Institute devoted considerable capacities
to its involvement in the development of legislation both
nationally and in the EU environment, and it contributed
to its practical implementation through public education
and providing information, and through advisory activities.
Cooperation, namely with ethics committees, supported
the elements of self-regulation in the area of clinical trials
and supervision over advertising. Professional qualification
and unbiased attitudes were ensured through a system of
employees’ training, the involvement of external specialists
and a team spirit at work.

This policy point takes into account the Institute’s interest
in @ more active involvement in the creation of conditions
for an efficient development and use of pharmaceuticals,
and the introduction of new methods and technologies in
the healthcare system. This interest is expressed not only
in the area of pharmaceuticals and medical devices, but
also in the preparation for the development of products
from tissues and cells, and other modern healthcare
technologies. In this respect, the Institute got involved in
the development of the EU legislation, in the system of
the EU scientific consultancy; it set up a working team for
modern technologies in cooperation with external experts,
and was developing scientific consultancy on the national
level.

The use of medicinal products and healthcare technologies
is so widespread that in the protection of public health it is
necessary to permanently monitor possible consequences
of this use, and to concentrate on relevant phenomena in
terms of individual health or the health status of society.
The conception of the new EU regulations facilitated
the assessment of medicinal products in early stages in
order to identify potential risks and apply programmes
for their minimisation. Focused on a quick identification,
addressing and communication of risks were training and
public education events, as well as the development of
information systems, and they governed the organisation
of work, including the drafting of supervision plans.

The cooperation with partners both in the CR and within
and outside the European Union became a standard
element in the regulation of pharmaceuticals and medical
devices. It is described in chapter 4 of this Annual Report.
In the area of pharmaceuticals the Institute is permanently
involved in the network of regulatory and supervisory
institutions; with respect to medical devices, cooperation
has been taking place chiefly on the national level. Benefits
are yielded not only in professional cooperation, but also in
the areas of law enforcement, development of information
tools and communication. An example of a broadly based



mi institucemi Velké Britanie a Francie zaméreny
na vycvik hodnotiteld registracnich dokumentaci,
dozorovy systém v oblasti lidskych tkani a bunék
a vigilanci a klinicky vyzkum zdravotnickych pro-
stfedkd.

5. Otevfenost a korektnost pfi jednani s partnery, posky-
tovani dostatku informaci o ¢innosti a sledovani hlav-
nich zajmu jednotlivych partner( jsou dulezitym prv-
kem modernich regulacnich systéma, které vyzaduji
souhru vSech partnerd na narodni i mezinarodni
urovni. Komunikaci s partnery a poskytovani infor-
maci se vénuji zejména kapitoly 4 a 6.

6. Poslednibod politiky se vztahuje k potencialu zamést-
nancl Ustavu. Rozvoj tohoto potencialu a motivacni
nastroje jsou popsany zejména v Casti 8 této zpravy.
Probiha monitorovani nazord zaméstnancu zamére-
né na otazky jejich vzdélavani, pracovniho prostfedi
a vztah( a nasledné pfi aktivnim zapojeni reprezen-
tantd zaméstnancl jsou naméty postupné realizo-
vany. Duraz je kladen na rovné pracovni podminky,
stejné prilezitosti Zen a muzd a stalou informovanost
zaméstnanc(.

Dodrzovani principt strategického fizeni

Aby se ustav mohl s vyrovnavat s rostoucimi pozadav-
ky na objem i kvalitu vykonavanych cinnosti a dokazal
absorbovat ¢innosti nové, vyplyvajici zejména z ¢lenstvi
v EU, byl proces planovani a hodnoceni déle dodrzovan
v kontextu s vizi Ustavu a strategickymi zaméry stano-
venymi na pétileté obdobi. Kromé strategickych zamér
byly ureny i provozni cile jednotlivych utvaru, které méfi
jejich vykon a umoziuji v pfipadé potfeby ménit priority
a pfidélovat k jejich uskute€néni zdroje.

cooperation of the EU medicines regulators is the BEMA
(Benchmarking of European Medicines Authorities) project
in which regulators of human and veterinary medicinal
products compare standards of their work. A new project
was prepared of further cooperation with the regulatory
agencies in the UK and France with a focus on training of
assessors of application dossiers, the supervisory system
in the area of human tissues and cells, and vigilance and
clinical trials of medical devices.

5. The open and fair approach to partners, sufficient supply
of information on the Institute’s activity and the monitoring
of the various partners’ main interests constitute an
important element of modern regulatory systems, which
require coordination of all partners on the national and
international levels. Communication with partners and
provision of information are dealt with primarily in chapters
4 and 6.

6. The last policy point is related to the potential of the
Institute’s employees. The development of this potential
and motivation tools are described especially in chapter
8 of this Annual Report. The employees’ views have
been monitored with respect to their training, work
environment and relations and, with an active involvement
of the employees’ representatives, suggestions have been
gradually implemented. Emphasis is put on equal working
conditions, equal opportunities for women and men, and a
steady flow of information to employees.

Observance of principles of strategic management

In order to ensure that the Institute meets the growing
requirements for the volume and quality of its activities
and absorbs new activities, especially those stemming from
accession to the EU, the planning and evaluation process
continued to be upheld in the context of the Institute’s vision
and strategic objectives established for a five-year period.
Apart from strategic objectives, operational goals were set for
the various units, which measure their performance and, in
case of need, facilitate priority changes and the allocation of
resources for their implementation.



4. ZAPOJENI V SiTI NARODNICH,
EU A JINY’CH MEZINARODNICH
INSTITUCI

4.1 PRIPRAVA A PRIPOMINKOVANi PRAVNICH
PREDPISU A POKYNY SUKL

Hlavni ¢&innosti v legislativni oblasti byly prace na
navrhu nového zakona o léCivech a jeho provadécich
vyhlaskach. Pfes veSkerou snahu navrh neproSel do
konce volebniho obdobi celym schvalovacim procesem
v Poslanecké snémovné Parlamentu Ceské republiky
a byl vracen na zacatek schvalovaciho procesu k pred-
loZeni nové vladé. Navrh transponuje revizi evropské
Iékové legislativy z roku 2004, ktera méla byt v Clen-
skych statech EU implementovana do 30.10.2005. Proto
ustav po dohodé s MZ pristoupil s ohledem na ustano-
veni ¢l. 189 Smlouvy a pfislusna rozhodnuti Evropského
soudniho dvora k bezprostfedni aplikovatelnosti smérnic
SpoleCenstvi a zadatellm bylo umoznéno postupovat
podle ustanoveni revidované evropské |ékové legis-
lativy. DalSim navrhem, do jehoz pfipravy byl ustav
intenzivné zapojen, byl navrh zakona o zajisténi jakosti
a bezpecnosti lidskych tkani a bunék uréenych k pouziti
u Clovéka.

Kromé pfipravy uvedenych pfedpist byli pracovnici
Ustavu v prabéhu roku 2006 zapojeni do pfipominkovych
fizeni k 9 dalSim €eskym pravnim predpisum, vztahuji-
cim se zejména k regulaci zdravotnickych prostfedk,
potravin, potravin pro zvlastni vyzivu, k vécnym a tech-
nickym poZadavkum na zdravotnicka zafizeni, zpUsobi-
losti k vykonu zdravotnického povolani 1ékafe, zubniho
Iékafe a farmaceuta a k ochrané spotrebitele.

Pracovnici ustavu byli v roce 2006 zapojeni i do pfipravy
predpisti Evropského spolecéenstvi. V pracovni skupiné
Rady pro |éCivé pfipravky a zdravotnické prostfedky
zastupovali Ministerstvo zdravotnictvi pfi pfipravé navr-
ha nafizeni o IéCivych pFipravcich pro pediatrické pouziti
a nafizeni o IéCivych pfipravcich pro moderni terapii.
Dale byli zapojeni do pfipravy nafizeni Evropské komi-
se stanovujiciho postup pro pfijeti maximalnich Castek,
podminek a zpusobl vybirani pokut. Soucasné byl
pracovnici Ustavu aktivné zapojeni do pfipravy pokyn(
vydavanych Evropskou komisi a cinnosti Evropské
Iékové agentury (EMEA) v ramci ucasti v pracovnich
skupinach a vyborech Evropské komise a EMEA a poky-
nd vydavanych Koordina¢ni skupinou pro proceduru
vzajemného uznavani a decentralizovanou proceduru
- CMD (viz také kapitola 4.3). Pracovnici Ustavu rovnéz
spolupracovali na kontrole oficialnich pfeklad predpisu
Evropského spoleCenstvi do Cestiny.

S cilem zajistit informovanost vefejnosti a regulovanych
subjektd v CR ustav pokracoval ve vydavani pokynd
SUKL, které vysvétluji zakonné pozadavky pro jednotlivé
jim zajistované oblasti ¢innosti, zohledfuji pokyny vyda-
né Evropskou komisi a EMEA a slouzi jako pomucka pro
zadatele a regulované subjekty i pro pracovniky ustavu.
Pokud existuje vykladova volnost pfedpist EU, probiha
vefejné pripominkovani. V roce 2006 bylo vydano cel-
kem 9 pokynu, z toho 3 nové a 6 revidovanych pokynu.

4. INVOLVEMENT IN THE NETWORK
OF NATIONAL, EU AND OTHER
INTERNATIONAL INSTITUTIONS

4.1 PREPARATION OF AND COMMENTS ON LEGAL
REGULATIONS, AND SUKL’S GUIDELINES

The main activity in the area of legislation was the work on the
draft of a new Act on Pharmaceuticals and its implementation
regulations. Despite all efforts, the draft did not pass through
the entire approval process before the end of the election
period in the Chamber of Deputies of the Parliament of the
Czech Republic, and it was put back to the beginning of the
approval process to be submitted to the new government.
The draft transposes the 2004 review of the European drug
legislation, which should have been implemented in the EU
Member States by 30 October 2005. Therefore, after an
agreement with the MoH and in view of the provisions of Art.
189 of the Treaty and relevant decisions of the European Court
of Justice, the Institute assented to an immediate applicability
of the Community directives, and applicants for marketing
authorisation were allowed to act according to the provisions
of the revised European drug legislation. Another draft, in the
preparation of which the Institute was intensely involved, was
the draft act on the ensuring the quality and safety of human
tissues and cells intended for human use.

Inthe course of 2006, apart from preparing the above-mentioned
regulations, the Institute’s staff members were involved in nine
procedures of commenting on other Czech regulations related
namely to requirements for the regulation of medical devices,
foodstuffs, foodstuffs for special nutrition, factual and technical
requirements for healthcare establishments, qualification for
practising the profession of a physician, dentist and pharmacist,
and for consumers’ protection.

In 2006, the Institute’s staff members were also involved in
the preparation of regulations of the European Community. In
the Working Group of the Council for Medicinal Products and
Medical Devices, they represented the Ministry of Health in
the preparation of draft regulations on medicinal products for
paediatric use and regulations on medicinal products for modern
therapy. Moreover, they were involved in the preparation of
the regulation of the European Commission determining the
procedure for accepting maximum amounts, conditions and
methods of collecting penalties. At the same time, the Institute’s
staff members were actively involved in the preparation of
guidelines issued by the European Commission and the
European Medicines Agency (EMEA) in the framework of the
participation in working groups and committees of the European
Commission and EMEA, and the guidelines issued by the
Coordination Group for Mutual Recognition and Decentralised
Procedures — CMD (see also chapter 4.3). The Institute’s staff
members also cooperated in reviewing official translations of
the European Community’s regulations into Czech.

With the aim of ensuring that the public and regulated entities
in the CR are informed, the Institute continued to publish the
SUKL'’s guidelines explaining legal requirements for individual
areas of its activities, taking into account guidelines issued by
the European Commission and EMEA, and serving as tools for
applicants and regulated entities, as well as for the Institute’s
staff members. Whenever there is freedom of interpretation of
the EU regulations, a public debate takes place. The year 2006
saw the issue of a total of nine guidelines, of which three were
new and six amended guidelines.



4.2 MINISTERSTVO ZDRAVOTNICTVI, STATNI

INSTITUCE A DALSI PARTNERI USTAVU V CR

Ustav zpracovaval rozbory, stanoviska, hlageni a pfi-
pominky k nejrdznéjSim materidlim zejména pro
Ministerstvo zdravotnictvi, ostatni ministerstva a dalSi
ustfedni spravni organy. V agendé geneticky modifi-
kovanych organismu, obal(i IéCiv a nékterych inspeké-
nich aktivit je Ustav napojen na Ministerstvo zivotniho
prostfedi. S Ministerstvem primyslu a obchodu jsou
konzultovany regulaéni otazky s dopadem na vyrobce
[éCiv a reklamu lécCivych pfipravku a probiha spoluprace
v oblasti tzv. neharmonizované sféry, tj. feSeni ota-
zek spojenych s problematikou volného pohybu zbozi,
sluzeb a svobody usazovani. Ministerstvu financi byly
pravidelné poskytovany udaje o dodavkach IéCiv a dilCi
podklady pro stanovovani cen léCiv. S Ministerstvem
zahranic¢i a Stalou misi CR v Bruselu probihala jednani
zejména ve vztahu k projednavanym zménam farmaceu-
tické legislativy. Tradi¢né efektivni spoluprace formou
sdileni informaci, spoleCnych pfipominkovych fizeni
a spole¢nych inspekci probihala s Ustavem pro kontrolu
veterinarnich biopreparatl a 1é€iv v Brné. Se Statnim
zdravotnim ustavem byly prostfednictvim spoleéné pra-
covni skupiny pravidelné feSeny otazky hrani¢nich pfi-
pravkl a obdobné se Statnim ufadem pro jadernou
bezpecCnost byly feSeny otazky radiofarmak. V oblasti
dozoru nad trhem byly partnery Ustavu Ceska potravinar-
ska a zemédelska inspekce, Ceska obchodni inspekce
a Celni sprava. S Ufadem pro technickou normalizaci,
metrologii a statni zkuSebnictvi probihala spoluprace pfi
pfipravé norem v oblasti zdravotnickych prostfedkd.

S hlavnimi zajmovymi skupinami regulovanych subjekt(
Ustav zajiStoval komunikaci zejména prostfednictvim
tematicky orientovanych setkani. Uskutecnila se 3 pra-
covni setkani pracovnik(l Ustavu se zastupci asociaci
farmaceutickych firem/vyrobct a distributort Iécivych
pfipravku. Cilem téchto setkani byla vyména informaci
o probihajicich a pfipravovanych zménach v oblasti Iéko-
vé regulace a hledani cest k feSeni otazek souvisejicich
s Clenstvim CR v Evropské unii. Pracovni skupina pro
klinicka hodnoceni sdruzujici zastupce zadavatelU klinic-
kych studii, etickych komisi a pacientll se sesla jeden-
krat s cilem fesSit aktualni situaci v oblasti klinickych hod-
noceni a pfipravu nového zakona o léCivech. Spole¢né
s predstaviteli etickych komisi pro multicentricka hodno-
ceni a Forem etickych komisi pokraCovalo budovani sys-
tému etickych komisi, zejména v oblasti spoluprace mezi
jednotlivymi komisemi a standardech prace etickych
komisi pro multicentricka hodnoceni. Uskutecnilo se 6
pracovnich schizek a 3 celorepublikové seminare pro
etické komise. V oblasti farmakovigilance se pokraCo-
valo ve spolupraci s Ceskou Iékafskou spole¢nosti Jana
Evangelisty Purkyné, zejména v pfipadech komunikace
farmakovigilan¢nich regulacnich opatfeni s odbornou
verejnosti a dokonceni prekladu Iékafské terminologie
MedDRA.

Spoluprace se zaméfenim na regulaci zdravotnickych
prostfedkll je nadale udrzovana s asociacemi jako jsou
CZECHMED - Asociace vyrobcu a dodavatelu zdra-
votnickych prostfedki a CZEDMA - Ceska asociace
dodavatell zdravotnické techniky in vitro. Pracovnici
Ustavu se také aktivné ucastnili na koordinac¢nich schiiz-
kach porfadanych Ministerstvem zdravotnictvi k pfipra-
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4.2 MINISTRY OF HEALTH, STATE INSTITUTIONS
AND OTHER PARTNERS OF THE INSTITUTE

IN THE CR

The Institute prepared analyses, opinions, reports and
comments concerning most diverse materials chiefly for the
Ministry of Health, other ministries and central administration
authorities. In the business of genetically modified organisms,
drug packaging and some inspection activities, the Institute
has links with the Ministry of the Environment. Consultations
have been held with the Ministry of Industry and Trade
about regulatory issues having an impact on manufacturers
and advertising of medicinal products, and cooperation
has been taking place in the so-called non-harmonised
sphere, i.e. the handling of issues related to problems of free
movement of good and services and freedom of settlement.
The Ministry of Finance has been provided with regular data on
deliveries of pharmaceuticals and background documents for
pharmaceuticals price-setting. Talks were held with the Ministry
of Foreign Affairs and the Permanent Mission of the CR in
Brussels particularly in relation to negotiated amendments to
pharmaceutical legislation. A traditionally efficient cooperation
in the form of sharing information, common debates and
joint inspection has been taking place with the Institute for
State Control of Veterinary Biologicals and Medicaments in
Brno. Through a joint working group, questions of borderline
products were regularly discussed with the National Institute
of Public Health, while questions of radiopharmaceuticals were
addressed jointly with the State Office for Nuclear Safety. In
the area of market supervision, the Institute’s partners have
been the Czech Food and Agricultural Inspection, the Czech
Commercial Inspection and the Customs Administration.
Cooperation continued with the Czech Office for Standards,
Metrology and Testing in the preparation of standards in the
area of medical devices.

The Institute communicated with the main special-interest
groups of regulated entities namely through meetings on
specific topics. Three working meetings were organised
between the Institute’s staff members and representatives of
associations of pharmaceutical companies/manufacturers and
distributors of medicinal products. The aim of these meetings
was to exchange information on current and forthcoming
amendments in the area of drug regulation, and the search
for ways towards solving issued related to the membership
of the CR in the European Union. The working group for
clinical trials, grouping representatives of sponsors of clinical
trials, ethics committees and patients, held a meeting for
handling the current situation in the area of clinical trials and
the preparation of the Pharmaceuticals Act. Together with
representatives of ethics committees for multi-centric trials and
the Forum of Ethics Committees, the building of the system
of ethics committees continued, especially in the area of
cooperation between the various committees, and of standards
of work of ethics committees for multi-centric trials. Six working
meetings and three nationwide seminars were organised
for ethics committees. In the area of pharmacovigilance,
cooperation has been continuing with the Czech Medical
Association J. Ev. Purkyne, namely in cases of communication
of pharmacovigilance regulatory measure to professional
public, and completion of the translation of MedDRA medical
terminology.

Cooperation focused on regulation of medical devices has
been also continuing with such associations as CZECHMED
— Association of Manufacturers and Supplies of Medical
Devices, and CZEDMA - Czech Association of Suppliers of



vovanym legislativnim zmé&nam v oblasti zdravotnickych
prostfedkl a na koordinacnich schlizkach pofadanych
notifikovanymi osobami k pfisluSnym nafizenim viady
pro zdravotnické prostfedky. Prubézné byla udrzovana
komunikace i s profesnimi komorami Iékaf a s odbor-
nymi spole¢nostmi Ceské lékarské spoleCnosti J. E.
Purkyné.

INSTITUCE EU A DALSi ZAHRANICNi
PARTNERI

4.3

Vzhledem k ¢&lenstvi Ceské republiky v EU byly mezina-
rodni aktivity ustavu soustfedény v roce 2006 pfedevsim
na spolupraci s institucemi EU a ¢lenskych stata EU.
Pracovnici ustavu se v roce 2006 ucastnili jiz rutinné
prace ve vice nez 30 vyborech a pracovnich skupinach
EMEA, Evropské komise Evropského ustfedi pro kvalitu
lé¢iv Rady Evropy (EDQM) a pracovnich iniciativach sité
Iékovych regulaénich ufadu EU, véetné ,benchmarkingu®
mezi jednotlivymi institucemi.

S EDQM a mezinarodni siti Official Medicines Control
Laboratories (OMCL) se pracovnici Ustavu podileli na
pfipravé spole¢nych dokumentd pro systém jakosti pod-
le EN ISO/IEC 17025 a aktivné se ucastnili vyrocnich
zasedani OMCL, spole¢nych studii kontroly jakosti 1&Civ
v obéhu, porovnavacich studii, pfipravy referen¢nich
latek pro Evropsky Iékopis a specializovanych seminaru.
Protoze pro 12. vyro¢ni zasedani OMCL, které se bude
konat na jafe 2007, byla vybrana Praha a ustav jako
hostitelska organizace, byly jiz v kvétnu 2006 zahajeny
pfipravné organizacni prace.

Kromé& organud EU byli pracovnici Ustavu zapojeni
v pracovnich skupinach Rady Evropy, kde pokracovala
intenzivni spoluprace ve dvou specificky vymezenych
oblastech, a to pro léCivé pripravky, jejichz vydej je
umoznén bez lékafského predpisu a pro koordinaci pro-
sazovani prava v pfipadé poruSovani |ékové legislativy,
zejména v oblasti padélku a internetového prodeje 1éCiv.
V priibéhu roku 2006 pokracovala spoluprace v oblasti
inspek&nich aktivit zapojenim do €innosti OECD v ram-
ci panelu spravné laboratorni praxe a Pharmaceutical
Inspection Cooperation/Scheme (PIC/S). Stejné jako
v pfedchazejicich letech probihaly i v roce 2006 pracovni
kontakty se Svétovou zdravotnickou organizaci (WHO)
v oblasti Iékové informatiky, tvorby a aplikace ATC sys-
tému, farmakovigilance a nezadoucich u¢inkd. V ramci
této spoluprace bylo oponovano 18 monografii vydava-
nych WHO pro oblasti distribuce a kontrolnich laboratofi,
registraci, rostlinnych IéCivych pfipravkd a homeopatik.

Zastupce ustavu stejné jako v predchozich letech plso-
bil jako aktivni ¢len Mezinarodni spolecnosti lIékovych
bulletini (International Society of Drug Bulletins), jejimz
Clenem je i Iékovy bulletin Farmakoterapeutické infor-
mace.

V Cervenci 2006 byl zahajen twinningovy projekt zamé-
feny na posileni kapacity v oblasti hodnoceni preklinické
a klinické ¢asti registracni dokumentace, regulaci lid-
skych tkani a bunék a regulaci zdravotnickych prostied-
kd. Tento projekt navazuje na pfedchozi UspéSnou spolu-
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In Vitro Medical Devices. The Institute’s staff members were
also actively involved in coordination meetings organised by
the Ministry of Health on forthcoming legislative amendments
in the area of medical devices, and in coordination meetings
organised by notified bodies on the respective government
regulations concerning medical devices. Communication
was kept with physicians’ professional associations and with
professional groups of the Czech Medical Association J. Ev.
Purkyne.

4.3 EUINSTITUTIONS AND OTHER FOREIGN

PARTNERS AND INTERNATIONAL ACTIVITIES

In view of the membership of the Czech Republic in the EU, the
Institute’s international activities in 2006 were chiefly focused
on cooperation with the EU institutions and the EU Members
States. The Institute’s staff members took an already routine
part in the work of over 30 committees and working groups
of the EMEA, European Commission, European Directorate
for the Quality of Medicines (EDQM) of the Council of
Europe, and working parties of the network of the EU
drug regulators, including benchmarking excercise between
individual agencies.

With EDQM and the international network of Official Medicines
Control Laboratories (OMCL), the Institute’s staff members
were involved in the preparation of common documents for
the quality system according to EN ISO/IEC 17025, and took
an active part in annual meetings of OMCL, joint studies of the
quality control of medicines in circulation, comparative studies,
and the preparation of reference substances for the European
Pharmacopoeia and of specialised seminars. Since Prague was
chosen as the venue of the 12" Annual OMCL Meeting to take
place in spring 2007 with the Institute as the host organisation,
preparatory organisation work started as early as in May 2006.

Apart from the bodies, the Institute’ staff members were
involved in working groups of the Council of Europe where
an intense cooperation was continuing in two specific areas,
namely of medicinal products dispensed without medical
prescription, and of law enforcement coordination in case
of breaches of drug legislation, particularly in the area of
counterfeit medicines and sale of pharmaceuticals on internet.
In the area of inspection activities, the year 2006 saw a
continuing involvement in the OECD activities through the
panel of Good Laboratory Practice and the Pharmaceutical
Inspection Cooperation/Scheme (PIC/S). Just like the previous
years, the year 2006 witnessed the continuation of working
contacts with the World Health Organisation (WHO) in the area
of drug information technology, the creation and application of
the ATC system, pharmacovigilance and adverse reactions.
In the framework of this cooperation, the Institute acted as an
opponent in the discussion of 18 monographs issued by WHO
in the areas of distribution and control laboratories, marketing
authorisation, herbal medicines and homeopathics.

Just like in the previous years, a representative of the
Institute was an active member of the International Society
of Drug Bulletins, among whose members is the drug bulletin
Farmakoterapeuticke informace (Pharmacotherapeutic
Information).

A Twinning Project was launched in July 2006 aimed at
strengthening the capacity in the area of assessment of
preclinical and clinical part of marketing authorisation dossiers,



praci mezi Ustavem a britskou Iékovou agenturou MHRA,
ktera prispéla k pfipravé ustavu na zapojeni do evrop-
ského regulaéniho prostfedi po vstupu Ceské republiky
do EU. Twinningovym partnerem je konsorcium britské
a francouzské lékové agentury (MHRA a AFSSAPS).
V ramci projektu jsou proSkolovani pracovnici Ustavu
v uvedenych oblastech, posuzovany narodni pravni
predpisy z hlediska kompatibility s evropskou legislativou
pro tkané a bunky a pro zdravotnické prostfedky a vypra-
covana doporuceni pro zavedeni funkéniho systému
regulace tkani a bunék a optimalizaci systému regulace
zdravotnickych prostfedku.

V roce 2006 pokracovala spoluprace Ustavu s evropskou
organizaci pro vzacna onemocnéni EURORDIS. Ustav je
partnerem projektu pacientskych organizaci RAPSODY
(Rare Disease Patient Solidarity), ktery finanéné podpo-
ruje Evropska komise, a pfipravuje v jeho rdmci mezina-
rodni workshop o specializovanych centrech zdravotni
péfe pro vzacna onemocnéni. Projekt pocita také se
zapojenim Ceskych sdruzeni pacient(l do dialogu o zlep-
Seni zdravotni péce a zprostfedkovanim informaci o pro-
blematice vzacnych onemocnéni Sirsi vefejnosti.

Podnéty pro praci ustavu pfinasela i vyména informa-
ci s nadnarodnimi asociacemi farmaceutickych vyrob-
cu (EFPIA, EGA, AESGP) a zahrani¢nimi asociacemi
vyrobcl zdravotnickych prostfedk(. V duasledku kapa-
citnich narokd vyplyvajicich z ulohy ¢lenského statu EU
byla utlumena spoluprace s informacnimi a vzdélavacimi
agenturami a zahrani¢nimi asociacemi regulaénich pro-
fesionald.

V ramci pravidelnych jednani inspektord SVP na
EMEA se pracovnici Ustavu podileli na revizi dopliiku 6
,Medicinalni plyny*“ k EU GMP, zahdjili vkladani vysledku
inspekci GCP do databaze EudraCT, a dale se podili na
vyméné informaci o CRO provadéjicich BE/BA studie.

Celkem se uskutecnilo 276 pracovnich cest 67 pracovni-
kGl do 27 zemi. VétSina cest byla smérovana do EMEA.
Srovnanim s rokem 2005 (250 pracovnich cest, 77
pracovnikll do 22 zemi) je patrné zvySujici se zapojeni
a upevnéni pozic odbornych pracovnikl Ustavu do mezi-
narodni regulacni sité (obr. 1 a 2). Z celkového poctu 267
pracovnich cest bylo hrazeno 182 z prostiedkll EMEA,
11 z prostfedk Evropské komise, 7 z finanénich zdroju
Ministerstva zdravotnictvi, 26 cest bylo hrazeno z pro-
stfedkt Rady Evropy (EDQM), a 50 pracovnich cest bylo
hrazeno z rozpoctu Ustavu a nadace prof. Skarnitzla.
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regulation of human tissues and cells, and regulation of
medical devices. This project is a follow-up of the past
successful cooperation between the Institute and the Medicines
and Healthcare Products Regulatory Agency (MHRA) of the
UK, which contributed to the preparation for the Institute’s
involvement in the European regulatory environment after
accession of the Czech Republic to the EU. The twinning
partner is a consortium of the British and French drug control
agencies (MHRA and AFSSAPS). In the framework of the
project, the Institute’s staff members have been trained in
the above mentioned areas, national legislation has been
assessed in terms of its compatibility with European legislation
concerning tissues and cells, and medical devices; and
recommendations have been drafted for the introduction of a
functional system of regulation of tissues and cells, and the
optimisation of the medical devices regulation system.

The year 2006 saw the continuation of the Institute’s
cooperation with the European Organisation for Rare Diseases
(EURORDIS). The Institute is a partner of the RAPSODY (Rare
Disease Patient Solidarity) project of patient organisations,
funded by the European Commission, and it is in the framework
of this project that the Institute has been preparing an
international workshop on centres of expertise for rare diseases.
The project also envisages the involvement of Czech patient
associations in the dialogue on healthcare improvement and
the channelling of information on problems of rare diseases to
a broader public.

Stimulating for the Institute’s work was the exchange of
information with multinational drug industry associations
(EFPIA, EGA, and AESGP) and foreign associations of
manufacturers of medical devices. As a consequence of
the capacity requirements ensuing from the role of an EU
Member State, cooperation was cut down with information
and educational agencies, and with foreign associations of
regulation professionals.

In the framework of regular meetings of inspectors of Good
Manufacturing Practice at EMEA, the Institute’s staff members
took part in the revision of Annex 6, Medicinal Gases, to the EU
GMP, started then input of results of GMP inspections in the
EudraCT database, and have been involved in the exchange
of information on CROs carrying out BE/BA studies.

A total of 276 business trips of 67 staff members took place
to 27 countries. The destination of most trips was the EMEA.
In comparison with the year 2005 (250 business trips, 77staff
members to 22 countries) there was an apparent increasing
involvement and strengthening of positions of the Institute’s
experts in the international regulatory network (Fig. no. 1 and
2). Out of the total number of 267 business trips, 182 were paid
from EMEA's funds, eleven from the European Commission’s
resources, seven from funds of the Ministry of Health, 26 trips
were paid from resource of the Council of Europe (EDQM), and
50 business trips were covered from the budget of the Institute
and the Professor Skarnitzl Foundation.



Obr. 1. Pracovni cesty zaméstnancu Ustavu v roce 2006 a srovnani s rokem 2005

Fig. 1. Business trips of the Institute’s employees in 2006 and comparison with 2005
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5.1 AGENDA CELKEM

Béhem roku 2006 bylo elektronickou spisovou sluz-
bou ustavu evidovano 45 030 dorucenych pisemnosti
(v pfedchazejicim roce 43 231) a odeslanych pisemnosti
23 257 (v pfedchazejicim roce 21 791). Kromé& pisemné
korespondence evidované spisovou sluzbou byl patrny
narast komunikace elektronické.

Archivni prostory mimo hlavni budovu Ustavu, kde jsou
ulozeny prevazné registracni dokumentace k léCivym
pripravkdm, dosahly celkové plochy 1 160 m2.

5.2 REGISTRACE LECIVYCH PRIPRAVKU

5.2.1 Agenda zadosti o registraci a prodlouzeni
registrace

Poclet pfijatych Zadosti o registraci byl v roce 2006
0 12 % vySSi nez pocet zadosti pfijatych v roce 2005.
Pocet zadosti o prodlouzeni registrace byl v porovnani
s rokem 2005 0 9 % nizSi (tab.1). Snizil se podil zadosti
o registraci, které byly pfi vstupni kontrole hodnoceny
jako vyhovujici. U Zadosti pfijatych b&éhem roku 2006
splfiovalo vSechny pozadavky na Uplnost podkladu
35,0 % zadosti o registraci, v roce 2005 to bylo 38,3 %.
V pripadé zadosti o prodlouzeni byl naopak podil for-
malné vyhovujicich Zadosti o néco vyssi (46,0 %) nez
v pfedchazejicim roce (42,0 %). Z podnétu SUKL nebo
samotného Zadatele bylo zastaveno ve fazi vstupni kon-
troly 18 Zadosti o registraci a 19 zadosti o prodlouzeni
registrace. Byl zaznamenan dalSi nardst poctu zadosti
o registraci, u nichz byla registracni dokumentace uplné
nebo castecné predlozena v elektronické formeé - 78,1 %
vSech zadosti predlozenych v roce 2006 (v roce 2005
- 52,5 %).

Tabulka 1.

Table 1.

5.1 OFFICE WORK IN TOTAL

In the course of 2006 the Institute’s electronic record system
registered 45,030 received documents (43,231 in the previous
year) and 23,257 sent documents (21,791 in the previous
year). Apart from written correspondence registered by the
record system, there was a clear increase of electronic
communication.

The archives premises outside the Institute’s main building,
where mostly authorisation dossiers of medicinal products are
stored, reached a total area of 1,160 m2.

5.2 AUTHORISING OF MEDICINAL PRODUCTS

5.2.1 Applications for marketing authorisation
and renewals

The number of applications for marketing authorisation received
in 2006 was 12 % higher than the number of applications
received in 2005. The number of applications for renewal was
9 % lower in comparison with 2005 (Table 1). There was a
decrease of the share of applications for authorisation that
were considered compliant at check-in. Out of the applications
received in 2006, 35.0 % complied with all the requirements
for completeness of dossiers, while in 2005 this number was
38.3 %. On the contrary, in case of applications for renewal,
the share of formally compliant applications was slightly higher
(46.0 %) than in the previous year (42.0 %). At the initiative of
SUKL or applicants themselves, 18 application procedures for
authorisation and 19 renewal procedures were stopped at the
check-in stage. There was a further increase of the number of
applications for authorisation where application dossiers were
submitted completely or partly in electronic form — 78.1 % of all
applications submitted in 2006 (52.5 % in 2005).

Poéty zadosti prijatych administraénim oddélenim v pribéhu roku 2006 a porovnani s rokem
2005
Numbers of applications received by the Administration Department in 2006 and comparison
with 2005




V roce 2006 predstavovaly zadosti o registraci proce-
durou vzajemného uznavani (MRP) vyznamny podil
predlozenych zadosti o registraci. V ramci této procedury
bylo podano 340 Zadosti s CR jako zucastnénym Clen-
skym statem a SUKL vydal 347 rozhodnuti o registraci.
Pro pfipravky dfive registrované narodni procedurou
bylo umoznéno zafazeni IéCivého pfipravku do procedu-
ry vzajemného uznavani postupem, kdy je vydano nové
rozhodnuti o registraci se zachovanim stejného nazvu,
registracniho Cisla i kodu SUKL, a v roce 2006 probéh-
lo timto zpGsobem 5 procedur. V tomto roce bylo také
ukonceno 25 procedur vzajemného uznavani, kde CR
byla referenénim statem. Nové byly zahajeny decentra-
lizované procedury. V ramci této procedury bylo podano
423 zadosti s CR jako zugastnénym &lenskym statem,
z nichz 5 bylo ukonéeno rozhodnutim. V pribéhu roku
2006 bylo takeé zahajeno 8 decentralizovanych procedur,
v nichz je CR referen¢nim ¢lenskym statem. Procedury
dosud nebyly ukonceny.

V uzké spolupraci s Evropskou Iékovou agenturou pro-
bihaly kontroly ¢eskych textll souhrnt udajl o pfipravku,
pribalovych informaci a textd na obalech centralizova-
nych registraci. Nad ramec standardni kontroly zaméni-
telnosti nazvl lécivych pfipravkl provadéné na vyzadani
a v souvislosti s podanim narodni zadosti o registraci €i
zménu registrace probihala také spoluprace pfi kontrole
zaménitelnosti nazvd v ramci probihajicich fizeni v cen-
tralizované procedure.

V pfipadé rozhodnuti o registraci se jednalo o 113 roz-
hodnuti udélenych pro ,samostatné“ Zadosti o registraci,
368 rozhodnuti bylo vydano pro Zadosti s odkazem
na Udaje referen¢niho pfipravku na zakladé dolozeni
zasadni podobnosti, at jiz Slo o zadosti generické Ci
hybridni. 20 rozhodnuti bylo udéleno pro homeopatika
(tab. 2).

Applications for authorisation through the mutual recognition
procedure (MRP) in 2006 represented an important share of all
submitted applications for authorisation. In the framework of this
procedure, 340 applications were submitted with the CR being
the Concerned Member State, and SUKL issued 347 marketing
authorisations. In case of products authorised earlier through
the national procedure, the inclusion of a medicinal product in
the mutual recognition procedure was made possible — it is a
method when a new marketing authorisation is issued while
maintaining the same name, MA number and SUKL codes, and
five such procedures took place in 2006. Completed in the same
year were 25 mutual recognition procedures where the CR
was the Reference Member State. Year 2006 saw the start of
Decentralised procedures.. In their framework, 423 applications
were submitted with the CR as the Concerned Member State,
out of which five were completed with a marketing authorisation.
The year 2006 also saw the start of eight decentralised
procedures where the CR is the Reference Member State.
These procedures have not been completed yet.

Controls were taking place in close cooperation with the
European Medicines Agency of Czech texts of summary product
characteristics, patient information leaflets and packaging
texts of centralised authorisations. Beyond the framework of
the standard control of the liability to confusion of names of
medicinal products made upon request and in relation to new
submissions or variations, cooperation took place also in the
control of liability to confusion of names in the framework of
ongoing centralised procedures.

From among the issued marketing authorisations, 113 were
based on “self-standing” applications, and 368 marketing
authorisations were issued on the grounds of applications with
reference to data of a reference product based on essential
similarity, be it generic or hybrid applications. Twenty marketing
authorisations were granted to homeopathics (Table 2).

Tabulka 2. Pravni zaklad a povaha zadosti, pro které byla v roce 2006 udélena rozhodnuti o registraci
Legal basis and types of applications that were granted marketing authorisation in 2006

Table 2.




5.2.2 Agenda zadosti o zménu v registraci
a prevody registrace

Pocet vyfizenych Zadosti u zmén typu | se mezirocné
zvySil. Proti zpracovani 5 548 zmén v roce 2005 bylo
na zakladé predlozenych ohlaseni zmény typu | celkem
vyfizeno 5 610 zadosti. Tato suma zahrnuje 194 zmén
pfibalové informace a obalu a 210 Zadosti o pfevod
registrace na nového drzitele rozhodnuti o registraci.
Pocet vyfizenych zmén typu Il byl srovnatelny s rokem
2005. Celkové bylo vyfizeno 1 502 zmén typu II. V roce
2006 bylo zamitnuto a zastaveno celkem 224 zmény.

5.2.2 Applications for variation to a marketing
authorisation and transfers of marketing
authorisation

The number of processed applications for variation of Type

| increased year-on-year. As against 5,548 processed

applications for variation in 2005, on the basis of submitted
reports of variation of Type | a total of 5,610 applications were
processed. This amount includes 194 variations to patient
information leaflets and packaging, and 210 applications
for a transfer of marketing authorisation to a new marketing
authorisation holder. The number of processed variations of

Type Il was comparable to the year 2005. A total of 1,502 of

variations of Type Il were processed. The year 2006 saw the

rejection and stopping of a total of 224 variations.

Tabulka 3. Pocéty vystavenych rozhodnuti o novych registracich, zménach a prodlouzeni registrace v roce

2006
Table 3.
authorisations in 2006

Numbers of issued new marketing authorisations, variations to and renewals of marketing

* nejsou zde uvedeny registrace, kde doslo k pfesmyku narodni registrace na MRP
* Excluding MAs where national authorisation switched to MRP

5.2.3 Agendazadosti o zménu zpusobu vydeje a dalSi
specifické agendy navazujici na registrace

V prabéhu roku 2006 bylo posouzeno 10 precedentnich
Zadosti o uvolnéni do kategorie volné prodejnych pfi-
pravkl, z toho 5 novych G€innych latek, 1 nova lékova
forma a 6 novych zplUsobu davkovani. Byly feSeny 4
precedentni zadosti o zafazeni mezi vyhrazena |éCiva,
z nichZ 3 nebylo vyhovéno z divodu nesplnéni legisla-
tivnich pozadavkd.

5.2.4 Odvolani proti rozhodnuti a chyby

v rozhodnutich, zastaveni fizeni nebo

zamitnuti zadosti
Oproti lofiskému roku se snizil po€et odvolani proti roz-
hodnuti ustavu v oblasti registraci z 66 v roce 2005 na
15 v roce 2006, z nichZ 9 bylo vyfeSeno autoremedurou
a 6 bylo pfedano Ministerstvu zdravotnictvi k rozhodnuti.
Ve vSech 6 pfipadech Ministerstvo zdravotnictvi potvrdilo
rozhodnuti Ustavu. PocCet oprav sdéleni a rozhodnuti
klesl o 14 % v porovnani s rokem 2005. Celkovy pocet
administrativnich oprav v rozhodnutich a pfilohach Cinil
15, tedy 0,3 % vSech rozhodnuti vydanych v souvislos-
ti s registraci (tabulka 3). Celkovy pocet zamitnutych
zadosti nebo zastavenych fizeni v roce 2006 klesl o 37
% v porovnani s rokem 2005. Pocty zastavenych fizeni
a zamitnutych zadosti v roce 2006 pro jednotlivé typy
Zadosti jsou uvedeny v tabulce 4.
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5.2.3 Applications for change of the method of
dispensing and other specific types of post-
authorisation work

The year 2006 saw the assessment of ten precedent
applications for switch to the category of OTCs, of which
five were new active substances, one new pharmaceuti-
cal form and six new posology methods. Four precedent
applications were processed for the classification as
selected pharmaceuticals, three of which were rejected
owing to noncompliance with legal requirements.

5.2.4 Appeals against decisions and errors in
decisions, withdrawals or rejections of
applications

As against the previous year, the number of appeals against

the Institute’s decisions in the area of granting marketing

authorisations decreased from 66 in 2005 to 15 in 2006, nine
of which were handled in self-remedy and six were forwarded
for a decision to the Ministry of Health. The MoH confirmed
the Institute’s decisions in all the six cases. The number of
corrections of reports and authorisations dropped by 14 %
in comparison with 2005. The total number of administrative
corrections in decisions and annexes equalled 15, i.e. 0.3 % of
all decisions issued in relation to authorisation (Table 3). The

total number of rejected or withdrawn applications fell in 2006

by 37 % in comparison with 2005. The numbers of withdrawals

and rejections of the various types of applications in 2006 are

given in Table 4.



Tabulka 4. Zastaveni fizeni €i zamitnuti u jednotlivych typu zadosti
Withdrawals or rejections for the various types of applications

Table 4.

POSUZOVANI HRANICNICH PRIPRAVKU,
AGENDA POUZi{VANi NEREGISTROVANYCH
PRIPRAVKU, VYDAVANI STANOVISEK KE
SPECIFICKYM LECEBNYM PROGRAMUM

5.3

Agenda posuzovani hrani¢nich pfipravkl a vydavani
rozhodnuti k zafazeni vyrobku probihala za obdobnych
podminek jako v pfedchozich letech. Pokragovala spolu-
prace se Statnim zdravotnim ustavem, pracovniky Celni
spravy a Policie CR. ZvySil se objem agendy hrani¢nich
pfipravkl feSené v navaznosti na doporuéeni tymu pro
hrani¢ni pfipravky (celkem 28 pfipadd). Dadvodem byly
slozité a precedentni pfipady, které bylo nezbytné fesit
v soucinnosti s vice utvary. Mirné klesl pocet zadosti
0 posouzeni za rok 2006, avSak stoupl pocet vydanych
stanovisek pro jiné ufady a instituce (43 stanovisek) a e-
mailovych dotazl (72 dotaz().

Rozhodnuti byla ze strany Ustavu dusledné vydavana
v zakonem stanovené spravni Ihdté, proti 4 rozhod-
nutim bylo podano odvolani, ve vSech pfipadech bylo
Ministerstvem zdravotnictvi potvrzeno puvodni rozhod-
nuti ustavu. V 16 pfipadech ustav rozhodl o zarazeni
vyrobku mezi léCiva, ve 14 pfFipadech nebyl vyrobek
zafazen do kategorie 1é€iv. V roce 2006 vyrazné stoupl
poCet spravnich Fizeni zahgjenych z podnétu ustavu
(celkem 5) a pocet Setfeni zafazeni vyrobku z hlediska
reklamy (27). V oblasti hrani¢ni problematiky bylo reali-
zovano 8 konzultaci. Resitelsky tym pro hraniéni pFiprav-
ky se zabyval klasifikaci celkem 48 vyrobk.
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ASSESSMENTS OF BORDERLINE
PRODUCTS, WORK RELATED TO USE OF
NON-AUTHORISED PRODUCTS, ISSUE OF
OPINIONS ON SPECIFIC THERAPEUTIC
PROGRAMMES

The assessment of borderline products and issuance of
decisions on product classification took place in conditions
similar to those of the preceding years. Cooperation was
continuing with the National Institute of Public Health and with
staff members of the Customs Administration and the Police
of the CR. There was an increase of office work related to
borderline products processed in relation to recommendations
of the Team Borderline Products (28 cases in total). This was
due to complicated and precedent cases that had to be handled
in coordination with several units. There was a moderate
decrease of the number of applications for assessment in
2006, but a rise of the number of opinions issued for other
authorities and agencies (43 opinions) and e-mail inquiries (72
inquiries).

The Institute’s decisions were consistently issued within the
statutory administrative time limits, appeals were lodged
against four decisions and in all cases the Ministry of Health
confirmed the Institute’s original decisions. In 16 cases the
Institute decided to classify a product as a pharmaceutical,
while in 14 cases a product was not included in the category of
pharmaceuticals. The year 2006 saw a marked increase of the
number of administrative procedures opened at the Institute’s
initiative (five in total) and of the number of investigations
of the classification of a product in terms of advertising (27
investigations). Eight consultations were held in the area
of borderline problems. The Working Team for Borderline
Products dealt with the classification of a total of 48 products.



Tabulka 1. Zadosti o rozli$eni hraniénich pfipravku
Table 1.

Applications for distinguishing bordeline products

Pozn.: V8echna rozhodnuti byla vydana v zakonném terminu
Note: All decisions were issued within the statutory time limit.

V oblasti sledovani oznameni o pouziti neregistrovanych
pFipravka doSlo k poklesu poctu hlaseni ziskanych od
lékara. Bylo pfijato celkem 1 824 oznameni (proti 2 384
v roce 2005), vSechna se tykala alopatickych pFipravkd.
Rovnéz pocet pacientl, ke kterym se oznameni vztaho-
vala, mirné poklesl, z lofiskych 3 179 na 2 940 pacientu.
Byl porusen dlouhodoby trend zvySovani poctu ozname-
ni a bude pravdépodobné nezbytné zaméfit se znovu na
osveétu mezi lékafi tykajici se jejich zakonné povinnosti.
Kazdoro€nim porovnavanim poctu ziskanych oznameni
od Iékarfd s udaji z jinych zdroju Ize usuzovat, ze rozsah
pouzivani neregistrovanych léCiv je ve skute€nosti mno-
honasobné vySsi nez hlasené pocdty.

Z hlediska indikaci doslo ke zménam ve spektru oblasti
pouzivani neregistrovanych pfipravkd. Nejvice nere-
gistrovanych pfipravkd se pouzivalo pfi diagnostice
glaukomu, lé¢bé dermatitis herpetiformis Duhring, pro-
fylaxi mykotickych infekci po transplantaci jater a akutni
leukémii a pfi [é€b&é mnoholetného myelomu. Lécba
kolorektalniho karcinomu a pokroc&ilého nemalobunécné-
ho karcinomu plic, na kterou bylo v pfedchozich letech
oznameno nejvice pouziti neregistrovanych pfipravkd,
jiz neni v nej€astéjsich indikacich oznamovana.

V oblasti vydavani stanovisek k Zadostem o specifické
[éCebné programy nedo$lo k zasadnim zménam ve
spektru pfipravkd a indikaci. Pokracoval klesajici trend
poCtu zadosti a vétSina stanovisek se tykala zadosti
navazujicich na jiz bézici programy. Z hlediska charak-
teru zadosti o specifické 1é€ebné programy Slo pouze o 2
pfipady povahy ,compassionate use®, kdy pouZzity pfipra-
vek nebyl dosud nikde ve svété registrovan. V ostatnich
pfipadech se formou specifickych léCebnych progra-
muU nahrazovala nedostupnost registrovanych pfipravki
véetné zajisténi pFipravkl pro vzacna onemocnéni.

Tabulka 2. Specifické Ié¢ebné programy (SLP)
Specific therapeutic programmes (STPs)

Table 2.

The area of monitoring notifications on the use of non-
authorised products saw a decrease of the number of reports
received from physicians. A total of 1,824 notifications were
received (as against 2,384 in 2005), all of them referring to
allopathic products. Also the number of patients to whom
the notifications were related, slightly dropped from 3,179 in
2005 to 2,940 in 2006. The long-term trend of the increase
of the number of notifications was broken, and it will be
probably necessary to adopt a new focus on the physicians’
education on their legal obligations. The annual comparison
of the number of notifications received from physicians with
data from other sources suggests that the scope of the use of
non-authorised products is in fact many times higher than the
reported numbers.

In terms of indications, there were changes in the spectrum
of areas of the use of non-authorised products. The largest
number of such products was used in glaucoma diagnostics, the
treatment of dermatitis herpetiformis Duhring, the prophylaxis of
mycotic infections after liver transplants and acute leukaemia,
and in the treatment of multiple myeloma. The treatment
of colorectal carcinoma and advanced non-small-cell lung
carcinoma, for which the largest number of use of non-
authorised products was reported in the preceding years, is
not subject of notifications in the most frequent indications any
more.

In the area of issuing opinions on applications for specific
therapeutic programmes, there were no major changes in
the spectrum of products and indications. The downward
trend of the number of applications was continuing, and
most opinions were related to applications for programmes
already under way. With respect to the nature of applications
for specific therapeutic programmes, there were two cases of
compassionate use where the respective products had not yet
been authorised anywhere in the world. In the other cases,
the form of specific therapeutic programmes replaced the
unavailability of authorised products, including the securing of
orphan medicinal products.




5.4 KLINICKE HODNOCENI LECIV

V roce 2006 opét vyznamné stoupl pocet zadosti
o povoleni/ohlaseni klinického hodnoceni, celkovy pocet
prekrocil prfedchozi obdobi o 1/6. Bylo predlozeno
371 zadosti, pficemz se vyznamné nezménil charakter
zadosti z hlediska zadavatele a faze studie. Pokracoval
dlouhodoby trend pfevahy mezinarodnich multicentric-
kych klinickych hodnoceni Ill. faze, randomizovanych,
zaslepenych, kontrolovanych placebem nebo aktivni
ucinnou latkou, ktera provadéji zahrani¢ni zadavatelé.
Rovnéz dlouhodoby trend v poctu studii podle indikac-
nich oblasti zlstava beze zmén. Celkovy pocet zadosti
se liSi od poctu zadosti v jednotlivych indikacnich oblas-
tech, nebot' néktera klinicka hodnoceni zahrnuji vice
indikacnich oblasti (napf. hematologie + onkologie).

5.4 CLINICAL TRIALS ON PHARMACEUTICALS

The year 2006 saw another major increase of the number
of applications for authorisation/notification of clinical trials;
their total number topped the previous period by one sixth.
The number of submitted applications was 371, and their
nature did not change much in terms of sponsors and frial
phases. There was a continuation of the long-term trend of
the predominance of international multi-centric clinical trials of
phase lll, randomised, blinded, placebo-controlled or active-
substance-controlled, carried out by foreign sponsors. Similarly,
the long-term trend of the number of trials by therapeutic areas
remained unchanged. The total number of applications differed
from the number of applications in the various therapeutic
areas because some clinical trials include more than one
therapeutic area (e. g. haematology + oncology).

Tabulka 1. Poéty posouzenych zadosti v roce 2006 podle faze klinického hodnoceni
Table 1. Numbers of applications evaluated in 2006 by type of clinical trial
Faze | Faze Il Faze Il Faze IV Bioekvivalence
Phase | Phase Il Phase Il Phase IV Bioequivalence
9 87 220 21 34

Ackoliv v roce 2006 doslo k vyznamnému vzestupu poctu
predlozenych zadosti o povoleni/ohlaseni klinickych hod-
noceni, byl pfekvapive nizsi pfedpokladany pocet dobro-
volniku (23 000) planovanych k zafazeni do studii v Ceské
republice. Zakonem stanovené ¢asové lhaty 30/60 dnli na
posouzeni Zadosti byly vzdy dodrZzeny, ve 12 pfipadech
bylo ze strany zadavatele pozadano o prodlouzeni doby
posouzeni. Pokracoval stoupajici trend poctu zadosti
posouzenych bez uplatnéni pfipominek k predlozené
dokumentaci (110 pfipadd). V souladu s plnénim strate-
gického zaméru zajistit obhajitelné a transparentni hod-
noceni jednotlivych Z&dosti bylo vypracovano 36 hod-
noticich zprav. Postupné se pracuje na tom, aby kazdé
hodnoceni zadosti o studii (kromé studii bioekvivalence)
bylo dolozeno standardni hodnotici zpravou.

V prubéhu roku 2006 bylo posouzeno 371 podstatnych
dodatkd k protokolim klinickych hodnoceni, coz pfed-
stavuje narust oproti roku 2005 o vice nez 1/3. Kromé
toho bylo predlozeno 1 192 dopliiki dokumentace, které
vyzadovaly hodnoceni a pisemné vyjadfeni zadavateli
(oproti 793 v roce 2005). Vzhledem k celkovému narlstu
poctu studii v roce 2006 Ize o¢ekavat vyznamny nardst
této agendy i v budoucnosti. V navaznosti na implemen-
taci evropské legislativy bylo zahajeno predkladani roc-
nich zprav o bezpecnosti, coz predstavuje dal$i narlst
hodnocené agendy.

Spole¢né s Pracovni skupinou pro multicentrické etické
komise se pokracovalo v budovani funkéniho systému
etickych komisi, bylo realizovano 6 pracovnich schlzek
a 3 celorepublikové seminare pro mistni etické komise.
Cilem aktivit v této oblasti je snaha vybudovat efektivni
komunikaci mezi etickymi komisemi a sjednotit jejich
pozadavky a pFistup k hodnoceni navrha studii. VSechny
stavajici etické komise pro multicentricka hodnoceni
byly v druhé poloviné roku provéreny z hlediska dodrzo-
vani zasad spravné klinické praxe, jejich Cinnost byla
prodlouzena na dalSi rok a byla jmenovana jedna nova
eticka komise pro multicentricka hodnoceni.
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Despite the fact that the year 2006 saw a significant increase
of the number of submitted applications for authorisation/
notification of clinical trials, there was a surprisingly lower
number of expected volunteers (23,000) planned to be included
in clinical trials in the Czech Republic. The time limits of 30/60
days set forth by the law were always observed; in 12 cases,
sponsors asked for prolongation of the evaluation period.
There was a continuing trend of an increase of the number of
applications evaluated without comments having been made
on the submitted dossiers (110 cases). In conformity with the
strategic objective of securing a transparent and unbiased
evaluation of individual applications, 36 evaluation reports were
drawn up. A gradual effort is made so that every evaluation of
an application for a clinical trial (except bioequivalence trials)
be supported with a standard evaluation report.

In the course of 2006, the evaluation was made of 371
substantial amendments to protocols of clinical trials, which
represents an increase by more than a third as against
2005. Apart from that, 1,192 amendments to dossiers were
submitted that required an evaluation and a written statement
to sponsors (against 793 in 2005). In view of the total increase
of the number of clinical trials in 2006, a major increase of this
type of work can be expected also in future. In relation to the
implementation of European legislation, annual safety reports
started to be submitted, which represents another rise of
evaluated documents.

Together with the Working Group for multi-centric ethics
committees, the building of a functional system of ethics
committees continued: six working meetings and three
nationwide seminars for local ethics committees were held.
The aim of the activities carried out in this area is to try to
establish efficient communication among ethics committees
and to unify their requirements and approach towards the
evaluation of proposals of clinical trials. All the existing ethics
committees for multi-centric trials were examined in the second
half of the year with respect to their compliance with principles
of Good Clinical Practice and their activity was extended to the
following year, and a new ethics committee for multi-centric
trials was appointed.



Tabulka 2.
Table 2.

V roce 2006 doslo k vice nez ¢&tyfnasobnému nardstu
zadosti o posouzeni navrh( projektd klinického vyzku-
mu (grantovych zadosti) z hlediska rozliSeni, zda jsou
klinickym hodnocenim humanniho [éCiva ¢i nikoliv (cel-
kem 199 zadosti). 19 projektl bylo vyhodnoceno jako
klinické hodnoceni podléhajici regulaci podle zakona
o léCivech.
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Indikaéni skupiny klinickych hodnoceni posouzenych v roce 2006
Therapeutic areas of clinical trials evaluated in 2006

The year 2006 saw more than a fourfold increase of the
number of applications for the evaluation of draft projects
of clinical research (applications for grants) in terms of the
differentiation whether they were clinical trials on human
medicines or not (199 applications in total). Nineteen projects
were evaluated as clinical trials subject to authorisation under
the Pharmaceuticals Act.



Tabulka 3. Klinické hodnoceni
Table 3.

Clinical trials

5.5 FARMAKOVIGILANCE

V roce 2006 bylo pfijato 1 354 primarnich hlaseni
0 podezieni na nezadouci U¢inky z Uzemi Ceské repub-
liky a k nim bylo provedeno 274 ,follow-up® hlaseni.
Od zdravotnickych pracovnikl pochazelo 931 hlaseni
(vSechna hlaseni byla v souladu se zakonnymi pozadav-
ky prfedana prislusnym drziteldm rozhodnuti o registraci)
a 423 hlaseni zaslali drzitelé rozhodnuti o registraci.
Z celkového poctu pfijatych hlaSeni se vice nez 60 %
hlaseni vztahovalo k nezadoucim G¢inkim po vakcinaci,
predevsim se jednalo o komplikace po BCG vakcinaci.
Od ledna do ¢ervna probihalo ve spolupraci s kalmeti-
zacénimi stanicemi sledovani nezadoucich u¢inkl souvi-
sejicich s podanim BCG vakciny. Z uvedenych informaci
je patrné, Zze u nas nadale pretrvava vyrazna ,podhlasi-
vost“ podezieni na nezadouci ucinky od zdravotnickych
pracovnikl, zejména na lécivé pfipravky jiné nez vakci-
ny. Dohlizet nad bezpecnosti IéCivych pfipravki v narod-
nich podminkach je s ohledem na pocet obdrzenych hla-
Seni téméf nemozné. Proto oddéleni farmakovigilance
pfipravilo navrh projektu na osvétu mezi zdravotnickymi
pracovniky s cilem zvysit povédomi o vyznamu hlaSe-
ni podezfeni na nezadouci UCinky IéCivych pfipravkd.
Zahajeni projektu se planuje v roce 2007.

PokraCovalo se v postupném pfechodu na elektronic-
kou vyménu hlaseni nezadoucich u¢inkd mezi ustavem
a drziteli rozhodnuti o registraci. V prabéhu roku byla
ukoncena registrace partner pro vyménu elektronickych
hlaseni u 49 drziteld rozhodnuti o registraci, z nichz bylo
u 21 ukonceno testovani a zahajen pilotni provoz.

Periodické zpravy o bezpecnosti jednotlivych pfipravki
(PSUR) byly, stejné jako v minulém roce, hodnoceny
pouze u pfipravk(, u kterych bylo identifikovano bez-
pecnostni riziko nebo bylo nezbytné udaje o IéCivém pfi-
pravku pfehodnotit v navaznosti na regulaéni procedury
EU. V ramci zadosti o prodlouzeni registrace bylo pred-
loZzeno téméf stejné mnozstvi PSUR jako v pfedchozim
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5.5 PHARMACOVIGILANCE

In 2006 the Pharmacovigilance Department received 1,354
primary reports on suspected adverse drug reactions on the
territory of the Czech Republic, and 274 follow-up reports were
made in relation to them. Healthcare professionals sent 931
reports (in conformity with legal requirements, all of them were
forwarded to the respective marketing authorisation holders),
and marketing authorisation holders sent 423 reports. More
than 60 % of the total number of received reports was related
to adverse reactions after vaccination, primarily complications
after BCG vaccination. In cooperation with TB vaccination
stations, monitoring was carried out from January to June of
adverse reactions connected with the administration of BCG
vaccine. The above-mentioned information shows clearly
that suspected adverse reactions, especially to medicinal
products other than vaccines, continue to be underreported
by Czech healthcare professionals. In view of the number of
received reports, it is almost impossible to supervise over the
safety of medicinal products in national conditions. Therefore
the Pharmacovigilance Department prepared a draft project
for increasing healthcare professionals’ awareness of the
importance of suspected reactions to medicinal products. The
project is planned to be launched in 2007.

A transition continued to electronic exchange of reports on
adverse drug reactions between the Institute and marketing
authorisation holders. In the course of the year, registration
of partners for the exchange of electronic reports with 49
marketing authorisation holders; testing was completed and a
pilot implementation started with 21 of them.

Periodic Safety Update Reports (PSURs) on the safety of
individual products were evaluated, just like in the previous year,
only for products, in which safety hazard was identified, or when
it was necessary to reassess the data on a medicinal product
in relation to the EU regulation procedures. In the framework
of applications for renewal of MA, almost the same quantity of
PSURs as in the previous year was submitted (598), but seven
times more of them were subject to medical assessment, while



roce (598), avSak sedminasobné vice jich bylo lIékafsky
posouzeno (77), ostatni zpravy byly evidovany. Mimo
rezim prodlouZeni registrace bylo pfedlozeno 895 zpray,
z nichz 243 se vztahovalo k pfipravkim registrovanym
centralizovanou procedurou. Lékarsky posouzeno bylo
69 PSUR mimo rezim prodlouzeni. Do podminek v CR
byly ve spolupraci s oddélenim registraci prubézné
promitany zavéry CHMP a CHMP Pharmacovigilance
Working Party. Ustav zvefejnil 19 pfipadu informaci
uréenych zdravotnické ¢i laické vefejnosti tykajici se
bezpecnosti [éCivych pFipravkld na své internetové stran-
ce, ve Farmakoterapeutickych informacich nebo v dal-
Sich médiich.

Do registru neintervencnich poregistracnich studii, ktery
je vefejné pfistupny na webové strance ustavu, bylo
v roce 2006 nahlaseno 84 studii, tedy zhruba stejné
mnozstvi jako v pfedchozim roce.

Byl ukoncen vyvoj a implementace nové Centralni data-
baze nezadoucich ucinkt (CDNU). Soucasti databaze je
novy interaktivni webovy formulaF, ktery bude uveden do
provozu v pribéhu roku 2007.

V pribéhu roku byl dokoncen preklad lékarské termi-
nologie MedDRA z angli¢tiny do €estiny. Oficialni ¢eska
verze terminologie by méla byt k dispozici v prvni polo-
viné roku 2008.

the other reports were just recorded. Outside the process of the
marketing authorisation renewal, 895 reports were submitted,
of which 243 were related to products authorised through
the centralised procedure. Medical assessment was made
of 69 PSURs outside the renewal process. In cooperation
with the Authorisation Department, the conclusions of CHMP
and the CHMP Pharmacovigilance Party were continuously
reflected in the conditions of the CR. In 19 cases the Institute
published information designed for the medical or lay public
concerning the safety of medicinal products on its website,
in the Farmakoterapeuticke informace (Pharmacotherapeutic
Information) bulletin or in other media.

Eighty-four studies were entered in the register of non-
intervention postauthorisation studies, which is publicly
accessible on the Institute’s website, in 2006, i.e. approximately
the same quantity as in the previous year.

The development and implementation of a new Central
Database of Adverse Drug Reactions was completed. The
database includes a new interactive web form, which will start
to be functional in the course of 2007.

The year 2006 saw the completion of the translation of the
MedDRA medical terminology from English into Czech. The
official Czech version is expected to be available in the first
half of 2008.

Obr.1. Poéet hlasenych podezieni na nezadouci Guéinky z Ceské republiky
Fig. 1. Reported suspected adverse drug reactions from the Czech Republic
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5.6 LABORATORNi KONTROLA

Laboratorni kontrola jakosti 1&Civych pfipravkl se prova-
déla u pfipravkd v ob&hu podle pfedem zpracovanych
projektll, kontrolovany byly jednotlivé Sarze imunobiolo-
gickych pfipravku pred jejich propusténim do obéhu, pro-
vérovany byly reklamace Ié¢ivych pfipravkl, podezieni
na padélky a nezadouci UC€inky apod. Vybrané |éCivé
pfipravky byly kontrolovany v ramci mezinarodni spo-
luprace s Evropskym ustfedim pro jakost IéCiv (EDQM)
a vyjimec¢né byly provadény rozbory vzorkl od externich
Zadatel(.

V roce 2006 byly provedeny rozbory vzorkl podle nize
uvedenych tabulek. Komentované vysledky, véetné hod-
noceni jednotlivych projektd ukonCenych v r. 2006 byly
zverejnény ve Véstniku SUKL (€. 6/2006).

Tabulka 1.
venych projektu
Table 1.
to the pre-designed projects

Projekty uzaviené v roce 2006
Projects completed in 2006

5.6 LABORATORY CONTROL

Laboratory control of the quality of medicinal products was carried
out for marketed products according to predesigned projects;
control was made of individual batches of immunobiological
products before their release into circulation, complaints
about medicinal products, suspected counterfeits and adverse
reactions etc. were examined. Selected pharmaceuticals were
checked in the framework of international cooperation with the
European Directorate for the Quality of Medicines (EDQM),
and analyses of samples from external applicants were made
in special cases.

In 2006, analyses of samples were carried out according to the
following tables. Commented results, including the evaluation
of individual projects completed in 2006, were published in the
Vestnik SUKL (SUKL Bulletin), number 6/2006.

Dozor nad kvalitou léciv na trhu prostiednictvim laboratornich rozborti podle predem pfipra-

Supervision over the quality of marketed pharmaceuticals through laboratory analyses according

*vétsSi pocet pfipominek z divodu, Ze ethanol neni stanovovan v registraéni dokumentaci

*A larger number of comments because ethanol is not specified in marketing authorisation dossiers
**jako nevyhovujici jsou uvedeny vzorky, které byly feSeny jako zavada v jakosti

** Quoted as non-compliant are samples that were handled as quality defects



Tabulka 2. Propousténi Sarzi stanovenych lééivych pripravku
Table 2. Batch release of specified medicinal products

EM - elektronova mikroskopie u chfipkovych vakcin / EM — electron microscopy of influenza vaccines
Pozn.: VSechny Sarze byly propustény v fadném terminu. / Note: All batches were released in regular time limit.

Tabulka 3. Laboratorni kontrola Ié€iv a pomocnych latek na vyzadani jinymi Gtvary ustavu, jiné organizace
statni spravy nebo EDQM

Table 3. Laboratory control of pharmaceuticals and excipients requested by the Institute’s other units,
other state administration bodies or EDQM




Tabulka 4. DalSi rozbory
Other analyses

Table 4.

V sekci laboratorni kontroly bylo provedeno podle vySe
uvedenych tabulek 467 kompletnich rozbord vzorkud
(Tab. 1 - 4 ). Pocet vzork(i hodnocenych jako nevyho-
vujici €inil 4,3 % (v roce 2004 4,6 %, v roce 2003 5,4
%, v roce 2002 8.3 %), coz odpovida prGméru uvade-
nému ostatnimi zahrani¢nimi laboratoremi. Zavady IéCiv
a pomocnych latek se tykaly zejména obsahu ucinné
latky, mikrobiologické Cistoty, fyzikalnich konstant a pH,
chybného oznaceni na obalech Ié€ivych pfipravkl atd.

57 DOZOR V OBLASTI PRIPRAVY, VYDEJE,

PRODEJE A DISTRIBUCE LECIV

Sekce Iékarenstvi a kontroly distribuce provadi inspekce
lékaren, distributorl 1é¢iv, prodejct vyhrazenych [éciv,
pracovist nuklearni mediciny zdravotnického zafize-
ni, vydejen zdravotnickych prostfedk(l a zdravotnickych
zafizeni. Kromé& zdravotnickych zafizeni vede Ustav
evidenci vSech téchto subjektl. V zavéru roku 2006
bylo v evidenci Ustavu 2 360 lékaren, z nichz 4 patfily
do resortu ministerstva obrany. Dale bylo evidovano
247 odlou¢enych oddéleni vydeje léCiv a prostfedku
zdravotnické techniky (OOVL), 350 schvalenych vydejen
zdravotnickych prostfedkl, 166 prodejct vyhrazenych
[&Civ, 43 pracovist nuklearni mediciny a 220 distributor(.
Pocet Iékaren vykazal v roce 2006 meziro¢ni narlst o 46
lékaren a pokracoval tak pravidelny nartst od roku 1991
(obr. 1).
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According to the above-mentioned tables, the Laboratory
Control Branch carried out 467 complete sample analyses
(Tables 1-4). The number of samples identified as non-
compliant equalled 4.3 % (in 2004 4.6 %, in 2003 5.4 %, in
2002 8.3 %), which corresponds to the average level reported
by the other foreign laboratories. Defects of pharmaceuticals
and excipients were related especially to the contents of active
substances, microbial purity, physical constants and pH, wrong
labelling of packages of medicinal products, etc.

5.7 SUPERVISION IN THE AREAS OF
PREPARATION, DISPENSING, SALE AND

DISTRIBUTION OF PHARMACEUTICALS

The Pharmacy and Distribution Control Branch carries out
inspections in pharmacies, distributors of pharmaceuticals,
vendors of selected pharmaceuticals, nuclear medicine
departments in healthcare establishments, dispensaries
of medical devices and healthcare establishments. The
Institute keeps records of all these entities except healthcare
establishments. By the end of 2006, the Institute’s records
contained 2,360 pharmacies, four of which were part of the
structure of the Ministry of Defence. The records also included
247 detached department dispensing medicinal products and
medical technology devices, 350 authorised dispensaries of
medical devices, 166 vendors of selected pharmaceuticals,
43 nuclear medicine departments and 220 distributors. The
number of pharmacies showed a year-on-year increase in
2006 by 46 pharmacies, which meant a continuation of the
steady year-on-year growth since 1991 (Fig. 1).



Obr.1. Pocet Iékaren a OOVL v letech 1991-2006 (stav k 31.12.2006)
Fig. 1. Number of pharmacies and detached dispensing departments (OOVL) in the years 1991-2006 (status

as of 31 Dec 2006)
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V tomto roce nabyla U&innosti vyhlaska &. 219/2006
Sb., ktera umoznila vznik malych lékaren zajistujicich
pouze vydej léCivych pFipravku — vydejny; v obdobi od
15.6.2006 do 31.12.2006 SUKL vydal 27 osvéd&eni
o vécném a technickém vybaveni pro tento typ lékaren.
Koncem roku 2006 vysla vyhlaska €. 558/2006 Sb., kte-
ra zruSila moznost vzniku vydejen, proto do konce roku
2006 zUstalo v evidenci Ustavu pouze 22 vydejen.

Pocet distributort se proti roku 2005 zvysil o 8 subjektd.

Vydano bylo 25 novych povoleni k distribuci IéCivych
pfipravkd, 17 povoleni bylo zruSeno a zména byla pro-
vedena u 63 subjektd (tab. 1). Probéhlo celkem 127
inspekci, z tohoto poctu bylo 72,4 % distributorll hod-
noceno stupném ,dobré*, 21,2 % ,uspokojivé“ a 6,4 %
,neuspokojivé“ (tab. 2).

Z celkového poctu inspekci byly v 10,2 % identifikovany
kritické nedostatky v dodrzovani zasad SDP a ve 20,5 %
poruseni zakona. Na zakladé téchto skutecnosti byla u 2
distributortl pozastavena platnost povoleni k distribuci
[éCivych pFipravkd pfimo v priibéhu provadéné kontroly
a byly uloZzeny 2 pokuty v celkové vysi 140 500,- K¢&.
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The year 2006 saw the coming into force of Regulation No.
219/2006 Coll., which facilitated the establishment of small
pharmacies solely for dispensing medicinal products — i.e.
dispensaries; from 15 June to 31 December 2006 the SUKL
issued 27 certificates on material and technical equipment of
this type of pharmacies. Later in 2006, Regulation No. 558/2006
Coll., was issued which cancelled the possibility of establishing
dispensaries, therefore only 22 dispensaries remained in the
Institute’s records by the end of the year 2006.

The number of distributors increased by eight as against
the year 2005. Twenty-five new licences for distribution of
medicinal products were issued, 17 licences were withdrawn,
and variations were made to 63 licences (Table 1). A total
of 127 inspections were made, out of which number 72.4 %
distributors were classified as “good”, 21.2 % as “satisfactory”
and 6.4 % as “unsatisfactory” (Table 2).

Out of the total number of inspections, critical defects in the
compliance with the GDP principles were identified in 10.2
% of cases, and breaches of the law in 20.5 % of cases. On
the basis of these facts, the validity of licence to distribute
medicinal products was suspended for two distributors right in
the course of the inspection, and two penalties were imposed
in a total amount of CZK 140,500.



Tabulka 1.
Table 1.

Distribuce lé€iv
Distribution of pharmaceuticals

Tabulka 2. Inspekéni dozor nad distributory
Table 2. Surveillance over distributors

V roce 2006 bylo provedeno 1 204 kontrol 1ékaren spo-
jenych s odbérem lécCivych pfipravkd. Proti roku 2005
byl odebran niz8i pocet lékarenskych vzorkli o 322
a nizsi pocet vzorkl cisténych vod o 209. Tento pokles
byl zpusoben zruSenim laboratorni ¢asti OKL 401 Praha
a prestéhovanim OKL 402 Ceské Bud&jovice do novych
prostor bez laboratofi.

V roce 2006 se sjednotilo hodnoceni vSech inspekci pro-
vadénych SUKLem. Z tohoto dlivodu jsme zavedli pouze
tfi urovné hodnoceni. Dosavadni uroven 0 (bez zavad)
a 1 (drobné zavady) se sloucila nové na urover hodno-
ceni 1, zbyvajici urovné hodnoceni zUstaly nezménény.
Z inspektovanych Iékaren bylo 75,6 % hodnoceno urovni
1, u 19,5 % lékaren byla identifikovana vyznamna zava-
da, u zbyvajicich 4,9 % byla zjiSténa zavada kriticka
(tab. 3.)

The year 2006 saw 1,204 controls of pharmacies connected
with the collection of samples of medicinal products. As
against the year 2005, 322 less pharmaceutical samples were
collected and 209 less samples of purified water. This decrease
was caused by the cancellation of the laboratory unit of OKL
401 Prague and the relocation of OKL 402 Ceske Budejovice
to new premises without laboratories.

The evaluation of all inspections carried out by the SUKL was
unified in 2006. For this reason, only three evaluation levels
were introduced. The existing level 0 (no defects) and 1 (minor
defect) were merged into a single evaluation level 1, while the
remaining levels remained unchanged. Out of the inspected
pharmacies, 75.6 % were classified with level 1, a major defect
was identified in 19.5 % of pharmacies, and a critical defect in
the remaining 4.9 % (Table 3.)



Tabulka 3. Inspekéni dozor nad lékarnami, oddélenimi nuklearni mediciny, pracovisti pfipravujicimi
autovakciny, hygienickymi stanicemi, zdravotnickymi zafizenimi a prodejci vyhrazenych lé€iv

Table 3. Surveillance over pharmacies, nuclear medicine departments, centres preparing autovaccines,
public health centres, health establishments and vendors of selected pharmaceuticals

Pozn.: v tabulce nejsou zahrnuty davodni inspekce Iékaren a vydejen PZT
Note: The table does not cover initial inspections of pharmacies and dispensaries of medical technology devices

Klasifikace zavad / Classification of defects:

1 — bez zavad nebo drobna zavada / minor defect
2 — vyznamna zavada / major defect

3 — kriticka zavada / critical defect

Zasahy/sankce v pripadé lékaren / Interventions/sanctions at pharmacies
A — pozastaveni pfipravy / suspension of preparation

B — pozastaveni provozu / suspension of operation

C — pokuta / penalty

Zasahy/sankce u prodejct vyhrazenych léciv / Interventions/sanctions at vendors of selected medicinal
products

A-0

B — pozastaveni prodeje vyhrazenych IéCiv / suspension of sale of selected pharmaceuticals

C — pokuta / penalty

Na zakladé provedenych inspekci Iékaren bylo ulozeno  On the basis of inspections carried out in pharmacies, ten
10 pokut v celkové vysi 302 350,- KE. NejcastéjSim  penalties were imposed in a total amount of CZK 302,350.
divodem pro jejich uloZeni bylo nesplnéni povinnosti  The most frequent reason for imposing a penalty was the
stanovenych zakonem pfi zajisténi jakosti, u€innosti  non-compliance with the obligations set forth by the law in
a bezpecnosti |éCiv nebo nepfitomnost farmaceuta. guaranteeing the quality, efficacy and safety of pharmaceuticals,
Pocet |ékaren, ve kterych byla zjiSténa zavada kriticka  or the absence of a pharmacist.
(klasifikace 3) poklesl proti roku 2005 o 57. The number of pharmacies where a critical defect (classification
3) was detected dropped by 57 as against the year 2005.
V tabulce 4 jsou uvedeny hlavni typy zavad, pocty
Iékaren, u kterych se tyto zavady v roce 2006 objevi- Table 4 gives the main types of defects, the number of
ly a procentudlni vyjadfeni zachytu zavad vzhledem pharmacies where these defects were discovered in 2006 and
k celkovému poctu inspekci. V druhé Casti tabulky jsou a percentage of the detected defects of the total number of
uvedeny pocty lékaren, ve kterych se sledované zavady inspections. The second part of the table gives the number of
opakovaly dvakrat za sebou a jejich procentualni vyjad-  pharmacies where the respective defects were found twice in a
feni vzhledem k poctu inspekci. row, and their percentage of the total number of inspections.

28



Tabulka 4. Poctylékaren,ukterychseobjevily sledovanézavadyvzhledemk celkovému poétu kontrolovanych
lékaren (1 204)
Numbers of pharmacies where monitored defects were detected in relation to the total number
of inspected pharmacies (1,204)

Table 4.

V roce 2006 bylo vydano 461 stanovisek k c&innosti
Iékaren, z toho se 91 vztahovalo k uvodnim inspekcim
novych lékaren, 15 k novym odlou¢enym oddélenim
vydeje l1éCiv a PZT. Dale bylo vydano 17 stanovisek
k uvodnim inspekcim vydejen zdravotnickych prostifed-
k. Osvédceni o splnéni podminek spravné lékarenské
praxe - Certifikat spravné Iékarenské praxe ziskaly 3
Iékarny. Rovnéz probéhlo 212 konzultaci, které se tykaly
pristrojového vybaveni stavajicich nebo nové vznikaji-
cich subjektl a problematiky souvisejici s vyhlaskou &.
255/2003 Sb. Probéhla kontrola v 1 zafizeni hygienické
stanice, ktera provadi fyzikalné-chemické a mikrobiolo-
gické rozbory ¢isténé vody pro lékarny.

V databazi prodejct vyhrazenych l1éc¢iv (PVL) je zaevi-
dovano 166 prodejcll, pficemz u 74 subjektl probéhla
v roce 2006 kontrola. Z tohoto poctu byly zavéry kontroly
vyhodnocovany pouze u 69 PVL, zbyvajicich 5 subjektud
mélo v dobé kontroly platné povoleni, ale tuto Cinnost
neprovozovalo. Zaveéry kontrol byly rozliSovany s ohle-
dem na zavaznost zjisténych zavad. Z celkového poctu
hodnocenych PVL bylo 83 % bez zavad nebo s drobnou
zavadou (klasifikace 1), u zbyvajicich 12 PVL byla zjis-
téna vyznamna nebo kriticka zavada (tab. 3). P¥i inspek-
cich PVL jako nejcastéjsi identifikovanou zavadou byl
prodej lécivych pripravkl, které nejsou zafazeny mezi
vyhrazena léciva. V prabéhu inspekce byl pozastaven
prodej vyhrazenych IéCiv ve dvou pfipadech.

Z celkového poctu 43 pracovist nuklearni mediciny
(ONM) zdravotnickych zafizeni probéhla inspekce u 12
pracovist. Z tohoto poctu bylo 67 % kontrolovanych
ONM klasifikovano bez zavad nebo s drobnou zavadou
(klasifikace 1), u 33 % pracovist byla nalezena kriticka
zavada (klasifikace 3).

Pravidelna dozorova &innost SUKL v oblasti zachazeni
s léCivymi pFipravky ve zdravotnickych zafizenich (Z2)
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The year 2006 saw the issuance of 461 opinions on the activity
of pharmacies, 91 of which were related to initial inspections
of new pharmacies, 15 opinions concerned new detached
dispensing departments of pharmaceuticals and medical
technology devices. Moreover, 17 opinions were issued on
initial inspections of dispensaries of medical devices. Three
pharmacies were granted a certificate of Good Pharmaceutical
Practice. Similarly, 212 consultations were held on the
equipment of the existing or newly established pharmacies,
and on problems related to the Regulation no. 255/2003 Coll.
An inspection took place in one public health service station
that carries out physicochemical and microbiological analyses
of purified water for pharmacies.

The database of vendors of selected pharmaceuticals (VSPs)
contains 166 vendors, 74 of which were inspected in 2006. Out
of this number, inspection conclusions were evaluated only in 69
VSPs; the remaining five entities had a valid licence at the time
of the inspections, but did not carry out this activity. Inspection
conclusions were distinguished with respect to the seriousness
of detected defects. Out of the total number of inspected VSPs,
83 % were without defects or with a minor defect (classification
1), while a major or critical defect was found in the remaining
12 VSPs (Table 3). The most frequently identified defect at
VSPs'’ inspections was the sale of medicinal products that are
not included among selected pharmaceuticals. In the course
of the inspection, the sale of selected pharmaceuticals was
suspended in two cases.

Inspection was carried out in 12 of the total number of 43
nuclear medicine departments. Out this number, 67 % of
inspected NMDs were without defects or with a minor defect
(classification 1), 33 % had a critical defect (classification 3).

The SUKL's regular surveillance activity in the area of handling
medicinal products in healthcare establishments was initiated
in 2004. In 2006, inspections were carried out in 100 healthcare



byla zahajena v roce 2004. V roce 2006 probéhla inspek-
ce ve 100 ZZ. Z tohoto poctu 76 % kontrol bylo hodno-
ceno jako klasifikace 1, u 21 % byly nalezeny zavady
vyznamné a u 3 % byly zavady kritické. V jednom pfipa-
dé byla uloZena pokuta.

Z dalSich inspekénich aktivit byly provedeny kontroly
neopravnéného prodeje léCivych pfipravki v trznicich
Karlovarského a Usteckého kraje. V roce 2006 jsme pro-
vedli 15 inspekci trznic samostatné nebo ve spolupraci
s Policii CR. Na zakladé zjisténého neopravnéného pro-
deje lécivych pripravkl byl ve 14 pfipadech podan navrh
na ulozeni pokuty.

PFi kontrolach v Iékarnach bylo odebrano 1 837 vzorki
[éCivych pfipravkil, 481 vzork( ¢isténych vod, na zakladé
zadosti bylo v laboratofich OKL dale analyzovano 179
vzorkl. Vysledky rozbor( lékarenskych vzorkl, véetné
nejCastéji se vyskytujicich zavad, uvadi tabulka 5 a 6.
Pro porovnani jsou uvedeny v tabulce 5 vysledky rozbo-
ri provedenych v letech 2000 az 2006.

establishments. Out of this number, 76 % of inspections were
evaluated as classification 1, 21 % corresponded to major
defects and 3 % had critical defects. A penalty was imposed
in one case.

The other inspection activities included inspections of
unauthorised sale of medicinal products in market places of
the regions of Karlovy Vary and Usti nad Labem. In 2006, the
Institute carried out 15 inspections in market places either on
its own or in cooperation with the Police of the CR. On the basis
of detected unauthorised sale of medicinal products, proposals
of penalties were made in 14 cases.

While inspecting pharmacies, inspectors took 1,837 samples of
medicinal products, 481 samples of purified water; moreover,
179 samples were analysed upon request in OKL laboratories.
Results of analyses of pharmaceutical samples, including the
most frequent defects, are given in Tables 5 and 6. For the
sake of comparison, Table 5 gives the results of analyses made
in the years 2000-2006.

Tabulka 5. Vysledky analyz Iékarenskych vzorku pfripravovanych v Iékarnach
Results of analyses of pharmaceutical samples prepared in pharmacies

Table 5.

Pocet nevyhovujicich lékarenskych vzork( v roce 2006
poklesl, tak jako v pfedeSlych letech. Pokles pfedsta-
voval 1,6 % na rozdil od c¢isténych vod pfipravenych
v lékarné, kde se zvysil podil nevyhovujicich vod 0 4 %.
Je patrné, ze spektrum zavad se v téchto letech v pod-
staté neméni. NejcetnéjSi zavadou je nevyhovujici obsah
ucinne latky (tab. 6). BlizSi podrobnosti o kontrolach léka-
ren budou publikovany ve Véstniku SUKL ¢&. 6/2007.

Ve vztahu k c¢innosti Iékaren, zdravotnickych zafize-
ni, ve kterych se poskytuje zdravotni péce a prodejcl
vyhrazenych léCiv bylo vyfizeno béhem roku 2006 asi
51 podnétu, kterymi byl SUKL upozornén na poru$ovani
nékterych ustanoveni zakona &. 79/1997 Sb., o léCivech.
V lékarnach se podnéty tykaly nedostate¢ného perso-
nalniho obsazeni nebo podezfeni, Ze |ékarna neodpo-
vida vécnému a technickému vybaveni dle pozadavku
vyhlasky ¢. 49/1993 Sb.. Ve zdravotnickych zafizenich
bylo Setfeni vétSinou zaméfeno na neopravnény vydej
[éCiv pfimo v ordinaci a nevyhovujici zplisob uchovavani
[&Civ.
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The number of non-compliant pharmaceutical samples declined
in 2006 just like in the previous years. The decline represented
1.6 % unlike purified water prepared in pharmacies where the
proportion of non-compliant water increased by 4 %.

It is clear that the spectrum of defects in the given years has
not virtually changed. The most frequent defect is the non-
compliant content of an active substance (Table 6). More
details on inspections of pharmacies will be published Vestnik
SUKL (SUKL Bulletin), no. 6.

In relation to the activity of pharmacies, healthcare
establishments providing health care, and vendors of selected
pharmaceuticals, 51 reports were handled in 2006 that had
drawn the SUKL’s attention to breaches of several provisions
of the Act no. 79/1997 Coll.,, on Pharmaceuticals. Reports
concerning pharmacies were related to insufficient number of
personnel or a suspicion that a pharmacy material and technical
equipment did not meet the requirements of the Regulation no.
49/1993 Coll. Most inspections in healthcare establishments
were focused on unauthorised dispensing of pharmaceuticals
directly to patients in consulting rooms, and inadequate method
of storing pharmaceuticals.



Tabulka 6. Podil jednotlivych typu zavad
Percentage of the various types of defects

Table 6.

DOZOR V OBLASTI VYROBY LECIV,
SPRAVNE LABORATORNI A KLINICKE
PRAXE

5.8.

Vyroba lé€iv

Aktualizované seznamy dozorovanych provozovateld
v oblasti vyroby a vyzkumu leciv jsou uvedeny na inter-
netové strance SUKL.

V oblasti vyrobcl (véetné zafizeni transfuzni sluzby) bylo
prijato celkem 103 zadosti o vydani povoleni vyroby nebo
jejich zmény (tab.1). Pocet pfipadd prevadénych mezi
jednotlivymi lety odpovida intervalu pro vyfizeni Zadosti.
Pocet povoleni vyroby vydanych pro vyrobce véetné ZTS
zaznamenal mirny narast (15 novych povoleni v roce
2006 oproti 10 v roce 2005). V pfipadé zmén povoleni
nedo$lo k vyraznéjsi zméné oproti pfedchozimu roku,
vySSi byl po€et Zadosti o zruSeni povoleni vyroby.
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SUPERVISION IN THE AREAS OF
MANUFACTURE, GOOD LABORATORY AND
CLINICAL PRACTICES

5.8.

Manufacture of pharmaceuticals

Updated lists of supervised operators in the area of manufacture
and research of pharmaceuticals are accessible on the SUKL's
website.

In the area of manufacturers (including blood service centres),
a total of 103 applications for the issuance of manufacturing
authorisations or variation thereto (Table 1). The number of
cases pending from previous years corresponds to the period
of the processing of applications. The number of manufacturing
authorisations issued to manufacturers, including blood service
centres, showed a moderate increase (15 new authorisations
in 2006 as against 10 in 2005). In case of variations to
authorisations, there was virtually no change in comparison with
the previous year; there was a higher number of applications
for withdrawal of manufacturing authorisation.



Tabulka 1. Agenda zadosti v oblasti vyroby léciv
Table 1. Applications in the area of manufacture of pharmaceuticals




Bylo provedeno celkem 158 inspekci, jejichz povahu
uvadi tabulka 2. Nebylo zaznamenano zadné celko-
vé neuspokojivé hodnoceni (v roce 2005 hodnoceno
neuspokojivé 7 subjektd), v 5-ti pfipadech vSak doSlo
u vyrobcu lécivych pfipravkl k poruseni zakona o léci-
vech. Plan naslednych kontrol byl plnén u vSech regu-
lovanych subjektt a byl dodrZovan interval inspekci sta-
noveny vyhlaskou. Uroven kvality prace vyrobcu véetné
ZTS je podle zaveérl kontrol stabilni.

Tabulka 2. Provedené kontroly a jejich vysledky
Performed inspections and their outcomes

Table 2.

A total of 158 inspections were performed; their character is
given in Table 2. No generally unsatisfactory evaluation was
made (seven entities had been evaluated as unsatisfactory in
2005), but breaches of the Pharmaceuticals Act were found
in five cases among manufacturers of medicinal products.
The plan of follow-up inspections was fulfilled for all regulated
entities, and the interval of inspections set down by a regulation
was complied with. The inspection conclusions showed that
the level of quality of manufacturers, including blood service
centres, was stable.

Bylo vydano celkem 390 rliznych certifikatl, z ¢ehoz je
obdobné jako v minulych letech nejvyssi pocet certifikatd
vydanych na IéCivé pfipravky (342). VSechny certifikaty
byly vydany ve 30-ti denni lhaté.

A total of 390 different certificates were issued, the largest
number of which (342) for medicinal products, just like in the
previous years. All certificates were issued in the statutory 30-
day time limit.



Tabulka 3. Vydané certifikaty
Table 3.

Issued certificates

Pozn.: SLP — Spravna laboratorni praxe, SVP — Spravna vyrobni praxe, MRA — Mutual Recognition Agreement
Note: GLP — Good Laboratory Practice; GMP — Good Manufacturing Practice; MRA — Mutual Recognition

Agreement

V ramci registraéni agendy bylo posouzeno 1 678 pfi-
padl plnéni podminek SVP (Spravna vyrobni praxe),
vSechny byly v terminu vyfFizeny.

V oblasti zavad v jakosti [éCiv byl pocCet pfijatych podnétd
na urovni pfedchoziho roku - vétSina se tykala IéCivych
pfipravkl. Ve vSech pfipadech zasahy provadéli sami
provozovatelé, SUKL jejich opatfeni pouze monitoroval
¢i korigoval. Byly rozeslany 4 ,Rychlé vystrahy® SUKL
a 2 ,Rapid Alerty* do zahrani¢i. O vSech staZzenych
pfipravcich byl terén informovan prostfednictvim inter-
netovych stranek SUKL, Zdravotnickych novin, Véstniku
SUKL a v mésicnich intervalech byly informovany také
Krajské ufady a dalSi instituce, prostfednictvim elektro-
nické posty také distributofi 1&¢ivych pfipravkl a nékteré
lékarny.

Prostfednictvim systému rychlého varovani (Rapid Alert
System) zemi EU, s nimiz ma EU uzavienu tzv. doho-
du o vzajemném uznavani (MRA - Mutual Recognition
Agreement) a zemi, jejichz lékové agentury jsou Cle-
ny organizace Pharmaceutical Inspection Co-operation
scheme (PIC/S) ustav pravidelné pfijima a vyhodnocu-
je informace o zavadach v jakosti 1éCiv. Pocet téchto
podnétd je srovnatelny s minulymi lety. Na zakladé
ziskanych informaci systémem rychlého varovani bylo
provedeno 10 zasahu. Dobfe probiha vzajemna vyména
informaci se SUKL v Bratislavé. Ze strany SUKL bylo
obdrzeno 19 podnétu.
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In the framework of authorisation work, 1,678 cases of
compliance with GMP were evaluated; all of them were
processed within the time limit.

In the area of defects of the quality of pharmaceuticals, the
number of received reports was on the previous year’s level —
most of them were related to medicinal products. Interventions
in all the cases were carried out by operators themselves;
the SUKL just monitored or corrected their measures. Four
SUKL Rapid Alerts were sent out, and two Rapid Alerts
to regulators abroad. The field was informed about all the
withdrawn products through the SUKL website, Zdravotnicke
noviny (Medical Gazette), Vestnik SUKL (SUKL Bulletin) and
monthly information reports were sent to regional authorities
and other institutions, and e-mails were also sent to distributors
of medicinal products and some pharmacies.

Through the Rapid Alert System of the EU Member States
with which the EU has a Mutual Recognition Agreement
(MRA) and those whose drug control agencies are members
of the Pharmaceutical Inspection Cooperation scheme (PIC/
S), the Institute regularly receives and evaluates information
on defects in the quality of pharmaceuticals. The number
of these reports is comparable to that of the previous year.
On the basis of information acquired through the Rapid Alert
System, ten interventions were made. There has been a good
mutual exchange of information with the Slovak SUKL based
in Bratislava. Nineteen reports were received from the Slovak
SUKL.



Tabulka 4. Zavady v jakosti
Quality defects

Table 4.

Spravna laboratorni praxe (SLP): V r. 2006 bylo evido-
vano celkem 10 drzitell Certifikatu spravné laboratorni
praxe s prevazujicim rozsahem c&innosti ,toxikologické
studie®, ktefi jsou zafazeni do Narodniho programu SLP.
V r. 2006 bylo inspektovano obdobné jako v pfedchozim
roce 6 drzitel certifikatu SLP.

Spravna klinicka praxe (SKP): V prabéhu roku byly
provadény systematické inspekce multicentrickych etic-
kych komisi. Tyto inspekce byly podkladem pro ziskani
statutu etickych komisi opravnénych k posuzovani mul-
ticentrickych klinickych hodnoceni. Dale byly provedeny
2 inspekce SKP na podnéty pacientl a bylo zahajeno
provadéni inspekci systému farmakovigilance u drzitel(
povoleni k registraci.

Pracovniky dozoru v oblasti vyroby, spravné laboratorni
a klinické praxe bylo v roce 2006 pfedano vice nez 20
podnétl k Setfeni a ulozeny 3 pokuty v celkové vysSi
339 000 K¢.
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Good Laboratory Practice (GLP): A total of ten holders of the
certificate Good Laboratory Practice were registered in 2006
with toxicological studies as the prevailing scope of activities,
which are included in the National Programme of GLP. Similarly
to the previous year, six GLP certificate holders were inspected
in 2006.

Good Clinical Practice (GCP): Systematic inspections of multi-
centric ethics committees were carried out in the course of the
year 2006. These inspections served as a basis for recognition
of the statute of ethics committees authorised to evaluate
multi-centric clinical trials. Furthermore, two GCP inspections
were made on the patients’ initiative, and inspections started
to be made of the pharmacovigilance system at marketing
authorisation holders.

In 2006, inspectors in the area of manufacture, GLP a GCP
submitted over 20 reports for examination and imposed three
penalties in a total amount of CZK 339,000.



59 DOZOR V OBLASTI REKLAMY NA LECIVE
PRIPRAVKY

V roce 2006 se ustav zabyval celkem 84 podnéty
na podezfeni poruseni zakona €. 40/1995 Sb., o regu-
laci reklamy, ve znéni pozdéjSich predpist. Vzhledem
k vysokému poctu podnétl pfijatych v roce 2005 zUstalo
46 pripadu ke konci roku 2005 nedofeSenych. V roce
2006 ustav obdrzel 38 podnétl tykajicich se reklamy
na humanni lécivé pfipravky (plvod podnétd viz tab. 1).
V ramci dozorové &innosti nad reklamou na lé€ivé pfi-
pravky bylo v roce 2006 dofeSeno celkem 44 ptipadu.

Tabulka 1.
Table 1.

5.9 SUPERVISION IN THE AREA OF ADVERTISING
OF MEDICINAL PRODUCTS

In the course of 2006, the Institute dealt with a total of 84
reports on suspected breaches of Act no. 40/1995 Coll., on
Regulation of Advertising, as amended. In view of the large
number of reports received in 2005, 46 cases remained
pending by the end of the year. In 2006, the Institute received
38 reports related to advertising of human medicinal products
(see Table 1 for the origin of reports). In the framework of
surveillance over advertising of medicinal products, a total of
44 cases were solved in 2006.

Podnéty na poruseni zakona o reklamé pfijaté v roce 2006
Reports of breaches of the Advertising Act received in 2006

Pfedmétem Setfenych reklam &i reklamnich aktivit byly
z 82 % humanni IéCivé pfipravky, z 16 % potraviny (do-
plfky stravy) a ze 2 % jiné sluzby. Z podskupiny 1éCivych
pfipravkd byly predmétem Setfenych podnétd v 71 %
pfipadl ptFipravky preskripéné vazané a v 29 % volné
prodejné lécivé pfipravky (viz tab.2).

The examined advertisements or advertising activi-
ties had the following subjects: 82 % human medicinal
products, 16 % foodstuffs (food additives) and 2 % other
services. In the subgroup of medicinal products, 71 %
examined reports corresponded to prescription-only
drugs (Rx) and 29 % to OTCs (Table 2).

Tabulka 2. Struktura obdrzenych podnéti podle propagovaného produktu

Table 2.

Structure of received reports according to the advertised product

Dopliky stravy tvofily znacnou ¢ast agendy dozoru nad
reklamou. Do fijna roku 2006 SUKL vydaval odborna
stanoviska ke zpusobu prezentace dopliku stravy na
zadost krajskych zivnostenskych uafadd (KZU) nebo
Rady pro rozhlasové a televizni vysilani (RRTV). Na
zakladé domluvy mezi zastupci SUKL, RRTV a Statniho
zdravotniho Ustavu (SZU) prevzal agendu posuzovani
pfipadnych zdravotnich tvrzeni v reklamé na potraviny
SZU.

Z duvodu castych podnéti na zalezitosti tykajici se
reklamy a obal( doplikd stravy SUKL zvefejnil prehled
organl prislusnych k Setfeni takovych podnétll nebo
stiznosti na svych webovych strankach:
http://www.sukl.cz/_download/cs22reklamalp/dozoro-
ve_organy.rtf a informoval o tom zastupce zajmovych
skupin.

Food additives constituted the bulk of advertising surveillance.
Until October 2006 the SUKL was issuing expert opinions
on the methods of presentation of food additives upon
request of regional trade licensing authorities or the Council
for Radio and TV Broadcasting (RRTV). On the basis of an
agreement between representatives of the SUKL, RRTV and
the National Public Health Institute (SZU), the SUKL took over
the SZU’s assignment to evaluate possible medical statements
in advertising.

Owing to frequent reports on matters related to advertising and
packages of food additives, the SUKL published a survey of
agencies authorised to examine such reports on its website:
http://www.sukl.cz/_download/cs22reklamalp/dozorove _
organy.rtf and informed interest groups representatives on it.



SUKL ved| na zékladé podnétd spravni Fizeni v 32 %
Setfenych pfipadu. V 18 % podnétd se jednalo o pfipady,
které SUKL postoupil pfislusnym organdm nebo vratil
oznamovateli. Ze 44 uzavrenych pfipadl byla v 5 pfipa-
dech udélena pokuta, pficemz celkova vyse ulozenych
pokut dosahla ¢astky sedm set dvacet tisic korun. Jeden
zadavatel reklamy se proti rozhodnuti o udéleni pokuty
odvolal (viz tab. 3). NejvysSi pokuta (200 000 K¢) v roce
2006 byla ulozena zadavateli za klamavou reklamu, kte-
ra uvadéla udaje o preskripéné vazaném pfipravku, které
byly v rozporu s SPC propagovaného pfipravku. V tomto
pfipadé byli mirnou pokutou (5.000 K&) sankcionovani
také zpracovatelé pfedmétné reklamy.

Podnéty na Setfeni mozného porudeni zakona o reklamé
se tykaly v 53 % reklamy zaméfené na Sirokou vefejnost,
ve 47 % reklamy urCené odborné vefejnosti. Nejvétsi
objem Setfenych podnétd (90 %) pfedstavovala reklama
v komunikacnich médich, sponzorovani a poskytovani
dar( tvofilo 5 % pfipad(, poskytovani reklamnich vzorki
[éCivych pFipravkd 2,5 %, postmarketingové studie se na
Setfenych pfipadech podilely 2,5 %.

On the basis of reports, the SUKL conducted administrative
procedures in 32 % of examined cases. In 18 % of cases
the SUKL forwarded the reports to the competent authorities
or returned to announcers. Out of 44 concluded cases, five
penalties were imposed and the total amount of penalties
reached CZK 720,000. One advertisement sponsor appealed
against the imposed penalty (Table 3). The biggest penalty
(CZK 200,000) in 2006 was imposed on a sponsor for
misleading advertising, which presented data on a prescription-
only drug that were in contradiction with SPC of the advertised
product. In this case also the authors of the advertisement in
question were imposed a moderate penalty (CZK 5,000).

Reports on alleged breaches of the law on advertising were
related to 53 % of advertising targeted at the general public,
while 47 % of advertising was designed for the professional
public. The biggest volume of examined reports (90 %)
corresponded to advertising in mass media; sponsoring and
donations represented 5 % of cases, provision of promotional
samples of medicinal products 2.5 %, and postmarketing
studies constituted 2.5 % of the examined cases.

Tabulka 3. Uzaviené pripady feSené ve vztahu k poruseni zakona o reklamé na lé¢ivé pripravky

Table 3.

Concluded cases of a breach of regulations in the area of advertising of medicinal products

* KZU, RRTV, Statni zemédélské a potravinarské inspekci, Ceské obchodni inspekci aj.
* To regional trade licensing authorities, RRTV, State Agricultural and Food Inspection, Czech Commercial Inspection,
etc.



V ramci prevence porusovani zakona o reklamé posky-
toval SUKL na Zadost pfedb&zZna stanoviska k planova-
nym reklamnim aktivitam a posuzoval jesté nezvefejné-
né navrhy reklam.

In the framework of prevention of alleged breaches of
the law on advertising, the Institute issued preliminary
opinions requested on planned advertising activities, and
it assessed still unpublished draft advertisements.

Tabulka 4. Predbézna stanoviska a posouzeni reklam na HLP za rok 2006
Preliminary opinions and assessments of HMPs advertising in 2006

Table 4.

510 ZDRAVOTNICKE PROSTREDKY

V oblasti zdravotnickych prostfedkl (ZP) zajistoval ustav
v roce 2006 ¢innosti kontrolniho charakteru v souladu se
zakonem €. 123/2000 Sb., o zdravotnickych prostfedcich
ve znéni pozdéjSich predpisu (dale jen ,zakon o zdravot-
nickych prostfedcich®).

Tabulka 1.
¢innosti
Table1.
activity

5.10 MEDICAL DEVICES

In the area of medical devices, the Institute carried out activities
of inspection character in 2006 in conformity with Act no.
123/2000 Coll., on Medical Devices, as amended (hereinafter
only the “Medical Devices Act”).

Prehled o inspekcich a zavadach u zdravotnickych prostredkt zjisténych v ramci kontrolni

Overview of inspections and defects found in the area of MDs in the framework of inspection

Pozn.: ZP — zdravotnicky prostfedek, KH ZP — klinické hodnoceni ZP, KZ ZP — klinicka zkouSka ZP, NP ZP
— nezadouci pfihoda ZP.
Note: MD — medical device; CT MD — clinical trial of MD; CTest MD — clinical test of MD; Al MD — adverse incident
of MD.

Zavady v oblasti kontrol zdravotnickych prostfedku:

drobné - nepredstavuji ve svém disledku ohrozeni zdravi pacientl
vyznamné - mohou ohrozit zdravi nebo vést k chybnému zplsobu 1é¢by
kritické - disledkem muze byt zavazné ohrozZeni zdravi nebo Zivota.

Defects in the area of MD inspections:

Minor defects — their consequence does not represent a danger to patients
Major defects — can pose a danger to health or lead to an erroneous treatment method
Critical defects — their consequence can be a serious danger to health or life



Kontroly zdravotnickych prostiedkili u poskytova-
telti zdravotni péce ve statnich i nestatnich zdravot-
nickych zafizenich byly stejné jako v pfedchazejicich
letech zaméfeny pfevazné na aktivni ZP se zvySenym
rizikem pro uzivatele nebo tfeti osoby (klasifikacni tfida
IIb a ¢aste¢né lla) — napf. ventilatory plic, pFistroje ane-
steziologické, monitory vitalnich funkci, pfistroje vyso-
kofrekvenéni chirurgické, defibrildtory, pfistroje RTG,
inkubatory, infuzni pumpy apod. Mezi 81 kontrolova-
nymi subjekty byly nemocnice vcetné fakultnich, dale
sdruzena zdravotnicka zafizeni, psychiatrické |éCebny,
lazné, zdravotnické zachranné sluzby, stomatologické
ambulance, soukromé ordinace apod.

Pozornost pfi kontrolach byla soustfedéna pfedevSim na
splnéni pozadavkl § 52 zakona o zdravotnickych pro-
stfedcich, ktery uklada poskytovatelim zdravotni péce
proverit stav ZP klasifika¢ni tfidy Il a llb. ZP uvedené
do provozu pied 1. lednem 1991 mély byt provéfeny do
konce roku 2004, ZP uvedené do provozu v obdobi od 1.
ledna 1991 do 31. 12. 1999 mély byt provéfeny do kon-
ce roku 2005. Kontroly zahrnovaly i ZP, u kterych mélo
byt provedeno nasledné provéreni stavu (zkontrolovano
915 ZP). Dale bylo pfi kontrolach zjistovano, zda posky-
tovatelé plni pozadavky § 40 zakona o zdravotnickych
prostfedcich, které souvisi se zajiSténim bezpeclnosti
a funk&nosti u ZP pofizenych v dobé platnosti zdkona
(zkontrolovano 284 ZP) a rovnéz spinéni podminek pro
pouzivani pfi poskytovani zdravotni péce (oznaceni
znackou shody CE, prohlaseni o shodé).

Mezi zjisténé zavady patfi zejména nedostate¢né vede-
na evidence pouzivanych zdravotnickych prostfedku
(u 22 subjektd) dale pak chybéjici navody k pouziti,
nedostate¢né zaznamy o servisu, udrzbé a instruktazi
odborné obsluhy. V roce 2006 bylo sice inspekcemi
zjisténo, Ze vétSina kontrolovanych subjektd provéreni
technického stavu ZP provedla v souladu se zakonem
o zdravotnickych prostfedcich, ale nékterymi poskyto-
vateli nebylo provéfeni provedeno dusledné. Zjisténé
zavady pak byly vyhodnoceny jako kritické, jednalo se
zejména o pouzivani ZP bez provéreni stavu nebo bez
nasledného proveéfeni stavu stanoveného servisni orga-
nizaci a nebo nebyly odstranény zavady zjisténé u ZP
provéfenim. Pfevaznou ¢ast kritickych zavad poskytova-
telé po provedenych inspekcich ve stanoveném terminu
odstranili.

Na zakladé poruseni nebo nesplnéni povinnosti stano-
venych zakonem o zdravotnickych prostfedcich byla 15
poskytovatelim zdravotni péce uloZena pokuta v celko-
ve vysi 457 826 KC a s dalSimi 17 bylo zahajeno spravni
fizeni. Rada poskytovatell na zakladé téchto provérek
provedla redukci poctu starSich a malo pouzivanych ZP,
nebot jejich dals$i udrzovani v odpovidajicim technickém
stavu a nasledné provérovani dle zakona o zdravotnic-
kych prostfedcich by bylo pro né neefektivni.

Z vySe uvedeného je patrné, Ze ani po Sesti letech plat-
nosti zakona o zdravotnickych prostfedcich nejsou jeho
pozadavky a povinnosti pro poskytovatele zdravotni
péce jednotlivymi subjekty dostatecné naplnény.

Kontroly provadeéni klinického hodnoceni a klinickych
zkousek zdravotnickych prostiedkll u poskytovatelt
zdravotni péce byly zaméreny na hodnoceni ZP ve tfidé
rizika |, lla a llb, v pfipadé klinické zkouSky byly nékteré
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Inspections of medical devices at healthcare providers in
state and non-state healthcare establishments were focused,
just like in the previous years, chiefly on active MDs, presenting
higher risks to users or third persons (class Ilb and partly lla)
- e.g. lung ventilators, anesthesiological tools, vital functions
monitors, surgical high-frequency apparatus, defibrillators, x-ray
apparatus, incubators, infusion pumps, etc. The 81 inspected
entities comprised hospitals, including university hospitals,
associated healthcare establishments, psychiatric hospitals,
spas, ambulance services, dental outpatients’ departments,
private doctors, etc.

Attention at inspections was focused chiefly on the compliance
with the requirements of Section 52 of the Medical Devices
Act, which obliges healthcare providers to check the technical
condition medical devices of classes Ill and Ilb. MDs put into
operation before 1 January 1991 were supposed to be checked
by the end of 2004, MDs put into operation from 1 January
1991 to 31 December 1999 should have been checked by the
end of 2005. Inspections also included MDs where a follow-up
conditions checking was scheduled (915 MDs were checked).
Furthermore, inspections examined whether providers complied
with the requirements of Section 40 of the Medical Devices Act,
which are related to the guaranteeing of safety and functionality
of MDs acquired during the validity of the law (284 MDs were
checked), and also the compliance with the conditions of use
in the provision of health care (identification with a CE symbol/
statement of compliance).

The main identified defects include poorly kept records of
MDs in use (at 22 entities), missing instructions for use,
deficiencies in records of service, maintenance and instructions
to operators. Inspections made in 2006 found out that most
inspected entities checked the technical conditions of MDs in
conformity with the medical Devices Act, but some providers
did not make a consistent checking. The identified defects
were then assessed as critical; this mainly applied to the use of
MDs without condition checking or without follow-up condition
checking specified by a service organisation and/or defects
identified in a check of MDs failed to be eliminated.

Most critical defects were eliminated after inspections by
providers within the established time limit.

On the basis of a breach or non-fulfilment of obligations set
forth in the Medical Devices Act, a penalty was imposed on 15
healthcare providersin a total amount of CZK 457,826, and an
administrative procedure was initiated with other 17 providers.
Following these inspections, a series of providers reduced the
number of obsolete and underused MDs because their further
keeping in a good technical condition and subsequent checking
pursuant to the Medical Devices Act would be inefficient for
them.

The above text clearly shows that after six years of validity
of the Medical Devices Act, its requirements concerning
healthcare providers are not sufficiently fulfilled.

Inspections of clinical trials and clinical tests of medical
devices at healthcare providers were focused on the
evaluation of MDs in the risk classes |, lla and llb; in case
of clinical tests, some MDs were included in class lll. The
selection of centres to be inspected was based on the list
of healthcare establishments authorised by the MoH CR to
perform clinical trials and tests of MDs.

Table 1 shows the number of inspections in which a total of
53 MDs were inspected, 48 of which in the framework clinical



ZP zafazeny do klasifikacni tfidy IIl. Pfi vybéru kontrolo-
vanych pracovist se vychazelo ze seznamu zdravotnic-
kych zafizeni, ktera byla MZ CR povéfena k provadéni
klinického hodnoceni a klinické zkousky ZP.

Pfi vySe uvedeném poctu inspekci (viz tab. 1) bylo zkon-
trolovano celkem 53 ZP, z toho 48 v ramci klinického
hodnoceni na zakladé literarni reSerSe a 5 v ramci kon-
troly klinické zkousky. Pocet zjisténych zavad je rovnéz
uveden v tabulce 1. Zji§téna vyznamna zavada u klinic-
kého hodnoceni se tykala neuzavieni pisemné dohody
o provedeni KH ZP mezi statutarnim organem zadavate-
le a zkouSejicim. V pfipadé KZ ZP se zjisténé vyznamné
zavady tykaly nedostatecné vyplnénych zaznam( o sub-
jektech klinické zkou8ky. V8echny zjist€né zavady byly
ve stanoveném terminu odstranény a nevznikl divod pro
zahajeni spravniho Fizeni. Z vysledkd kontrol vyplyva,
ze vétsina pracovist povéfenych k provadeéni klinického
hodnoceni a klinické zkousky ZP postupuje pfi jejich pro-
vadéni v souladu s poZadavky zakona o zdravotnickych
prostfedcich.

Setieni nezadoucich pfihod. V ramci Setfeni nezadou-
cich pfihod s mistem vzniku na uzemi Ceské republiky
bylo provedeno 13 kontrol. Z toho bylo provedeno 5
kontrol za Ucasti inspektord Ceské obchodni inspekce.
Pfi monitorovani napravnych a preventivnich opatfenich
vyplyvajicich z hlaseni od vyrobctl, zplnomocnénych
zastupcl, distributorll nebo narodnich kompetentnich
autorit byly pfednostné Setfeny ty, které mély vztah k ZP
uvedenym na trh v Ceské republice.

Z celkového poctu pfijatych hlaseni se 80 % bezpro-
stfedné tykalo ZP, které jsou distribuovany na Ceském
trhu. NejvyssSi narlst prijatych hlaseni byl zaznamenan
v kategorii 10 (tab. 2).
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trials on the basis of bibliographic research, and five in the
framework of clinical tests. The number of discovered defects
is also shown in Table 1. As to clinical trials, major defects
were related to the inexistence of a written agreement of
the execution of clinical trials of MDs between the sponsor’s
statutory body and the examiner. In case of clinical tests of
MDs, major defects were related to incomplete records of
the subjects of a clinical test. All the discovered defects were
removed in the established time limit, so there was no reason
for opening an administrative procedure. The inspection results
show that most centres authorised to carry out clinical trials and
tests of MDs proceed in conformity with the requirements of the
Medical Devices Act.

Investigation of adverse incidents. In the framework of the
investigation of adverse incidents that occured on the territory
of the Czech Republic, 13 inspections were made, five of which
were carried out with the involvement of inspectors of the
Czech Commercial Inspection.

In the monitoring of corrective and preventive measures
stemming from reports from manufacturers, authorised
representatives, distributors or competent national authorities,
priority was given to those incidents that were related to MDs
placed on the Czech market.

Out of the total number of received reports, 80 % were related
directly to MDs marketed in the Czech Republic. The biggest
increase of received reports was in category 10 (Table 2).



Tabulka 2. Struktura pfijatych hlaseni NP ZP a hlaseni napravnych a preventivnich opatienich u ZP podle
kategorie dle normy CSN EN ISO 15 225

Table 2. Structure of received reports on adverse incidents and reports on corrective and preventive

measures for MDs by categories according to the standard CSN EN ISO 15 225




5.11 PROSAZOVANi PRAVA

V roce 2006 pokraCoval ustav v aktivité zaméfené na
prosazovani prava - tzv. enforcement. Jedna se o oblast
neopravnéného (nelegalniho) zachazeni s 1éCivymi pfi-
pravky, zejména vySetfovani a postih pfipadd, kdy jsou
[&Civé pfipravky distribuovany a prodavany osobami bez
prislusného povoleni, a dale o oblast monitoringu inter-
netového prostfedi, ve kterém probiha €erny trh s 1&¢i-
vymi pfipravky, v€etné pfipravk(l vazanych na Iékarsky
predpis.

V prabéhu roku 2006 pokracovala Uzka spoluprace
s Celni spravou, se kterou bylo v soucinnosti provedeno
9 kontrol neopravnénych prodejct 1éCivych pfipravkl na
trznicich, pfi nichz bylo zajisténo 1 016 baleni IéCivych
pripravkl pro Ucely spravniho fizeni. Spoluprace s Celni
spravou probihala nadale i v oblasti nelegalnich dovozd
[éCivych pFipravkl ze tfetich zemi do CR, které se usku-
teChuji prostfednictvim postovnich zasilek. Zpravidla se
jedna o lecive pripravky ze tretich zemi, které nejsou
v CR registrované a které jsou do CR zasilany za ucelem
jejich dalSiho prodeje na ¢erném trhu. Kvalita takto zasi-
lanych léCivych pfipravkd je €asto nevyhovujici, 1&Civé
pfipravky nemaji originalni obaly, baleni byvaji poruSe-
na, u pripravkl nebyva pfilozena pfibalova informace
apod. Béhem roku 2006 celni ufady v soucinnosti s usta-
vem zadrzely a nepropustily celkem 10 zasilek sméfuji-
cich do CR ze tfetich zemi. Zasilky obsahovaly léCivé
pfipravky v mnozstvi odpovidajicim dovozu obchodni
povahy (zejména anabolické steroidy, pfipravky na
hubnuti a 1&Civé pfipravky na I1éCbu erektilni dysfunkce).
V roce 2006 byly v CR zjistény 4 pripady padélki 1&&i-
vych pfipravku (Viagra, Cialis, Spiropent a Testosteron).
Pfipravky oznaCené Viagra a Testosteron byly proda-
vany prostiednictvim internetu a pfipravky oznaceneé
Spiropent a Cialis byly zaslany do CR ze tfetich zemi.
Tyto pfipady jsou vySetfovany ve spolupraci s Policii CR
i s drziteli rozhodnuti o registraci a ustav o nich informo-
val vefejnost na svych webovych strankach.

V ramci enforcementu bylo zjisténo celkem 34 webovych
stranek, na kterych byly v rozporu s pravnimi pfedpisy
nabizeny |éCivé pFipravky, zejména anabolické steroidy,
pripravky na hubnuti &i pFipravky na lé&bu erektilni dys-
funkce. Trestni oznameni Ustav podal na provozovatele
23 webovych stranek, a to pro podezfeni z trestné Cin-
nosti, 7 webovych stranek bylo odstranéno ve spolupraci
s Policii CR ¢&i na zadost Ustavu poskytovatelem inter-
netovych sluzeb. V ramci &innosti enforcement podal
ustav v roce 2006 Policii CR a celnim Gfadiim celkem 22
odbornych vyjadfeni k léCivym pFipravkiim, a to obvykle
za UCelem provéreni nelegalni Cinnosti. Dale bylo prove-
deno 15 kontrolnich nakupud s cilem provéfeni podnétu,
prokazani nelegalniho prodeje |é&ivych pfipravkl i
monitorovani kvality pfipravk( na ¢erném trhu.

Ustav v roce 2006 Setfil v ramci prosazovani prava
celkem 41 podnétu, z nichz 21 obdrzel od zahrani¢nich
regulacnich organu. V roce 2006 bylo vedeno celkem 12
spravnich fizeni ve véci neopravnéného zachazeni s 1&Ci-
vy a byly udéleny pokuty v celkové vysi 830 125,- K&.

Ustav pfi své &innosti prosazovani prava spolupracuje
kromé Celni spravy a Policie CR také se Statni zemé-
délskou a potravinarskou inspekci, Ceskou obchodni
inspekci a zivnostenskymi ufady. Pokracovano je také
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5.11 LAW ENFORCEMENT

The year 2006 saw the continuation of the Institute’s activity
aimed at law enforcement. It is the area of unauthorised (illicit)
handling of medicinal products, especially the investigation and
punishment of cases when medicinal products are distributed
and sold by persons without an appropriate licence, and the
area of monitoring the internet environment where there is a
black market of pharmaceuticals, including prescription-only
products.

A close cooperation continued in the course of the year 2006
with the Customs Administration, in coordination with which
nine inspections were made at unauthorised vendors of
medicinal products in market places where 1,016 packages of
medicinal products were seized for the purpose administrative
procedure. The cooperation with the Customs Administration
also continued in the area of illegal imports of medicinal
products from third countries to the CR, which have the form
of postal consignment. This generally applies to medicinal
products from third countries that are not authorisedin the CR
and are sent to the CR for the purpose of resale on the black
market. The quality of such medicinal products is often poor;
they do not come in original packages, packages are altered,
patient information leaflets are missing, etc. In the course of
2006, customs authorities in coordination with the Institute
seized and not released a total of ten consignments bound
for the CR from third countries. The consignments contained
medicinal products in a quantity corresponding to an import
of commercial nature (namely anabolic steroids, products for
slimming and medicinal products for the treatment of erectile
dysfunction). In 2006, four cases of counterfeits of medicinal
products were detected in the CR (Viagra, Cialis, Spiropent
and Testosteron). Products labelled as Viagra and Testosteron
were sold on the internet, while products labelled as Spiropent
and Cialis were sent to the CR from third countries. These
cases were investigated in cooperation with the Police and
marketing authorisation holders, and the Institute informed the
public about them on its website.

In the framework of law enforcement, a total of 34 websites were
found where, in contradiction to legal regulations, medicinal
products, especially anabolic steroids, products for slimming
or for the treatment of erectile dysfunction were offered. The
Institute lodged a criminal complaint operators of 23 websites
on suspected criminal activity, seven websites were eliminated
in cooperation with the Police of the CR or at the Institute’s
request by internet services providers. In the framework of
law enforcement in 2006, the Institute made for the Police of
the CR or customs authorities a total of 22 expert opinions
on medicinal products, generally for the purpose of illegal
activity examination. Furthermore, 15 control purchases were
made with the aim of checking reports, proving illegal sale of
medicinal products or monitoring the quality of products on the
black market.

In 2006, the Institute investigated a total of 41 reports in the
area of law enforcement, 21 of which came from foreign
regulatory agencies. In 2006, the Institute conducted a total
of 12 administrative proceedings in the area of unauthorised
handling of medicinal products, and penalties in a total amount
of CZK 830,125 were imposed.

In its law enforcement activity, the Institute cooperates not only
with the Customs Administration and the Police of the CR,
but also with the State Agricultural and Food Inspection, the
Czech Commercial Inspection and trade licensing authorities.



v Uspésné spolupraci se zahrani¢nimi regulacnimi orga-
ny, zejména inspektoraty, Iékovymi agenturami a spe-
cialnimi ,enforcement jednotkami® jednotlivych statd.
S témito regulacnimi organy ustav dlouhodobé spolupra-
cuje na vysSetfovani pfipadd, které maji ¢i by mohly mit
mezinarodni dopad.

5.12 TVORBA NOREM A LEKOPISNA CINNOST

V oblasti normotvorné ¢innosti bylo v roce 2006 komen-
tovano 40 navrh( preklad( evropskych norem a 6 nor-
maliza¢nich dokumentt z oblasti ISO a CEN.

Byl pfipraven rukopis Ceského Iékopisu 2005 — Doplriku
2006 (dale jen CL 2005 — Dopl. 2006). Toto vydani obsa-
huje v Evropské ¢asti preklady textll tfetiho az patého
dopliiku patého vydani Evropského lékopisu (dale jen
Ph. Eur.), coz je celkem 311 textd, ti. 8 novych stati
a obecnych ¢lanku, 37 reviznich stati a obecnych ¢lankd,
68 novych ¢lankd (z toho 11 lankud IéCivych pripravkd)
a 199 reviznich ¢lankl (z toho 31 ¢lankud lécivych pfi-
pravka).

V Narodni &asti byly v obecné Casti doplnény a revi-
dovany Tabulky | az VI a Tabulky IX a XII, ve special-
ni Casti byly revidovany 2 ¢lanky. Z Narodni ¢asti CL
2005 —Dopl. 2006 byly vypustény celkem 4 ¢lanky, které
byly nahrazeny ¢lanky evropskymi.

Soucasné byly pfipraveny podklady a korektury CD-
ROMu, ktery obsahuje vSechny platné texty Evropské
i Narodni ¢asti CL 2005 a CL 2005 —Dopl. 2006 (tab. 1).

Tabulka 1. Cesky lIékopis
Czech Pharmacopeia

Table 1.

A successful cooperation has been also continuing with foreign
regulatory agencies, especially inspectorates, drug control
agencies and special enforcement units of individual states.
The Institute maintains a long-term collaboration with these
regulatory agencies in investigating cases that have or could
have international impact.

5.12 SETTING OF STANDARDS AND
PHARMACOPOEIAL ACTIVITIES

In the year 2006, in the area of standard-setting activity, the
Institute commented on 40 draft translations of European
standards and six standardisation documents in the sphere of
ISO and CEN.

The manuscript was prepared of the Czech Pharmacopoeia
2005 — Supplement 2006 (hereinafter only “Cz. Ph. — Suppl.
2006"). The European part of this issue contains translated
texts of the third to fifth supplements of the European
Pharmacopoeia (hereinafter only “Ph. Eur.”), which totals 311
texts, i.e. eight new treatises and general articles, 37 review
treatises and general articles, 68 new articles (11 of which are
articles on medicinal products) and 199 review articles (31 of
which are articles on medicinal products).

Tables I-IV and Tables IX-XIl of the general section of the
national part were amended and reviewed, and two articles
were reviewed in the special section. In the national part of Cz.
Ph. — Suppl. 2006, four articles were cancelled and replaced
with European ones.

At the same time, data and proofs are prepared for a CD-ROM,
which includes all the valid texts of the European and national
part of Cz. Ph. 2005 and Cz. Ph. — Suppl. 2006 (Table 1).

Ustav se aktivné podili na praci Lékopisné komise MZ
a jejich odbornych sekci.

The Institute has been actively involved in the work of the
Pharmacopoeial Commission of the MoH and its specialised
sections.



5.13 TWINNINGOVY PROJEKT CZ/2005/IB/F1/05

V roce 2006 byl zahajen Twinningovy projekt CZ/2005/
IB/FI1/05, realizovany ve spolupraci s experty zahranic-
nich Iékovych agentur - britskou MHRA a francouzskou
AFSSAPS.

Cilem projektu je posileni odborné kapacity ustavu ve
tfech oblastech: posuzovani preklinické a klinické Casti
registracni dokumentace, vybudovani systému dozoru
pro oblast jakosti a bezpec€nosti lidskych tkani a bunék
a posileni vigilanéniho systému pro zdravotnické pro-
stfedky a monitorovani klinickych zkousek zdravotnic-
kych prostfedka.

6. ZPRACOVANi A POSKYTOVANI
INFORMACI

6.1 INFORMACNIi TECHNOLOGIE

V roce 2006 byly instalovany nové servery pro datové
ulozisté (dva servery v clusteru pro databaze, jeden
aplika¢ni server, jeden server se softwarem businesss
inteligence spolu s diskovymi poli). Na téchto serverech
byla instalovana centralni databaze nezadoucich ugin-
k. Bylo zakoupeno ¢trnact notebooku, fada pocitact
byla doplnéna druhym monitorem pro usnadnéni prace.
Pozadavky uzivatell informacénich technologii byly vyfi-
zovany pracovniky IT v co nejkratSi dobé a kvalité dle
jejich zadavani do dispecinku. Pocitacova sit SUKL byla
zmodernizovana, byly zde instalovany moderni prvky
také proto, aby byla zrychlena a zajistén jeji bezproblé-
MOVY provoz.

V kvétnu doslo k zrychleni pfipojeni na sit internet. Podle
potfeby byl zajiStovan pfistup do pocitaCove sité i z mist
mimo pracovisté SUKL. Byl zajiStovan provoz vsech
databazi na serverech v€etné jejich zalohovani a vystu-
pu dat pro weboveé stranky a ostatni subjekty mimo
SUKL. V prubéhu celého roku byly pravidelné aktuali-
zovany webové stranky. SUKL rozSifil obsah zvefejrio-
vanych informaci pro odbornou i laickou vefejnost. Na
webu SUKL vzniklo pét novych sekci s velkym poctem
novych stranek a dokumentut a tim byla s Upravou struk-
tury zlepSena prehlednost a dosaZitelnost informaci.

6.2 DATABAZE LECIVYCH PRIPRAVKU
A SLEDOVANi DODAVEK DO LEKAREN

Prabézné dochazi k doplfiovani a aktualizaci databaze
[éCivych pripravkd, tj. pfidélovani kédi SUKL, vedeni
identifikacnich udaju vyrobct a drzitelt, vkladani dat
pro ATC skupiny, DDD, omamné a psychotropni latky,
pripravky podléhajici hlaseni SUKL, BSE/TSE riziko,
potencial pro doping a nové |é¢ivé a pomocné latky
podle aktualizovanych Iékopisli. Knihovna komponent se
rozrostla o 361 novych komponent.

K 31.12.2006 je v databazi IéCivych pFipravkl evidova-
no 7 880 pfipravki podle registracnich Cisel a 38 596
pfipravkd podle kodi SUKL. Bylo nové udéleno 501
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5.13 TWINNING PROJECT CZ/2005/IB/F1/05

The year 2006 saw the launch of the Twinning Project CZ/2005/
IB/FI/05, with the involvement of experts from two foreing
competent authorities — MHRA of the UK and AFSSAPS of
France.

The project objectives include strengthening of the Institute’s
expert capacity in three regulatory areas: assessment of
preclinical and clinical part of dossier, competent supervision
of quality and safety of human tissues and cells, and efficiency
of the vigilance system for medical devices and monitoring of
clinical trials of medical devices.

6. PROCESSING AND PROVISION OF
INFORMATION

6.1. INFORMATION TECHNOLOGY

New servers for data storage (two servers in the database
cluster, one application server, and one server with business
intelligence software together with disk fields) were installed in
2006. The central database of adverse incidents was installed
on these servers. Fourteen notebooks were bought, and a
number of computers were equipped with a second monitor for
an easier work. Requirements of information technology users
were handled by IT staff members in the shortest possible time
and in good quality according to their requests made in the
control room. The SUKL's computer network was modernised;
modern elements were installed in it for accelerating and
securing a trouble-free operation.

The internet connection speed was increased in May. If needed,
the access to the computer network was facilitated also from
outside the SUKL premises. The operation of all databases on
servers was ensured, including the backup and data output
for the website and other entities outside the SUKL. Regular
updates of the Institute’s website were made throughout
the year. The SUKL broadened the contents of information
published both for the professional and lay public. Five new
sections were set up on the SUKL's website with a large
number of new pages and documents, which, together with a
modified structure, improved the lucidity and accessibility of
information.

6.2. DATABASE OF MEDICINAL PRODUCTS
AND MONITORING OF DELIVERIES TO
PHARMACIES

There has been a continuous supplementing and updating of
the database of medicinal products, i.e. the allocation of SUKL
codes, the keeping of identification data of manufacturers and
authorisation holders, the input of data for ATC groups, DDD,
narcotic and psychotropic substances, products subject to
notification to the SUKL, BSE/TSE risk, potential for doping and
new active substances and excipients according to updated
pharmacopoeias. The component library was expanded by 361
new components.

As of 31 December 2006, a total of 7,880 products were
registered in the database of medicinal products by marketing



narodnich registraci s 4 901 variantami pfipravkd. Do
databaze pribylo 446 koédl pripravk( (62 reg. cisel)
registrovanych centralizovanou procedurou.

Ke zruSeni registrace dochazelo pfevazné na zadost
drzitele nebo tim, Ze drzitel rozhodnuti o registraci
nepozadal o prodlouzeni registrace. Z 428 registracnich
Cisel pfipravk(l odpovidajicich 1 369 kédim, u nichz
byla v roce 2006 ukonéena registrace, nebylo v pribéhu
roku dodavano do Iékaren celkem 321 pfipravkl podle
registracnich Cisel a 1 233 podle kodd. Celkem nebyla
v pribéhu roku hlasena distribuce do lékaren u 3 750
registracnich Gisel (46 %) a u 31 450 kodu (81 %).

authorisation numbers, and 38,596 products by SUKL codes.
Newly granted were 501 national marketing authorisations
with 4,901 product presentations. The database increased
by 446 product codes (62 authorisation numbers) registered
through the centralised procedure.

Withdrawals of authorisation were made mostly at a holder’s
request, or because a marketing authorisation holder had
not asked for an authorisation renewal. Out of the 428
marketing authorisation numbers of products corresponding
to 1,369 codes, where authorisation finished in 2006, a total
of 321 products according to authorisation numbers and
1,233 according to codes were not supplied to pharmacies.
Distribution to pharmacies was not reported in the course of the
year in case of 3,750 marketing authorisation numbers (46 %)
and 31,450 codes (81 %).

Tabulka 1. Vybrané podskupiny registrovanych Iééivych pfipravkil evidované v databazi SUKL

k 31. 12. 2006
Table 1.
31 December 2006

Selected subgroups of authorised medicinal products registered in the SUKL’s database as of

*Jeden lécCivy pfipravek miiZze byt propoustén soucasné na nékolika mistech
* One medicinal product can be released simultaneously at several sites



Tabulka 2. Udaje o lééivych latkach, OTC pripravcich a homeopatikach v roce 2006
Table 2. Data on active substances, OTC products and homeopathics in 2006

*Zahrnuje i rostlinné drogy; soli, estery, komplexy od jedné ucinné ¢asti molekuly jsou povazovany za jedinou lécivou
latku

*Including herbal drugs; salts, esters and complexes derived from one active part of a molecule are considered
a single active substance
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Obr. 1. Pocty registracnich cisel podle roku registrace, stav k 31. 12. 2006 (vcetné centralizovanych)
Fig. 1. Quantity of authorisation numbers by the year of authorisation, status as of 31 Dec 2006 (incl.
centralised products)
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Obr. 2. Pocty registracnich Cisel podle ATC, stav k 31. 12. 2006
Fig. 2. Quantity of authorisation numbers by ATC groups, status as of 31 Dec 2006
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Pravidelné kazdy meésic je v elektronické formé vyda-
van Ciselnik SUKL, ve kterém je vybér dat z databaze
[éCivych pripravk(l Ustavu. Informace o registrovanych
pripravcich ¢i informace o pfipravcich, u kterych dojde,
pfip. doslo k zaniku registrace jejim neprodlouzenim,
jsou zverejhovany pravidelné ve Véstniku SUKL. Kazdy
mésic je provadén vybér dat pro Ministerstvo zdravot-
nictvi o omamnych a psychotropnich latkach a Ctvrtletné
jsou zpracovavany udaje o objemu lécivych pfipravki
dodavanych do lékaren a dal8ich zdravotnickych zafize-
ni (tzv. spotfeby léciv). Kumulované udaje jsou zvefejiio-
vany (obr. 3 - 5). Tyto udaje indikuji, Zze do lékaren bylo
v roce 2006 dodano 320 milionl baleni léCivych pfiprav-
ka, pfedstavujicich pfiblizné 5,5 miliardy definovanych
dennich davek (DDD). Hodnota téchto dodavek byla
nejvySe 59 mid. K¢ (kalkulovano podle udaju distributor(
s odhadem maximalniho vyuziti distribu¢ni/lékarenské
marze). Pokud by dodané pfipravky byly vSechny pouZi-
ty pacienty v CR, jeden ob¢an CR by ro¢né v priméru
spotfeboval 31 baleni s 532,80 DDD v hodnoté 5 753
KE. Prdmérna hodnota vydaji za léCivé pfipravky na
jednoho obyvatele CR tak klesla o 9,6 % oproti roku
2005. Primérna cena jednoho baleni I1éCivého pfipravku
stoupla ze 175,00 K& v roce 2005 na 184,27 K& v roce
2006 (pfiblizné 5% narast vzhledem k prdmérné cené
v roce 2005).

V navaznosti na poradni funkci zastupce Ustavu v Kate-
gorizaCni komisi MZ jsou pfipravovany materialy pro
jednani kategorizaéni komise Ministerstva zdravotnic-
tvi, véetné udajli o objemech dodavek distributord do
zdravotnickych zafizeni a informaci o zruSenych nebo
zanikajicich registracich.

Regular monthly electronic lists of SUKL code numbers are
issued containing selected data from the Institute’s database
of medicinal products. Information on authorised products
or information on products whose marketing authorisation
will expire or has expired because it has not been renewed,
is published regularly in the Vestnik SUKL (SUKL Bulletin).
Monthly selections of data are made for the Ministry of Health
on narcotic and psychotropic substances, and data on the
volume of medicinal products supplied to pharmacies and other
healthcare establishments (the so-called drug consumption).
Collected data are published (Fig. 3-5). These data indicate
that 320 million packages of medicinal products were supplied
to pharmacies in 2006, representing about 5.5 billion defined
daily doses (DDD). The value of these supplies was CZK 59
billion at most (calculated from the distributors’ data with an
estimate of the maximum use of distribution/pharmacy margin).
If the supplied products were all used by patients in the CR,
one Czech citizen would annually consume an average of 31
packages containing 532.80 DDD valued at CZK 5,753. The
average value of medicinal products expenses per Czech
inhabitant dropped by 9.6 % as against the year 2005. The
average price of a package of a medicinal product increased
from CZK 175.00 in 2005 to CZK 184.27 in 2006 (which is a 5
% rise with respect to the average price in 2005).

In connection with the consultative function of the Institute’s
representative in the Categorisation Commission of the MoH,
papers have been prepared for meetings of this commission,
including data on volumes of distributors’ supplies to healthcare
establishments, and information on cancelled or expiring
marketing authorisations.

Obr. 3. Celkovy objem dodavek lééivych pripravk(i do lékaren a dalSich zdravotnickych zafizeni v CR
v poctu baleni v letech 2001-2006
Fig. 3. Total volume of supplies of medicinal products to Czech pharmacies and other healthcare
establishments in 2001-2006 (no. of packages)
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Obr. 4. Horni odhad finan¢nich prostfedku vynaloZzenych na léCivé pfipravky dodané do Iékaren a dalSich
zdravotnickych zafizeni v CR v letech 2001-2006

Fig. 4. Upper estimate of expenditure spent on medicinal products supplied to Czech pharmacies and
other healthcare establishments in 2001-2006
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Obr. 5. Horni odhad pramérné ceny baleni lééivych pripravkii v CR v letech 2001-2006
Fig. 5. Upper estimate of average retail price per package of medicinal products in the CR in 2001-2006
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6.3 INFORMACNI AKTIVITY A VYUKOVA
CINNOST

Informacni aktivity, které dstav v r. 2006 zajistoval,
zahrnovaly c&innost informacniho stfediska, knihovny,
komunikace s médii, zvefejiiovani informaci na webové
strance Ustavu a vydavani periodickych i neperiodickych
publikaci.

Informacni stredisko

6.3 INFORMATION AND TRAINING ACTIVITIES

Information activities carried out by the Institute in 2006
included the activity of the Information Centre, the library,
communication with the media, publication of information on
the Institute’s website, and the issuance of regular and special
publications.

Information Centre

Tabulka 1. Dotazy evidované informaénim stiediskem v roce 2006

Table 1.

Inquiries received by the Information Centre in 2006

Pozn.: SZU — Statni zdravotni Gstav, USKVBL - Ustav pro statni kontrolu veterinarnich biopreparatt a 1é&iv
Note: NIPH — National Institute of Public Health; USKVBL — Institute for State control of Veterinary Biopreparations
and Medicaments



Tabulka 2. Okruhy tazatel(
Table 2. Types of inquires

*advokatni kancelare, vysoké Skoly, pojistovny, dopingova laboratof, prekladatelské agentury, redakce odbornych
CasopisU, atd.
*Attorneys’ offices, universities, insurance companies, anti-doping control laboratory, translation agencies, editors of
professional journals, efc.

Zprava o ¢ginnosti SUKL v oblasti poskytovani informaci
za rok 2006 byla v souladu s § 18 zakona €. 106/1999
Sb., o svobodném pfistupu k informacim, zvefejnéna na
webové strance Ustavu.

SUKL odpovédél pisemné dotazy médiim na 84 riiznych
témat, tykajicich se jeho pusobnosti a odbornici Ustavu
se ucastnili 10 vstupl do rozhlasového a televizniho
vysilani. Média také prevzala nékolik informaci z webo-
vé stranky ustavu. Pfi monitorovani médii bylo nalezeno
269 ¢&lanka, ve kterych byl SUKL zminén. Pozitivni reak-
ce v tisku se tykaly hlavné oblasti dozoru nad reklamou
na |Iécivé pripravky.

O aktivitach a vyvoji regulacnich opatfeni v oblasti |éCiv
i zdravotnickych prostfedkt informoval SUKL vefej-
nost pravidelné kazdy mésic prostfednictvim Véstniku
SUKL, vydavaného ve spolupraci s nadaci profeso-
ra Skarnitzla. Soucasti informaci publikovanych ve
Véstniku SUKL jsou i upozornéni na nové vzniklé i
aktualizované dokumenty vztahujici se k problematice
regulace IéCiv v EU. Kompletni materidly jsou dostupné
na webovych strankach ustavu. Véstnik byl v roce 2006
vydavan v nakladu 2 200 vytiski mésicné.

Ve spolupraci s Nadaci prof. Skarnitzla byl vydan 11krat
Iékovy bulletin Farmakoterapeutické informace (Fl),
ktery je uréen predevsim Iékafim a lékarnikim. Bulletin
je vydavan v nakladu 52 000 vytiska a distribuovan ve
spolupraci s Ceskou Iékarskou komorou, Ceskou Iékar-
nickou komorou, je soucasti Véstniku SUKL a je takeé
zvefejnovan na webové strance Ustavu.

Byly vydany 3 mimoradné publikace - Zprava o ¢innosti
SUKL v roce 2005, publikace Seznam volné prodej-
nych lé€ivych pripravki a pripravki obsahujicich
navykové latky VIl a Pfehled lékaren, vyrobcu a dis-
tributort 1éciv v CR XII.
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In conformity with Art. 18 of the Act no. 106/1999 Coll., on Free
Access to Information, the report on the SUKL's activity in the
area of the provision of information in 2006 was published on
the Institute’s website.

The SUKL sent written answers to inquiries made by the
media on 84 different topics related to its competence, and
the Institute’s experts took part in ten appearances in radio
and TV broadcasts. The media also took over several pieces
of information from the Institute’s website. In the media
monitoring, 269 articles were found mentioning the SUKL.
Positive reactions in the press were related chiefly to the area
of supervision over advertising of medicinal products.

The SUKL informed the public on its activities and on the
developments in the area of pharmaceuticals in regular monthly
issues of the Vestnik SUKL (SUKL Bulletin), published in
cooperation with the Professor Skarnitzl Foundation. The
information published in the bulletin includes notices about new
or updated documents related to regulatory issues in the EU.
Complete materials are accessible on the Institute’s website.
The number of copies of the monthly issues of the bulletin in
2006 equalled 2,200.

In cooperation with the Professor Skarnitzl Foundation, eleven
issues were published of the drug bulletin Farmakoterapeuticke
informace (Pharmacotherapeutic Information), which is
primarily intended for physicians and pharmacists. The bulletin
has a printing of 52,000 copies and it is distributed in
cooperation with the Czech Medical Chamber and the Czech
Pharmaceutical Chamber, it is part of the Vestnik SUKL (SUKL
Bulletin), and it is also published on the Institute’s website.

Three special publications were issued: Annual Report on the
SUKL'’s activity in 2005, the publication titled List of OTCs
and Products Containing Addictive Drugs VII, and the
Survey of Pharmacies, Manufacturers and Distributors of
Pharmaceuticals in the CR XII.



Prostfednictvim mési¢né vydavanych elektronickych
informaci (SUKL Monthly Regulatory Update - SMRU)
jsou o hlavnich ¢innostech ustavu informovani zahranic-
ni partnefi.

V hlavnich smérech ¢innosti Ustavu jsou pro zadate-
le, regulované subjekty i zajemce ze strany verejnosti
organizovany seminare. Ve spolupraci s Ustavni poboc-
kou Ceské spole¢nosti pro zdravotnickou techniku byly
v roce 2006 uspofadany 3 plldenni seminare. Seminare
meély tento obsah:

® Elektronické hlaseni nezadoucich ucinkl — aktual-

ni stav
® Seminar k Iékopisné problematice
® Kilinické hodnoceni

VSechny publikace a seznamy distribuované zadatelim
v podatelné ustavu jsou dostupné na webové strance
SUKL v aktualni verzi (www.sukl.cz).

V roce 2006 pokraCovala osvétova cinnost Ustavu
zaméfena na pracovniky ve zdravotnictvi ve spolupraci
s Institutem postgradualniho vzdélavani ve zdravotnictvi
a vysokymi Skolami. Byla pfednesena fada predna-
Sek na konferencich a seminafich doma i v zahranici,
zpracovany recenze grantovych vyzkumd a pfipraveny
odborné publikace. V ustavu probihaji staZe klinickych
farmaceutll v predatestacni pfipravé zamérené na far-
makovigilanci a odborné staze v oblasti mikrobiologické
kontroly IéCiv a spravné praxe v kontrolni laboratofi.
Pracovnici ustavu se v roce 2006 zucastnili odbornych
stazi v partnerskych organizacich v zahrani¢i (OMCL,
EMEA, MHRA aj.). Pro regulované subjekty byly uspo-
fadany kurzy a Skoleni a seminafe se zaméfenim na
odbornou i pravni problematiku. Pracovnice sekce léka-
renstvi a kontroly distribuce jako kazdoro¢né prednasely
pro Iékarniky v Praze i v jednotlivych regionech (tab. 3).

Monthly issues of electronic information surveys (SUKL
Monthly Regulatory Update — SMRU) inform foreign partners
about the Institute’s main activities.

Seminars on the main directions of the Institute’s activities
have been organised for applicants, regulated entities and
interested persons from among the public. In cooperation with
the local branch of the Czech Society for Medical Technology,
three half-day seminars were organised in 2006. The seminars
dealt with the following topics:

® Electronic reports on adverse reactions — current

situation
® Seminar on pharmacopoeial problems
® C(linical trials

All the publications and lists distributed to applicants in
the Institute’s mail room are accessible in their up-to-
date versions on the SUKL’s website (www.sukl.cz).

Continuing in 2006 was the Institute’s educational activity
intended for healthcare professionals in cooperation with
the Institute for Postgradual Medical Education (IPVZ) and
universities. A series of lectures was delivered at conferences
and seminars both in the CR and abroad, reviews were
made of research funded from grants, special publications
were prepared. Study stays of clinical pharmacists have
been taking place in the Institute in postgraduate training in
pharmacovigilance, and specialised study stays in the areas of
microbiological control of pharmaceuticals and good practice in
a control laboratory. The Institute’s staff members participated
in study stays in partner organisations abroad (OMCL, EMEA,
MHRA, etc.). Training courses and seminars focused on both
professional and legal problems were organised for regulated
entities. Just like every year, staff members of the Pharmacy
and Distribution Control Branch gave lecturers to pharmacists
in Prague, as well as in the various regions (Table 3).

Tabulka 3. Prednaskové a Skolici aktivity regionalnich pracovist’
Lecturing and training activities of regional centres

Table 3.




7.1 HOSPODARENI V ROCE 2006

Hlavni ¢ast pfijma byla tvofena Uhradami za odborné
ukony, které jsou provadény na zadost na zakladé
zakona €. 79/1997, Sb. o |éCivech, ve znéni pozdéjsich
predpisl. Uhrady za provedené odborné ukony se neod-
vadeéji do statniho rozpoctu a ustav je vyuziva v souladu
se zakonem €. 218/2000 Sb., o rozpoctovych pravidlech,
na financovani vydaju, které vznikaji pfi poskytovani
odbornych uUkon( a nejsou zajistény pridélem zdroju ze
statniho rozpoctu, zejména na investicni potfeby Ustavu,
na dotaci platli, na pofizeni vypocetni techniky, labora-
torniho vybaveni apod.. V roce 2006 Cinila vySe téchto
prijm0 125.006 tis. KE. Stejné jako v pfedchozich letech,
tak i v roce 2006 cinila nejvétSi podil z celkového obje-
mu téchto pFijma kategorie pfijma za Zadosti v agendé
registraci léCivych pripravk. V roce 2006 bylo takto
vyuzito 63.711 tis. K&, z toho bylo vyuzito 5.459 tis. K& na
investi¢ni vydaje, 41.852 tis. K& na neinvesti¢ni vydaje
a 16.400 tis. K& bylo vyuzito na kompenzaci provoznich
vydaja.

Dals$i ¢asti pfijm0, které jiz tvofi slozku pFijmu statniho roz-
poctu, jsou vybrané spravni poplatky za podavané zados-
ti, hrazené formou kolkovych znamek. Ustav vybral v roce
2006 spravni poplatky ve vysi 13.623 tis. KE. V prubéhu
roku 2006, stejné jako v pfedchozim roce, Ustav vyfizoval
zadosti o vraceni spravnich poplatkl za zastavené nebo
zruSené zadosti z minulych let, kdy se spravni poplatky
hradily pfevodem na ucet nebo v hotovosti. Objem vrace-
nych spravnich poplatkd €ini 1.148 tis. K&.

Dalsi ¢ast pfijm0 odvadénych do statniho rozpoctu jsou
ostatni rozpoctové prijmy. V roce 2006 cCinily 1.940 tis.
KE. Pfevaznou Cast tvofi roky z finanCnich prostfedku
na vkladovych uétech u Ceské narodni banky, pfijmy za
poskytovani sluzeb a informaci, za pronajem salu apod.

Posledni Casti pfijm0, odvadénych do statniho rozpoc-
tu, jsou pokuty. Ustav je opravnén ukladat pokuty za
poruseni nékterych zakonnych povinnosti. V uplynulém
roce pokuty zaroven vybiral a vymahal. K pokutam ustav
dotéenym subjektlim Uctuje i nahrady nakladu spravniho
fizeni spojeného s uloZenim pokuty, které téz odvadi do
statniho rozpoctu. Nezaplacené pokuty jsou vymahany
v pravnim Fizeni, popfipadé jsou v odvolacim Fizeni.
Prehledy vySe uvedenych pfijm0 jsou uvedeny v tabul-
kach 1 az 5.

Tabulka 1. Prehled pokut
Overview of penalties

Table 1.

7.1 INCOME AND EXPENDITURE ACCOUNT FOR 2006

The bulk of the income comprised reimbursement of costs
incurred on expert activities carried out upon request pursuant
to Act No. 79/1997 Coll., on Pharmaceuticals, as amended. The
costs reimbursement fees for expert activities are not transferred
to the state budget and the Institute uses them in conformity
with Act No. 218/2000 Coll., on Budget Rules, for financing
its expenses incurred in the provision of expert activities that
are not covered from the state budget resources, namely
for the Institute’s investments, wages subsidies, purchase of
computer technology, laboratory equipment, etc. In 2006, the
amount of these earnings equalled CZK 125,006,000. Just like
in the previous years, the biggest share in the total volume of
2006 earnings corresponded to the category of earnings for
applications in the area of marketing authorisations of medicinal
products. Used for this purpose in 2006 was the amount of
CZK 63,711,000, of which CZK 5,459 was used for investment
expenses, CZK 41,852 000 for non-investment expenses, and
CZK 16,400 for the compensation of operating expenses.

Another part of earnings, which is considered part of the state
budget earnings, constitute the administrative fees collected
for submitted applications, paid in the form of duty stamps. In
2006, the Institute collected administrative fees in the amount
of CZK 13,623,000. In the course of 2006, just like in the
previous year, the Institute dealt with applications for the return
of administrative fees for suspended or withdrawn applications
from the preceding years, when administrative fees had been
paid by account transfers or in cash. The volume of returned
administrative fees equals CZK 1,148,000.

Another part of earnings transferred to the state budget are
“other budget earnings”. In 2006 they totalled CZK 1,940,000.
Most of them were interests from money on deposit accounts
in the Czech National Bank, revenues for the provision of
services and information, the rental fees for the Institute’s
conference hall, etc.

The last part of earnings transferred to the state budget are
penalties. The Institute is authorised to impose penalties for
breaches of some statutory obligations. In 2006 it both collected
penalties and took actions for accrued penalties. Together with
penalties, the Institute charges the entities in question also a
compensation of the administrative procedure cost linked with
the imposition of a penalty, which the Institute also transfers
to the state budget. Unpaid penalties are collected in legal
proceedings, or in appellate procedure.

Overviews of the above-mentioned earning are given in Tables
1-5.




Vydaje Cinily 166.155 tis. K&, z toho investi¢ni vydaje
8.390 tis. K& a neinvestiCni vydaje 157.765 tis. KC.
Z investi¢nich zdroju byly pofizeny nové laboratorni pfi-
stroje a programové vybaveni. Dale byla pofizena pro-
jektova dokumentace k planované rekonstrukci budovy.
Neinvesti¢ni vydaje byly ¢erpany na &innosti odbornych
Utvard a zajiStovani provozu ustavu. Jejich prehled
podle polozek rozpoctové skladby je uveden v tabulce
5. Z toho bézné vydaje na C&innost podle jednotlivych
utvar( jsou uvedeny v tabulce 6. Prehled nékterych
vyznamnych vydaji a jejich zmén oproti minulému roku
je uveden v tabulce 7.

Tabulka 2. Objem pfijmu za rok 2006 v tis. K¢
Volume of incomes in 2006 (CZK thousands)

Table 2.

Expenditures equalled CZK 166,155,000, of which investment
expenditures were CZK 8,390,000 and operating expenditures
CZK 157,765,000. Investment expenditures were drawn for
the acquisition of new laboratory equipment and software.
Furthermore, project documents were acquired for the planned
reconstruction of the building. Operating expenditures were
drawn for the activities of the Institute’s specialised units and
the securing of the SUKL's operation. Their overview by items
of the budget layout is given in Table 5. Current expenditures for
the activity of the various units are given in Table 6. Overviews
of some important expenditures and their changes as against
the previous year are given in Table 7.

Ustav hospodafil v minulém roce s dlouhodobym majet-
kem ve vySi 226.753 tis. KE. Majetek je ocenén pofizova-
cimi cenami. Obézna aktiva Cinila 306.168 tis. K&. Aktiva
Cinila celkem 532.921 tis. K&. Zdroje na jejich kryti Cini
519.720 tis. K&. Rozdil pfedstavuji kratkodobé zavazky.
Podrobny pfehled bilance je v tabulce 3.

Na zahrani¢ni aktivity bylo vynalozeno 1.166 tis. K¢,
z toho 1.018 tis. K€ na zahrani¢ni sluzebni cesty vCetné
vlivu kompenzaci. MZ CR byla poskytnuta dotace na
zajisténi a usporadani mezinarodniho zasedani OMCL
v Praze v celkové vySi 400 tis. KE.

Kontrolnimi organy podle § 7 az 11 zakona o financni
kontrole byly provedeny nasledujici kontroly:

1) V dnoru 2006 provedla Prazska sprava socialniho
zabezpecleni Praha 8 kontrolu v agendé nemocenského
a dlchodového pojisténi za obdobi 02/2004 — 01/2006.
Kontrola nezjistila Zadné zavazné nedostatky a tudiz
nebylo nutné k zavérdm kontroly provadét napravna
opatfeni.

2) Finan¢ni ufad pro Prahu 10 proved! v roce 2006 dvé
kontroly zamé&fené na rozpoc&tovou kazen pfi hospodareni
s prostfedky statniho rozpoctu. Prvni se tykala investic-
nich akci z roku 2004 - distribuce spist EU, rekonstrukce
stfech a rekonstrukce stfech Il. etapa. Vysledkem kont-
roly bylo zjisténi neopodstatnéného pfevodu nevyuzité-
ho zbytku investiénich prostfedkd u ukonéenych akci
v celkové vySi za vSechny kontrolované investi¢ni akce
1.761 K& do rezervnim fondu Ustavu a nedodrzeného
terminu zavére¢ného vyhodnoceni investi¢nich akci.
Uvedena &astka byla na zakladé platebniho vyméru FU
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The Instituted operated with long-term assets in the amount of
CZK 226,753,000 in 2006. The assets are valued in acquisition
prices. Current assets equalled CZK 306,168,000. Total
assets were CZK 532,921,000. Resources for their covering
amount to CZK 519,720,000. The difference corresponds to
short-term obligations. A detailed overview of the balance is
given in Table 3.

Outlays for foreign activities totalled CZK 1,166,000, of which
CZK 1,018,000 for business trips abroad, including the impact
of compensations. The MoH CR granted a subsidy for the
preparation and organisation of an international meeting of the
OMCL in Prague in total amount of CZK 400,000.

Audit authorities pursuant to Art. 7-11 of the Financial Audit
Act, performed the following auditsof the Institute:

1) In February 2006, the Prague Social Security Administration,
Prague 8, made an audit of health and pension insurance for
the period 02/2004-01/2006. The audit did not find any serious
shortcomings, and therefore no corrective measures were
necessary with respect to the audit conclusions.

2) The Financial Authority for Prague 10 made two audits in
2006 focused on the budget discipline in the management
of state budget resources. The first audit was related to
investment projects from the year 2004 — distribution of EU
documents, reconstruction of roofs — 18t and 2N stage. The
audit discovered an unjustified transfer of an unused remainder
of financial resources of all the completed projects that were
examined in a total amount of CZK 1,761 to the Institute’s
reserve fund and an lapsed time limit of the final evaluation
of the investment projects. On the basis of a payment
assessment made by the Financial Authority for Prague 10, the



Praha 10 odvedena do statniho rozpoctu a byla u¢inéna
prisludna napravna opatfeni.

PFi druhé kontrole bylo provéfeno financovani a realiza-
ce tfi investiCnich akci - vypocetni technika I, vypocetni
technika ll, Cisté prostory a laboratorni technika - realizo-
vanych v roce 2001 a jedné investi¢ni akce - ekonomicky
informacni systém |. etapa - realizované v roce 2005.
Tato druha kontrola byla ukon€ena v listopadu 2006
a zavery jsme obdrzeli az v prosinci 2006. Investi¢ni

above-mentioned amount was transferred to the state budget
and appropriate corrective measures were taken.

The second audit examined the financing and implementation
of three investment projects: computer technology |, computer
technology Il, clean premises and laboratory equipment —
implemented in 2001, and one investment project — economic
information system 15! stage — implemented in 2005. This
second audit was completed in November 2006 and the results
were received in December 2006. The investment projects of

Tabulka 3. Piehled vybranych druht aktiv a pasiv organizace v tis. Ké

Table 3.

Overview of the Institute’s selected assets and liabilities (CZK thousands)




Tabulka 4. Prehled zavaznych ukazateld statniho rozpoctu v tis. Ké
Table 4. Overview of mandatory indicators of the state budget (CZK thousands)

akce ekonomicky informacni systém |. etapa a Cisté pro-  economic information system 18t stage, and clean premises
story a laboratorni technika byly bez jakéhokoliv zjisténi.  and laboratory equipment ended without any finding. In case
U zbyvajicich investi¢nich akci bylo zjiSténo, Ze prostfed-  of the other investment projects, it was discovered that state
ky statniho rozpoctu ustav necerpal v souladu s vécnym  budget resources had not been drawn by the Institute in

Tabulka 5. Rozpoctové prijmy, rozpoctové vydaje a financovani v tis. Ké
Table 5. Budget incomes, budget expenditures and financing (CZK thousands)




plnénim. K pfedepsanému odvodu a penalizaci Ustav na
konci roku 2006 a v lednu 2007 podal zadosti o prominu-
ti odvodl a penale, ktera jsou doposud v fizeni. )
Nejvyssi kontrolni ufad neproved! v roce 2006 v SUKL
Z&dnou kontrolu a ani podle mezinarodnich smluv podle
zakona § 24 zakona o finanéni kontrole nebyly v Ustavu
v roce 2006 provedeny Zadné kontroly.

conformity with the material performance. The Institute lodged
appeals against the ordered transfer and penalty by the end of
the year 2006 and in January, and the respective proceedings
have been still under way.

The Supreme Audit Office (NKU) did not make any audits in the
SUKL in 2006, neither were any audits made in the Institute in
2006 according to international agreements pursuant to Art. 24
of the Financial Audit Act.




Tabulka 6. Provozni naklady jednotlivych utvar( astavu, rezijni a jiné vydaje v r. 2006 (v tis. K&, nezahrnuje

platy)
Table 6.

thousands, excl. salaries)

Z hlediska interniho auditu je u€innost vnitiniho kontrol-
niho systému hodnocena jako dostate¢na pro eliminaci
vyznamnych rizik. Pro posileni stability tohoto vnitfniho
kontrolniho systému byl v roce 2006 zahajen projekt
technické asistence ,Posileni systému financni kontroly
v SUKL", ktery je realizovan poradenskou spole¢nosti
Ernst & Young. Tento projekt sestava z analyzy stavu
finanéni kontroly v SUKL a implementaci odsouhlase-
nych doporuceni a bude ukonéen v prabéhu bfezna
2007.

Operating expenditures of the Institute’s various departments and branches in 2006 (CZK

As to internal audit, the efficiency of the internal audit system
is evaluated as sufficient for the elimination of major hazards.
For increasing of the stability of thus internal audit system, a
project of technical assistance was initiated in 2006, which
has been implemented under the title of “Strengthening
the Financial Audit System in the SUKL” by Ernst & Young
consultants. This project comprises an analysis of the status of
financial audit in the SUKL and the implementation of approved
recommendations, and it will be completed in March 2007.




Tabulka 7. Vyse vybranych neinvesti¢nich vydaji v roce 2006
Table 7.  Volumes of selected operating expenditures in 2006

Tabulka 8. Vyvoj nakladovosti a plata v letech 2002 - 2006
Table 8. Developments in the area of expenses and wages in the years 2002—2006




V Gstavu vyviji ginnost Ceska spole&nost pro zdravotnic-
kou techniku. V lofiském roce byla zamé&fena zejména
na organizaci odbornych seminart a podporu vzdélava-
cich akci. Vybrané udaje o hospodareni jsou uvedeny
v tabulce 9.

A branch of the Czech Society for Medical Technology has
been active in the Institute. The main focus of its attention last
year was the organisation of specialised seminars and support
to educational activities. Selected economic data are given in
Table 9.

Tabulka 9. Hospodaieni Ceské spoleénosti pro zdravotnickou techniku v roce 2006 (v tis. K¢)
Income and expenditure account of the Czech Society for Medical Technology in 2006 (CZK
thousands)

Table 9.

Nadace prof. Eduarda Skarnitzla )

Struktura vydajli, zaméfenych na podporu SUKL, odpo-
vida statutu Nadace. Rozhoduijici ¢ast -donatorska Cin-
nost - je zamérena ve prospéch vydavani Véstniku SUKL
v nakladu 2 200 ks a vydavani Farmakoteraupetickych
informaci. Podil vydaji na publika¢ni ¢innost ¢inil 90 %
vSech vydaji nadace. V zavéru roku 2006 se podpora
nadace zaméfila na pomoc pfi realizaci zahrani¢nich
pracovnich cest. Z hlediska struktury vydaju nedochazi
k vyznamnym zménam. V roce 2006 nedoslo ke zmé-
nam v prioritach podpory ¢innosti SUKL.

The Professor Eduard Skarnitzl Foundation

The structure of expenditure aimed at the SUKL's support
is in conformity with the statute of the Foundation. Its major
component — donation activity — serves to the benefit of
the publication of the Vestnik SUKL (SUKL Bulletin) with a
printing of 2,200 copies, and of the Farmakoteraupeticke
informace (Pharmacotherapeutic Information). The share of
the expenditure for the publication activity amounted to 90 % of
all the expenditures of the Foundation. By the end of the year
2006, the Foundation focused its attention on the assistance
in the implementation of business trips abroad. With respect
to the structure of expenditures, there have been no major
changes. No change of priorities in the support to the SUKL's
activity occurred in 2006.

Tabulka 10. Struktura vydaja Nadace prof. E. Skarnitzla

Table 10.

Expenditure structure of the Prof. E. Skarnitzl Foundation




7.2 PROVOZNi OTAZKY

V roce 2006 probihala pfiprava na rekonstrukci plaste
budovy SUKL. Firma Stavokombinat Liberec zpracovala
projektovou dokumentaci a na zakladé mandatni smlou-
vy vyfidila stavebni povoleni na realizaci rekonstrukce.
V druhé poloviné roku 2006 probéhlo velké vybérové
fizeni dle zdkona 137/20065 Sb., o vefejnych zakazkach
na dodavatele stavebnich praci. Ve vybérovém fFizeni
byla vybrana firma Elora group, s.r.o. a vlastni rekon-
strukce bude zahajena v dubnu 2007.

V €ervnu 2006 Ustav postihla havarie rozvodl vody, jeji-
mz dusledkem bylo vytopeni 5 podlazi budovy. Nasledky
havarie byly za zvySeného Usili vSech zaméstnanci
v pribéhu léta eliminovany. Rozvody vody v budoveé jsou
vSak nadale v havarijnim stavu a v roce 2007 bude nut-
né provest jejich rekonstrukci soubézné s rekonstrukci
plasté budovy.

Dale byla na sklonku roku 2006 provedena rekonstrukce
nevyuzitych prostor v OKL Olomouc, ve kterych bude
umisténa centralni spisovna a v arealu SZU byl ziskan
dalSi prostor, ktery bude vyuzivan jako pfiru¢ni registra-
tura.

Stejné jako v pfedchozich letech Ustav neobdrzel ze stat-
niho rozpocCtu zadné investi¢ni prostfedky na laboratorni
vybaveni. Nejurgentnéj$i pozadavky na nakup a obnovu
téchto zafizeni pokryl z mimorozpoétovych zdroju.
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7.2 TECHNICAL ISSUES OF THE INSTITUTE’S

OPERATION

Preparation was under way in 2006 for the reconstruction of the
SUKL’s building carcass. The company Stavokombinat Liberec
drew up project documents and, on the basis of a mandate
contract, they acquired a building permit for the reconstruction
implementation. A major tendering procedure took place in
the second half of 2006 pursuant to Act. No. 137/20065 Coll.,
on Public Orders, for a building contractor. The limited-liability
company Elora Group was selected in the procedure, and the
reconstruction itself will start in April 2007.

In June 2006, the Institute was affected by a breakdown of
the water distribution system, which resulted in flooding of five
storeys of the building. The consequences of the accident were
eliminated in summer thanks to an increased efforts exercised
by all employees. Nevertheless, the water distribution system
in the building remains in a critical condition, and in 2007 it will
be necessary to reconstruct it simultaneously with the building
carcass.

Furthermore, by the end of 2006, a reconstruction was made
of the unused premises of the OKL Olomouc where the central
records office will be located, and new premises were acquired
in the National Institute for Public Health, which will be used as
a reference file cabinet.

Just like in the previous years, the Institute did not re-
ceive any capital funds from the state budget for its labo-
ratory equipment. The most urgent requirements for the
purchase and renewal of this equipment were covered
from the Institute’s off-budget funds.



8.1 PERSONALNi OTAZKY

Personalnim otazkam v roce 2006 byla vénovana zvy-
Sena pozornost, cilena predevsim na nabor kvalifikova-
ného personalu v souvislosti s naplnénim planované-
ho stavu zaméstnancl a zkvalithovani fizeni lidskych
zdroji. K 31.12.2006 pracovalo v ustavu celkem 323
zaméstnancu, z toho v hlavnim pracovnim poméru 320
a 3 zaméstnanci ve vedlejSim pracovnim poméru s pri-
mérnym uvazkem 0,41. V pfepoctu na uvazky byl stav
zaméstnanct k témuz datu 299,01 uvazkl. Celoroéni
primeérny prepocteny eviden¢ni poCet zaméstnancu za
rok 2006 cinil 291,81 Gvazk(. Vékovy priimér zamést-
nancl se oproti roku 2005 mirné snizil na 44,37 let, coz
potvrzuje pozitivni vyvoj ve vékové struktufe ustavu.

| pfes trvajici obtizné ziskavani Iékaft se podafilo v roce
2006 stabilizovat perspektivni tym posuzovatell predkli-
nické a klinické dokumentace v ramci registraéni sekce.
VSechny planované rezervy byly vyuzity pro personalni
posileni sekce registraci. Naopak nejvétsi planovany
Ubytek zaméstnanct méla sekce lékarenstvi a kontroly
distribuce, kde doSlo ke dvéma organizaénim zmé&nam.

Dtivody skonéeni pracovniho poméru v SUKL jsou obdob-
né jako v pfedchozich letech - 16,3 % v8ech skoncenych
pracovnich poméra bylo zruSeno ve zku$ebni dobé, 23,3
% z dGvodu uplynuti doby u pracovnich poméra na dobu
urcitou, 34,9 % dohodou, 25,5 % vypovédi a zbytek pfi-
pada na odchody do starobniho ddchodu.

I v roce 2006 byl vyznamnym stabilizaénim prvkem
dynamicky rust priimérnych platt; pramérny plat dosahl
28 014,- K¢&. Presto stale uroven platli u specialistll ve
srovnani s primeérnymi platy Iékafi ve zdravotnictvi
a urovni odménovani ve farmaceutickém pramyslu
nedosahuje srovnatelné vyse.

Tabulka 1. Pocty zaméstnancu a jejich fluktuace
Numbers of the Institute’s employees and their turnover

Table 1.

8.1 PERSONNEL ISSUES

Personnel issues were subject of an increased attention
in 2006, targeted primarily at the recruitment of qualified
personnel with respect to the completion of the number of
assigned positions and the improvement of human resources
management. As of 31 December 2006, the Institute had a total
of 323 employees, of whom 320 worked on a full-time contract
basis, and three on a part-time contract basis with an average
appointment equalling 0.41. Converted into appointments, the
Institute had 299.01 appointments as of the same date. The
year-long average converted registration number of employees
in 2006 was 291.81 appointments. The average age slightly
decreased as against 2005 to 44.37 years, which confirms the
positive evolution of the Institute’s age structure.

Despite the continuing problems in the recruitment of physicians,
a prospective team of assessors of preclinical and clinical part
of dossiers within the Authorisation Branch was successfully
stabilized in 2006. All planned reserves were used for the
personnel strengthening of the Authorisation Branch. On the
contrary, the largest planned decrease of employees was seen
in the Pharmacy and Distribution Control Branch where two
organisational changes took place.

The reasons for leaving the SUKL were similar to those of the
previous years: 16.3 % of all terminated employments were
cancelled in the probationary period, 23.3 % owing to the
expiration of fixed period employment contracts, 34.9 % by
mutual consent, 25.5 % by dismissal and the rest corresponded
to old-age retirements.

An important stabilisation element in 2006 continued to be
a dynamic growth of average salaries; the average salary
reached CZK 28,014. Despite that, the level of specialists’
salaries, compared to average salaries of physicians in the
healthcare sector and the remuneration level in pharmaceutical
industry, still does not reach a comparable level.




V roce 2006 doSlo k rozsSifeni moznosti vyuzivat Fond
kulturnich a socialnich potfeb zavedenim osobnich
kont zaméstnancli, ktera kombinuji mozZnost uspokojit
individualni zajmy zaméstnancl se socialnim poslanim
fondu.

The year 2006 saw a broadening of the possibility of using
the Fund of Social and Cultural Needs by the introduction of
employees’ personal accounts, combining the possibility of
meetings employees’ individual needs with the social purpose
of the fund.

Tabulka 2. Vzdélani a vékova struktura zaméstnancu ustavu
Age structure of the Institute’s full-time employees

Table 2.

Ve srovnani s rokem 2005 klesla v roce 2006 nemocnost
na 4 108 kalendarnich dni (z toho u Zzen 3 447 kalendar-
nich dni), tj. doSlo k absolutnimu poklesu o cca 18 %.
Priimérna doba trvani nemoci oproti roku 2005 vzrostla
0 2,3 kalendarniho dne, tj. na celkem 16,3 kalendarnich
dni. Byl evidovan 1 pracovni Uraz, ktery byl zplsoben
padem pfi chizi na schodisti.

Podil zaméstnancu na rizikovych pracovistich je celkem
70, z toho 68 Zzen.
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In comparison with the year 2005, the sickness rate dropped
to 4,108 calendar days in 2006 (of which 3,447 sickness days
corresponded to were women), which means an absolute
decrease by some 18 %. The average duration of sick leave
increased by 2.3 calendar days as against 2005, i.e. to a
total of 16.3 calendar days. One job-related injury of a person
walking on a staircase was registered.

The total number of employees at hazardous workplaces is 70,
68 of which are women.



8.2 VZDELAVANIi ZAMESTNANCU

V roce 2006 se stejné jako v predchozich letech
zameéstnanci zucastfiovali vzdélavacich akci porada-
nych Institutem statni spravy. Jednalo se o programy
pribézného i vstupniho vzdélavani, vzdélavani stfedni-
ho a vrcholového managementu a téZ e-learningovych
kurzu.

V roce 2006 opét probihalo kontinualni jazykové vzdé-
lavani zaméstnancl: od ledna do ¢ervna se konalo 11
skupinovych kurzl anglického jazyka (z toho 3 kurzy pfi-
pravy na Twinning), od fijna probihaly 4 skupinové kurzy
a od listopadu pak 9 skupinovych kurzu. V prosinci také
probéhly jazykové zkouSky FCE, kterych se ucastnilo 6
studentll. Za skupinové jazykové kurzy bylo v roce 2006
uhrazeno z rozpocCtu Ustavu 253.495 K¢E. Na financovani
jazykovych kurz(i se dale podilela i Ceska spolecnost
pro zdravotnickou techniku.

Zaméstnanci se v prabéhu roku zucastiovali i dalSich
vzdélavacich akci v ramci svého odborného zaméreni,
pro vedouci pracovniky bylo pofadano manazerské
8koleni ,Hodnotici pohovory“ a interné& probihaly i kurzy
pocitaCovych dovednosti (MS Office). V ramci vstupniho
Skoleni pro zaméstnance probéhly 3 uvodni kurzy pro
nové zameéstnance.

Naklady na vzdélavani, mimo skupinovych jazykovych
kurz(, dosahly v roce 2006 ¢astky 696.770 K&.
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8.2 PERSONNEL EDUCATION AND TRAINING

In 2006, just in the previous years, the Institute’s staff
member attended educational events organised by the State
Administration Institute. They were programmes of continuous
education and initial training course, medium-level and top-
level management, as well as e-learning courses.

Continuous language education was going on in 2006 as well:
eleven group courses of the English language took place from
January to June (three of which were Twinning preparatory
courses), four group courses took place since October, and
nine group courses since November. FCE exams were held
in December, in which six students were involved. The group
language courses cost CZK 253,495 from the Institute’s budget
in 2006. The Czech Society for Medical Technology had a
share in financing the language courses.

The Institute’s staff members were also attending other
educational and training events in the framework of their
specialisation; a managerial training course titled “Evaluation
interviews” was organised for senior officials, and there were
internal courses in computer skills (MS Office). With respect to
initial training courses, three such courses took place for new
employees.

Expenditures on education and training, excluding language
courses, amounted to CZK 696.770 in 2006.



Ustav ve vSech vykonavanych ¢&innostech pokrago-
val v implementaci pozadavki normy CSN EN ISO
9001:2000 na systém fizeni jakosti. Hlavni pozornost
byla v tomto sméru vénovana tvorbé a dopliiovani pfi-
slusné dokumentace SRJ.

V oblasti laboratorni kontroly byly implementova-
ny pozadavky normy CSN EN ISO/IEC 17 025:2000
a v oblasti dozoru nad vyrobci Pozadavky EU na systé-
my jakosti inspektoratd SVP.

Ustav je aktivng zapojen v benchmarkingu regulaénich
lékovych uradl EU; v bfeznu 2006 Uspésné probéhlo
v Ustavu posouzeni provadéné v ramci bechmarkingu,
dva pracovnici Ustavu se zuc€astnili posouzeni zahra-
nicnich regulac¢nich ufadd jako vedouci posuzovatelé.
Prace v systému jakosti je v ustavu ovéfovana vnitfnimi
audity, pro které je vySkoleno 8 internich auditord.
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In all its activities, the Institute continued to implement the
requirements of the standard CSN EN ISO 9001:2000 in
the quality management system. In this respect, the biggest
attention was paid to the drafting and supplementing the
appropriate documents of the QMS.

Implemented in the area of laboratory control were the
requirements of the standard CSN EN ISO/IEC 17 025:2000,
and in the area of supervision over manufacturers the EU
requirements for quality management systems of GMP
inspectorates.

The Institute has been actively involved in the benchmarking of
the EU drug regulation authorities; a successful benchmarking
evaluation excercise took place in the Institute in March 2006,
two staff members of the Institute took part in the evaluation
of foreign regulatory authorities as the head assessors. The
work in the sphere of the quality management system has
been examined through internal audits, for which eight internal
auditors had been trained.



10. VYHLEDY DO ROKU 2007

Pro rok 2007 byly stanoveny a projednany s MZ zaklad-
ni cile ustavu, které byly zpracovany v navaznosti na
stfednédobé cile s vizi realizace v letech 2005-7 a odrazi
zasady lékové politiky CR. Cile byly rozpracovany podle
odborného zaméfeni jednotlivych utvarll a zapracovany
do plant €innosti s kontrolou pInéni po jednotlivych Ctvrt-
letich roku 2007. Prostfednictvim strategickych zamért
jednotlivych Gtvar(l je postupné realizovana dlouhodoba
vize Ustavu, ktera vychazi z pfedpokladu, ze Statni ustav
pro kontrolu léCiv bude do roku 2010 efektivné Fizenou,
moderni instituci, ktera:

» Zaijistuje komplexni posouzeni vlastnosti IéCiveho

pripravku a jeho poregistracni sledovani.

> Disponuie nei&iri
vych pfipravcich a pro odbornou a laickou vefej-
nost je zdrojem objektivnich a uziteCnych informa-
ci o léCivech.
Prosazuje svymi dozorovymi aktivitami dodrZzova-
ni prava a regulace v oblasti 1&Civych pripravkl
a zdravotnickych prostfedku.
Ma pfipravenu dostateCnou odbornou kapacitu
pro ¢innost v oblasti zdravotnickych prostfedki
a tkani a bunék tak, aby se mohla stat pinohod-
notnou regulaéni autoritou v téchto oblastech.
Ma kvalifikované, motivované a nestranné interni
i externi odborniky.
Pouziva funkéni informacni systémy ucinné zvy-
Sujici produktivitu prace.
Je aktivnim ucastnikem tvorby legislativy a stan-
dardl nejen v oblasti jeji posuzovaci a dozorové
¢innosti, ale i v oblastech pfimo souvisejicich.
Oteviené komunikuje s partnery, napomaha
dostupnosti [éCiv pro pacienta a odbornym pora-
denstvim podporuje vyvoj léCiv.
Proaktivné se podili na tvorbé efektivniho systému
vefejné spravy s prioritni orientaci na jednoznac-
nou definici informacnich tokd a odstrafiovani
komunikacnich pfrekazek pro jiné organizacni
slozky statu, regulované subjekty a Sirokou verej-
nost.
Je vnimana jako divéryhodna regulaéni autorita
v ramci CR i EU.

Lze ocCekavat, ze rok 2007 bude z pohledu ustavu
zastoupen kombinaci stabilizacnich i excitacnich prv-
k(i. Stavajici agendy Ustavu budou prochazet exter-
nimi audity zaméfenymi na zvySovani efektivity pro-
cesU a naplnéni vySe popsanych principu vize Usta-
vu. Soucasné bude pracovano na implementaci zcela
novych agend, které byly dosud zajiStovany jinymi
organiza¢nimi slozkami statu. Jedna se o podporu
nebo celé pfevzeti funkce cenové a uhradové regulace.
S témito zménami tangencialné souvisi agenda infor-
macni. Ustav by se mél stat spravcem a koordinatorem
systému elektronické preskripce I&Civ, ktera by méla byt
patefnim systémem efektivniho a bezpecného naklada-
ni s l1éCivymi pripravky.
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10. TARGETS IN THE YEAR 2007

The Institute’s main targets for 2007 were set up and discussed
with the MoH in relation to medium-term objectives with a view
to their implementation in the years 2005-2007, reflecting
the principles of the CR’s medicines policy. The targets were
elaborated in detail according to the specialisation of the
various units and included in plans of activities to be checked in
the four quarters of 2007. It is through the strategic aims of the
Institute’s various branches and departments that the Institute’s
long-term policy has been pursued step-by-step, based on the
assumption that by 2010 the State Institute for Drug Control will
be an efficiently managed, modern institution, which:

» Ensuresacomplexassessmentof properties of medicinal
products and their post-authorisation monitoring.
Disposes of the broadest scope of information on
medicinal products and, for the professional and lay
public, it is a source of unbiased and useful information
on pharmaceuticals.

Through its supervisory activities, asserts the compliance
with the law and the regulation in the area of medicinal
products and medical devices.

Has a sufficient professional capacity prepared for the
activity in the area of medical devices, and tissues and
cells so that it could become a full-fledged regulatory
authority in these areas.

Has qualified, motivated and impartial internal and
external experts.

Makes use of functional information systems efficiently
increasing its productivity of labour.

Is actively involved in the drafting of legislation and
standards not only in the area of its assessment and
supervisory activity, but also in areas directly related to
it.

Openly communicates with partners, contributes to
the accessibility of pharmaceuticals for patients and,
through expert consultancy, supports the development
of pharmaceuticals.

Has a pro-active share in the establishment of an
efficient state administration system with a priority focus
on an unambiguous definition of information flows and
the elimination of communication barriers for other state
agencies, regulated entities and the public at large.

Is perceived as a reliable regulatory authority both in the
CR and the EU.

»

It can be expected that, from the Institute’s point of view, the
year 2007 will be characterised by a combination of stabilisation
and excitation elements. The Institute’s current work will be
subject to external audits focused on increasing the efficiency
of processes, and the fulfiment of the above-mentioned
principles of the Institute’s policy. At the same time, work will be
carried out on the implementation of completely new areas of
work that had been done by other state agencies. This applies
to the support to or a complete takeover of the function of price
and reimbursement regulation. Information work is tangentially
related to these changes. The Institute should become the
administrator and coordinator of a system of electronic drug
prescription, which is expected to be the backbone system of
an efficient and safe handling of medicinal products.



11. PREHLED NEJDULEZITEJSICH
KONTAKTlvfl PRO JEQNOTLIVI’E
OBLASTI CINNOSTI USTAVU

Aktualizace ke 30.4.2007

Podrobny aktualizovany prfehled lze nalézt na inter-
netové strance Ustavu, vedouci jednotlivych utvar(i jsou
uvedeni v organizacni struktufe ustavu.

Prfedvolba / Prefix: 272 185

Reditel ustavu / Institute’s Director
PharmDr. Martin Benes

Manazer jakosti / QM
Vnitfni kontrola / Internal Control

11. LIST OF THE MOST IMPORTANT
CONTACTS FOR THE VARIOUS AREAS
OF THE INSTITUTE'S ACTIVITIES

Update as of 30 April 2007

A detailed updated list can be found on the Institute’s
website; heads of the various units are listed in the
Institute’s organisational structure.

Linka / Extension E-mail

834 martin.benes@sukl.cz

861 eva.niklickova@sukl.cz

ales.beranek@sukl.cz

USEK HOSPODARSKY A ORGANIZACNIi /| TECHNICAL SUPPORT

Oddéleni podpory managementu / Management Support

Vedouci oddéleni / Head
Sekretariat reditele / Director ’s Secretariat

Oddéleni pro publicitu. informace a dozor nad reklamou / Publicity, Information and Advertising Supervision

Informacni stfedisko / Information Centre

(veSkereé dotazy odborné vefejnosti, I€kopisy, Iékové databaze) /
(all inquiries of professional public, pharmacopoeias, drug databases)

Knihovna / Library

Redakce Véstniku a Fl / Editors of Vestnik and Pharm. Info.

Sekce servisnich ginnosti / Service Activities

Oddéleni personalné vzdélavaci / Personnel Training
Oddéleni ekonomiky a rozpo¢tu / Economy and Budget

200 blanka.jankaskova@sukl.cz
835/712 sekr.red@sukl.cz

333 infs@sukl.cz

829 svi@sukl.cz

850 blanka.pospisilova@sukl.cz
827 eduard.justa@sukl.cz

804 jan.dolejs@sukl.cz

Oddéleni provozniho a technického servisu / Operation and technical Service

Sekce informatiky / Information Management

Oddéleni informacnich technologii / Information Technology

Oddéleni datové podpory / Data Support

Oddéleni pravni / Legal Support
Sekretariat oddéleni / Secretariat

Oddéleni administraéni / Administration
Referat podatelny a vypravny / Mail Room and Dispatch

USEK ODBORNY / REGULATORY AFFAIRS

Dozor v oblasti Ié€iv /| Pharmaceuticals Surveillance
Sekce laboratorni kontroly / Laboratory Control
Sekretariat sekce / Secretariat

778 dana.kralova@sukl.cz
877 vratislav.kaspar@sukl.cz
209 filip.kotal@sukl.cz

759 rkp@sukl.cz

822 admin@sukl.cz

806 posta@sukl.cz

fax: 271 732 377

862 zdenka.cermakova@sukl.cz

Oddéleni lékopisu a standardizace |&Civ / Pharmacopoeia and Drug Standardisation

813 lekopis@sukl.cz

Sekce lékarenstvi a kontroly distribuce / Pharmacy and Distribution Control

Sekretariat sekce / Secretariat
Vedouci sekce / Head

767
833

jana.turkova@sukl.cz
olga.hanzlickova@ukl.cz



Inspekce lékaren a distributord podle regionl / Inspection of Pharmacies and Distributors by Regions
RNDr. V. Havlenova, CSc.

OKL 401
Srobarova 48
100 41 Praha 10

OKL 402
B. Némcove 54
370 87 Ceské Budéjovice

OKL 403
nam. Miru 2
320 00 Plzeni

OKL 404
U plovarny 1190 — poliklinika
405 01 Dégin |

OKL 405
Zamosti 683
500 09 Hradec Kralové

OKL 406
Jilemnického 2-4
614 00 Brno- Husovice

OKL 407
tfida 17. listopadu 1790
708 52 Ostrava-Poruba

OKL 408
Puskinova 2
779 00 Olomouc

Sekce inspekéni / Inspection
Sekretariat sekce / Secretariat

Sekce reqistraci / Marketing Authorisation

Sekretariat sekce / Secretariat

272 185 823 tel.
272 185 824 tel.

RNDr. Havlickova Olga
386 461 942 tel.+ fax

RNDr. T. Viznerova
377 376 469 tel.+ fax
377 375 217 tel.

Mgr. M. Nedkovova
412 502 211 tel.
412 518 421 tel.+ fax

RNDr. H. Izakova
495 264 247 tel.+ fax.

PharmDr. |. Buzek
545 573 924 tel.+ fax
545 242 387 tel.

RNDr. V. Myslivcova
596 919 389 tel.+ fax
596 983 458 tel.
RNDr. P. Coufalova

585 413 034 tel.
585 418 113 fax

832

875

okl401@sukl.cz

okl402@sukl.cz

okl403@sukl.cz

okl404@sukl.cz

okl405@sukl.cz

okl406@sukl.cz

okl407 @sukl.cz

okl408@sukl.cz

lucie.vaclavickova@ksukl.cz

reg@sukl.cz

Sekce klinického hodnoceni a farmakovigilance / Clinical Trials and Pharmacovigilance

Sekretariat sekce / Secretariat

Dozor v oblasti zdravotnickych prostiedkt / Medical Devices Surveillance

812

Sekce zdravotnickych prostredkll / Medical Devices

Sekretariat sekce / Secretariat

701
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klinsekret@sukl.cz

zp@sukl.cz



