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1. UVOD REDITELE

Rok 2005 pro ¢innost Statniho Ustavu pro kontrolu [é&iv
pfedstavoval zejména prvni Uplny rok standardniho zapo-
jeni do vSech ¢&innosti regulaéniho systému EU. Cilem
ustavu bylo stabilizovat ¢innost v novych podminkach a pfi
respektovani potfeb Ceské republiky podpofit zavadéni
regulaénich prvkd vyzadovanych novymi pfedpisy EU pfi-
jatymi v roce 2004 (tzv. review 2001). Tento druhy cil byl
znacné ztizen zpozdénim transpozice uvedenych novych
EU predpisli do narodni legislativy.

PIné zapojeni do sité lIékovych ufadi EU sice umoznilo
v nékterych ohledech Setfit kapacity ustavu vyuzivanim
mezinarodni délby prace, na druhou stranu ale postupy
EU predstavovaly dal$i narist agendy zejména v oblasti
registraci, klinickych hodnoceni [é€iv, farmakovigilance
a vigilance zdravotnickych prostfedkl, dozoru nad vyrobci
a distribu¢nim fetézcem. Zvysily se i naroky na informacni
vystupy Ustavu. Se zapojenim do sité Iékovych Gfadi EU
bylo potfebné sledovat i vyvoj nové vznikajicich predpisl
EU a zapojit se do pfipravy nafizeni Evropské komise k 1é-
¢ivym pfipravkdm pro pediatrické pouZiti a pro moderni te-
rapeutické postupy. Protoze sit Iékovych ufadu EU vyuziva
spole¢né databaze a specifické informacni nastroje pro vy-
ménu informaci, bylo rovnéz potfebné dosahnout s nimi
funkéniho propojeni v tzv. Eudra projektech.

Hlavni slabinou v Cinnosti ustavu z minulych let byla po-
mala prichodnost zadosti registracnim procesem. Ustav
se proto soustredil zejména na zlepSeni tohoto paramet-
ru. Zavedenim upraveného registracniho postupu se po-
vedlo pro nové zadosti o genericke 1éCivé pfipravky pro-
ces zprlichodnit a Ustav se v ndvaznosti na udélené na-
rodni registrace mohl aktivné zapojit do registracni proce-
dury vzajemného uznavani. V roce 2005 byl SUKL nej-
Castéji vyuzivanym referenénim ¢lenskym statem v této
procedufe mezi novymi ¢lenskymi zemémi EU.

Pfi zajistovani bezpecnosti 1éCiv se Ustav zapojenim do
farmakovigilanénich procest EU zaélenil jiz do pfipravy
bezpecnostnich opatfeni tak, ze jejich promitani do praxe
v Ceské republice probihalo soubézné a v koordinaci
s ostatnimi clenskymi staty. Pro potreby farmakovigilance
v Ceskeé republice byla vyvijena nova databaze.
Standard dozorovych a kontrolnich ¢innosti byl obhajen
v mezinarodnich auditech. Aby se uvolnily kapacity pro
specializované dozorové &innosti, byla provedena v Usta-
vu zména organizace odpovédnosti v dozoru nad vyrobci
a distribuénim Ffetézcem, ktera se projevila zvySenou efek-
tivitou dozoru. V terénni praxi se v navaznosti na usnad-
nény mezinarodni obchod objevilo vice pfipadu protiprav-
niho jednani.

Kromé feSeni nezadoucich pfihod se dozor nad zdravot-
nickymi prostfedky soustfedil zejména na pouzivani starsi
pfistrojové techniky, u které bylo mozné predpokladat
zdravotni rizika s ohledem na jeji uvedeni do provozu
pred 1.lednem 1991. Sledovan byl vyvoj regulaénich pred-
pist EU vztahujicich se ke zdravotnickym prostfedkim,
aby byla zajisténa pfipravenost na pfipadné zmény.
Systém fizeni Ustavu byl upraven, aby v souladu s politi-
kou ustavu a vyhledem do roku 2010 bylo mozné rozvi-
nout fizeni podle cilll odvozenych z pfijaté vize. Do odpo-
védnosti za feSeni soustavy téchto tzv. rozvojovych cilu
byla zapojena i fada zaméstnanct, ktefi nejsou ve ve-
doucich pozicich. Novy fenomén predstavovala pfiprava
na zajisténi Cinnosti Ustavu v pfipadé vzniku chfipkové
pandemie.

1. THE DIRECTOR’S INTRODUCTION

The year 2005 in the work of the State Institute for Drug Control
represented the first complete year of standard involvement in all the
activities of the EU regulatory system. The Institute’s aim was to
stabilise its activity in the new conditions and, while respecting the
needs of the Czech Republic, to support the introduction of regulatory
elements required by the new EU regulations adopted in 2004 (the
so-called 2001 review). This second aim was considerably hampered
by a delay of the transposition of the above-mentioned new EU
regulations in national legislation.

Although the full involvement in the network of the EU drug control
authorities allowed, in some respects, to save the Institute’s
capacities thanks to the use of international division of labour, the EU
procedures on the other hand represented another increase of the
office work, namely in the area of marketing authorisations, clinical
trials on pharmaceuticals, pharmacovigilance and vigilance of
medical devices, supervision over manufacturers and the distribution
chain. Demands for the Institute’s information outputs also increased.
Together with the involvement in the network of the EU medicines
regulatory agencies it was also necessary to monitor the
development of the emerging EU legislation, and to take part in the
preparation of the European Commission’s regulation on
pharmaceuticals for paediatric use and on modern therapeutic
methods. Since the network of the EU medicines regulatory agencies
has been using a common database and specific tools for the
exchange of information, it was also necessary to reach a functional
connection with them in the framework of the so-called Eudra
projects.

The main weakness of the Institute’s activity lingering from preceding
years was a slow throughput of applications through the authorisation
process. Therefore the Institute focused on improvement of this
particular parameter. Thanks to the introduction of a modified
authorisation procedure, the processing of new applications for
marketing authorisation for generic pharmaceuticals was opened up
and, in relation to the granted national authorisations, the Institute
was able to get actively involved in the mutual recognition procedure.
In 2005 SUKL was the most frequently used Reference Member
State in this procedure from among the new EU Member States.
While guaranteeing the safety of pharmaceuticals and through its
involvement in the EU pharmacovigilance processes, the Institute
took part in the preparation of safety measures whereby their
reflection in practice in the Czech Republic took place simultaneously
and in co-ordination with the other Member States. A new database
was developed for the needs of pharmacovigilance in the Czech
Republic.

The standard of supervisory and control activities stood a test in
international audits. In order to create free capacities for specialised
supervisory activities, an organisational change was made in the
Institute in the area of responsibilities in the supervision over
manufacturers and the distribution chain which was manifested in
higher supervision efficiency. In the field practice, in relation to
simplified rules for international trade, there were more cases of
unlawful conduct.

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

The Institute’s management system was modified so as to make
possible, in conformity with the Institute’s policy and prospects until
the 2010, to develop the management system according to the
targets based on the adopted Vision of the Institute. A number of
employees who are not in senior positions were also given a share of



Moznost vyuzivat pro &innost i prostfedky ziskané uhra-
dou nakladil za odborné &innosti vykonavané na zadost
vedla k zlepSeni dostupnosti odbornych pracovniku. | pres-
to pretrvava nedostatek specializovanych inspektor
a kvalifikovanych hodnotitel( v klinické oblasti. Pfeklenout
tento nedostatek pomUze projekt spoluprace s regulaéni-
mi Ufady pro léky a zdravotnické prostfedky Velké Britanie
a Francie, ktery byl v roce 2005 pfipraven a soustfedi se
na podrobnosti hodnoceni registracni dokumentace, re-
gulaci a dozor v oblasti lidskych tkani a bunék a vigilanci
a klinicky vyvoj zdravotnickych prostfedku.

Na plInéni Ukold spojenych se vstupem CR do EU byla
ustavu poskytnuta Ministerstvem zdravotnictvi CR ucelo-
va dotace. Pfedkladana zprava o Cinnosti ustavu v roce
2005 je pojata pomérné podrobné proto, aby kromé vy-
kazu ¢innosti Ustavu ukazala zajemclm o regulaci |é¢iv
i nékteré trendy, které Ize ve vyvoji zadosti a chovani do-
zorovanych subjekt(i pozorovat.

Milan Smid

2. ORGANIZACNi STRUKTURA USTAVU

V prabéhu roku 2005 se uskute¢nilo nékolik organizac-
nich zmén s cilem zjednodusit fizeni Ustavu a zefektivnit
jeho ¢innost. Doslo k presunu agendy distributor(i léciv
z inspekéni sekce do sekce Iékarenské. Zfizena byla funk-
ce manazera pro strategii a rozvoj se zamérem upevnit
systém fizeni a zdokonalit systém planovani a hodnoceni.
Organiza¢ni schéma SUKL platné k 31.12.2005 je sou-
Casti této zpravy. Organizacni schéma s uvedeni jmen ve-
doucich pracovnik( je umisténo na webové strance SUKL.

Propojeni prace jednotlivych utvar( ve vztahu k nékterym
specifickym agendam zajistovaly v Ustavu tématicky orien-
tované resSitelské tymy a poradni sbory, v nichz jsou
zastoupeni pracovnici rdznych utvar(. V roce 2005 vyko-
navaly svoji ¢innost nasleduijici fesitelské tymy a sbory

e tym pro hrani€ni pfipravky, ktery zajistuje ko-
ordinaci ¢innosti jednotlivych utvard ve vztahu
k zafazovani spornych vyrobkd do odpovidajici-
ho regulaéniho rezimu,

e tym pro jakost lécCiv, ktery zajistuje koordinaci
¢innosti jednotlivych Utvard souvisejicich s otaz-
kami jakosti 1&Civ,

e tym pro informaéni technologie (info-tym),
ktery vytvafi navrhy koncepce vyvoje informac-
nich technologii v SUKL a zajistuje koordinaci
¢innosti jednotlivych Gtvar( a predavani infor-
maci ve vztahu k pouzivani a vyvoji téchto tech-
nologii,

e vyvojovy tym, ktery vytvafi navrhy dlouhodobé
koncepce prace Ustavu zvlasté ve vztahu k vy-
znamnym organizaénim a provoznim zménam
a pfipravovanym navrhim planu ¢innosti Gstavu
a zabyva se jejich vyhodnocovanim,

responsibility for the pursuit of the system of these so-called
development targets. A new phenomenon was the Institute’s
preparation for activities in case of a pandemic of influenza.

The possibility of using the resources acquired through the
reimbursement of the SUKLs specialised activities carried out upon
request led to better chances of recruiting relevant specialists.
Nevertheless, there is a continuing lack of specialised inspectors and
qualified medical assessors in the clinical area. This shortcoming will
be addressed with the help of a project of co-operation with the
regulators of drugs and medical devices in the UK and France, which
was prepared in 2005 and is focused on details of the assessment of
dossiers for applications for marketing authorisation, regulation and
supervision in the area of human tissues and cells, and vigilance and
clinical trials of medical devices.

For the pursuit of tasks related to accession of the CR to the EU, the
Institute was granted a special-purpose subsidy by the Ministry of
Health of the CR. This Annual Report of SUKL in 2005 was drafted in
more detail so that, apart from an overview of the Institute’s activities,
persons interested in medicines regulation would be shown trends
that can be noticed in the development of the supervised entities’
applications and behaviour.

Milan Smid

2. THE INSTITUTE'S ORGANISATIONAL
STRUCTURE

The year 2005 saw several organisational changes aimed at
simplifying the Institute’s management system and making its activity
more efficient. The office work related to wholesalers was transferred
from the Inspection Branch to the Pharmacy Branch. Also established
was the position of manager for strategy and development with the
aim of strengthening the management system and improving the
planning and evaluation system. The SUKL organisational structure
valid as of 31 December 2005 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 between 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 carried out their activity in 2005:

e Team for Borderline Products, which co-ordinates the
activities of the various units in relation to the classificati-
on of questionable products in the appropriate regulatory
regime,

e Team for the Quality of Pharmaceuticals, which co-or-
dinates the activities of the various units in addressing the
problems related to the quality of pharmaceuticals,

e Team for Information Technologies (Info-Team), which
drafts concepts of the development of information tech-
nologies in SUKL, and co-ordinates the activities of the
various units and the transfer of information related to the
use and development of these technologies,

e Development Team, which prepares proposals for the
Institute’s long-term policy, especially in relation to major
organisational and operational changes, and to the pre-
paration of draft plans of the Institute’s activity, and it is in-
volved in their evaluation,



tym pro posuzovani pfijatelnosti nazvt léci-
vych pfipravk, ktery vyhodnocuje pravdépo-
dobnost zamény nazvu Iécivych pripravkl a po-
suzuje dusledky vyplyvajici z pfipadnych za-
mén,

tym pro pokuty, ktery zajistuje standardni pfi-
stup ke stanoveni vyse, ukladani a vymahani
pokut,

pediatricky tym, ktery zajiStuje zpracovani
a kontrolu hodnoticich zprav, stanoviska k regu-
laénim pravidlim vztahujicim se k pediatrickym
lé¢ivym pfipravkidm, komunikaci s profesnimi
skupinami v pediatrii a zastupovani SUKL v od-
bornych regulaénich strukturach v pediatrické
oblasti,

poradni sbor pro klinickd hodnoceni Ié€iv,
ktery projednava protokoly klinickych studii
a vlastnosti hodnocenych IéCiv,

poradni sbor pro nova léciva, ktery se vyjad-
fuje k hodnoceni novych registraci, rozsifeni in-
dikaci, nové sily nebo nového davkovaciho rezi-
mu u jiz registrovanych pfipravkd,

poradni sbor pro moderni terapie, ktery se
zabyva otazkami spojenymi s pfipravky pro ge-
novou a somato-bunécénou terapii a pfipravky
vyrobenymi pomoci tkafoveého inzenyrstvi,
pracovni skupina pro zaméstnanecké otaz-
ky, ktera se zabyva otazkami zaméstnanecké
politiky a ve spolupraci s odborovou organizaci
navrhuje kolektivni smlouvu.

Team for Evaluating the Acceptability of Names of
Pharmaceuticals, which evaluates the probability of con-
fusion of names of pharmaceuticals, and assesses the
consequences ensuing from potential confusion,
Penalty Team, which ensures a standard approach to-
wards the determination, imposition and collection of pe-
nalties,

Paediatric Team, which is in charge of the drafting and
control of evaluation reports, standpoints towards regula-
tory rules related to paediatric pharmaceuticals, commu-
nication with paediatric health professionals, and the
SUKLs representation in specialised regulatory structu-
res in paediatrics,

Advisory Board for Clinical Trials on Pharmaceuticals,
which discusses the protocols of clinical trials and pro-
perties of evaluated pharmaceuticals,

Advisory Board for New Pharmaceuticals, which issu-
es opinions on the evaluation of newly authorised pro-
ducts, the extension of existing indications, new strength
or new posology regime for authorised products,
Advisory Board for Modern Therapies, which deals with
questions related to products for genic and somatocellu-
lar therapy, and products manufactured with the help of
tissue engineering,

Working Group for Human Resources, which deals
with issues of HR policy and, in co-operation with the tra-
de-union organisation, proposes the collective agree-
ment.



Organizac¢ni schéma (platné k 31.12.2005)
Organisational structure (as of 31 Dec 2005)
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3. ZOHLEDNENI POLITIKY l.'!STAVU .
V JEHO CINNOSTI, NEJVYZNAMNEJSI
CINNOSTI

Politika Ustavu je uvedena na vnitfni strané obalky vyroc¢-
ni zpravy.

1. Prvni bod politiky Ustavu spoCiva zejména v zajis-
tovani a dozoru nad tim, aby IéCiva a zdravotnické pro-
stfedky stale vykazovaly pfevahu prospéchu nad riziky
z jejich pouzivani. K tomu slouzi veSkera posuzovaci i do-
zorova ¢innost Ustavu popsana v této zprave, vcéetné po-
sileni o prvky vynucovani prava. Efektivni preventivni i na-
sledny dozor vyzaduje kvalitni pravni zazemi a lze jej
mnohem snadnéji vykondvat v prostiedi spolupracujicich
a odborné kompetentnich partnerd. Proto Ustav vénoval
znacné kapacity na zapojeni do vyvoje legislativy narod-
né i v prostiedi EU a pfispival k jejimu zavadéni do praxe
osvétovou Cinnosti a poskytovanim informaci a poraden-
stvim. Spolupraci zejména s etickymi komisemi byly pod-
porovany prvky samoregulace v oblasti klinického hodno-
ceni a dozoru nad reklamou. Odborna kvalifikace a nad-
hled byly zajisStovany systémem Skoleni zaméstnancu, vy-
uzivanim externich specialistd a tymovym pfistupem
k préaci.

2. Tento bod politiky byl v roce 2005 upraven tak, aby
zohledfoval zajem Ustavu podilet se aktivnéji na vytvare-
ni podminek pro efektivni vyvoj a uplatnéni [éCiv a zava-
déni novych postupll a technologii ve zdravotnictvi. Tento
zajem je vyjadren nejen v oblasti IéCiv a zdravotnickych
prostfedkll, ale i v pfipravé na vyvoj pfipravk( 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 ex-
perty a rozvijel odborné poradenstvi narodné.

3. Pouzivani léCiv a zdravotnickych technologii je na-
tolik rozSitfeno, ze pfi ochrané verejného zdravi je tfeba
stale sledovat mozné dusledky tohoto pouzivani a sou-
stfedovat se na jevy zavazné z hlediska zdravi jednotliv-
ce nebo zdravotniho stavu spole¢nosti. Pojeti novych
pfedpisi EU umoznilo pfistupovat jiz v €asnych stadiich
hodnoceni lé€iv k identifikaci potencialnich rizik a k uplat-
néni programu jejich minimalizace. Na rychlou identifikaci,
fedeni a komunikaci rizik byly zamérovany jak vzdélavaci
a osvétové akce, tak vyvoj informacnich systému a je jim
podfizena organizace prace, véetné sestavovani plani
dozoru.

4. Spoluprace s narodnimi partnery i s partnery v Ev-
ropské unii a mimo ni je jiz standardnim prvkem v regula-
ci Iéciv a zdravotnickych prostfedk(. Popsana je v ¢asti 4
této zpravy. V oblasti 1&Civ je ustav stabilné zaclenén do si-
té regulaCnich a dozorovych instituci, pokud jde o zdra-
votnické prostfedky probiha zatim spoluprace zejména na
narodni Urovni. Pozitiva pfinasi nejen spoluprace odborna,
ale i v oblastech "enforcementu”, vyvoje informacnich na-
stroji a komunikace. Pfikladem Siroce pojaté spoluprace
Iékovych regulaénich Gfadi EU je projekt BEMA
(Benchmarking of European Medicines Authorities), ve
kterém si regula¢ni instituce pro humanni i veterinarni 1é-
¢iva porovnavaji standardy své prace. Pfipraven byl pro-
jekt dalSi spoluprace s regula¢nimi institucemi Velké Bri-
tanie a Francie zaméfeny na vycvik hodnotitel( registrac-
nich dokumentaci, dozorovy systém v oblasti lidskych
tkani a bunék a vigilanci a klinicky vyzkum zdravotnickych
prostredkd.

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 element of the enforcement of law, serves this purpose. An
efficient preventive and follow-up supervision requires a good quality
of legal background, and it can be executed much more easily in a
milieu of co-operating and professionally competent partners.
Therefore, 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. Co-operation, namely with ethics committees,
supported the element 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.

2. This policy point was modified in 2005 to take into account the
Institute’s interest in more active involvement in the creation of
conditions for 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 human 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 advice; it set up a working team for modern technologies
in co-operation with external experts, and was developing scientific
advice on the national level.

3. 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 and
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.

4, The co-operation 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, co-operation
has been taking place chiefly on the national level. Benefits are
yielded not only in professional co-operation, but also in the areas of
enforcement of law, development of information tools and
communication. An example of a broadly based co-operation 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 a further co-operation 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. Otevienost a korektnost pfi jednani s partnery, po-
skytovani dostatku informaci o ¢innosti a sledovani hlav-
nich zajm{ jednotlivych partnerd jsou ddlezitym prvkem
modernich regulacnich systém(, které vyzaduji souhru
vSech partner(i na narodni i mezinarodni trovni. Komuni-
kaci s partnery a poskytovani informaci se vénuji zejména
kapitoly 4 a 6.

6. Posledni bod politiky se vztahuje k potencialu za-
méstnancu ustavu. Rozvoj tohoto potencialu a motivacni
nastroje jsou popsany zejména v ¢asti 8 této zpravy. Pro-
bihd monitorovani nazorli zaméstnancli zamérené na
otazky jejich vzdélavani, pracovniho prostfedi a vztah(
a nasledné pfi aktivnim zapojeni reprezentantll zamést-
nancl jsou naméty postupné realizovany. Dlraz je kladen
na rovné pracovni podminky, stejné pfilezitosti zen a mu-
z{1 a stalou informovanost zaméstnanc(.

Zavedeni principll strategického Fizeni

Aby se ustav mohl vyrovnavat s rostoucimi pozadavky na
objem i kvalitu vykonavanych ¢innosti a dokazal absorbo-
vat ¢innosti nové, zejména vyplyvajici z €lenstvi v EU, byl
posilen proces planovani a hodnoceni o pfistupy strate-
gického fizeni. Vedeni Ustavu formulovalo svou vizi vyvoje
ustavu a po diskusi se zaméstnanci a Ministerstvem zdra-
votnictvi ji promitlo do strategickych zamér( na pétileté
obdobi. Kazdému zaméru byl ur€en objektivné méfitelny
parametr s cilovymi hodnotami pro roky 2006 a 2010.
Kazdy ze strategickych zamérl ma uréen svého odpo-
védného manazera, ktery planuje rozvojové cile pro jed-
notlivé vykonné Utvary tak, aby parametru zaméru bylo
dosazeno. Formulace a terminy cilll jsou tvofeny v disku-
si mezi manazery zamérl a vedoucimi Utvarl. Kromé
strategickych zaméra byly ureny i provozni cile jednotli-
vych utvarQ, které méfi jejich vykon a umoznuji v pfipadé
potfeby ménit priority a pfidélovat k jejich uskutecnéni
zdroje. Systém strategického fizeni podporuje databaze,
ktera byla v ustavu vytvofena pro tento ucel.

4. ZAPOJENI V SiTI NARODNICH, EU
A JINYCH MEZINARODNICH INSTITUCI

4.1 PRIPRAVA A PRIPOMINKOVANI PRAVNICH
PREDPISU A POKYNY SUKL

Revize evropské lékové legislativy z roku 2004 byla za-
kladem pro legislativni prace ustavu v roce 2005. Vzhle-
dem k velkému rozsahu zmén byl pro Ministerstvo zdra-
votnictvi (MZ) zpracovan navrh zcela nového zakona o 1é-
¢ivech a navrhy novych provadécich predpist. Novy za-
kon o lécivech nenabyl U€innosti v terminu prfedpoklada-
ném evropskou legislativou, tj. k 30.10.2005 a ustav pro-
to po dohodé s MZ pfistoupil s ohledem na ustanoveni ¢l.
189 Smlouvy a pfisludné rozhodnuti Evropského soudni-
ho dvora k bezprostfedni aplikovatelnosti smérnic Spole-
Censtvi. Zadatellim o registrace bylo umoznéno postupo-
vat podle ustanoveni smérnice 2004/27/ES, pfestoze ne-
byla dosud transponovana do narodniho predpisu. Jako
pfipravu na regulaci vyuzivani lidskych tkani a bunék
ustav zpracoval pro MZ transpozici smérnice 2004/23/ES
do navrhu zakona o tkanich a burikach. O provadénych

5. The open and fair approach to partners, sufficient information
on the Instiute”s activity and the monitoring of the various partners’
main interests constitute an important element of modern regulatory
systems, which require co-ordination of all partners on the national
and international levels. Communication with partners and providing
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 the 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 permanent maintenance of
free flow of information to employees.

Introduction of principles of strategic management

In order to ensure 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 was strengthened to include strategic
management approaches. The Institute’s management formulated its
vision of the SUKLs development and, after a discussion with the
employees and the Ministry of Health; it reflected it in its strategic
objectives for a five-year period. An objectively measurable indicator
was defined for every objective with target values for the years 2006
t0 2010. In charge of every strategic objective there is a manager who
plans development goals for the various executive units so that the
indicator of the respective objective could be attained. The
formulations and deadlines of the goals are a result of discussions
between managers of the objectives and heads of the units. Apart
from strategic objectives, operational goals were set to individual
units, which measure their performance and, in case of need,
facilitate priority changes and the assignment of resources for their
implementation. The strategic management system is supported by a
database that was established in the Institute for this purpose.

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 review of the European pharmaceutical legislation in 2004 was
the basis of the Institute’s legislative work in 2005. In view of a large
scope of amendments, a draft was compiled for the Ministry of Health
(MoH) of a completely new Act on Pharmaceuticals and new
implementation regulations. The new Act did not come into force as
anticipated in the European legislation, i.e. as of 30 October 2005,
and therefore, after 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. Applicants for marketing
authorisation were allowed to act according to the provisions of
Directive 2004/27/EC despite the fact that it had not been transposed
into national legislation. As a preparation for the regulation of the use
of human tissues and cells, the Institute drafted the transposition of
Directive 2004/23/EC for the MoH for the draft act on tissues and
cells. The Institute informed about current and forthcoming



i pfipravovanych zménach informoval ustav prostfednic-
tvim seminafd a pokynu Ustavu.
Kromé pfipravy uvedenych pfedpist byli pracovnici Usta-
vu v prabéhu roku 2005 zapojeni do pfipominkovych fize-
ni k 19 dalsim ¢eskym pravnim predpisiim, vztahujicim se
zejména k pozadavkim na obaly, regulaci zdravotnickych
prostfedkll, zdravotnickym zafizenim a vefejnym sluzbam
ve zdravotnictvi, regulaci kosmetickych vyrobku a doplnkd
stravy, zachazeni s navykovymi latkami a prekursory,
standarddm jakosti a bezpecnosti pro odbér, vysSetfeni,
zpracovani, skladovani, distribuci, dovoz a vyvoz lidské kr-
ve a jejich slozek a vydej transfuznich pfipravkl, sezna-
mu zdravotnich vykont s bodovymi hodnotami, hygienic-
kym pozadavkim na prodej potravin, polozkam spole¢né-
ho celniho sazebniku pokud jde o lidskou krev a jeji sloz-
ky a lidské tkané, véetné bunék.
Pracovnici Ustavu byli zapojeni i do pfipravy predpist Ev-
ropského spolecenstvi. V pracovni skupiné Rady pro IéCi-
vé pfipravky a zdravotnické prostfedky zastupovali MZ pfi
pfipravé navrhil nafizeni o IéCivych pfipravcich pro pedia-
trické pouziti a nafizeni o poplatcich, které se plati Evrop-
ské lékové agentufe. Dale byli zapojeni do pfipravy pro-
vadécich nafizeni k novému nafizeni €. 726/2005. Kon-
krétné $lo o nafizeni stanovujici okolnosti, kdy malé
a stfedni podniky (SME) mohou platit snizené poplatky
nebo jejich platbu odlozit nebo ziskat administrativni pod-
poru, nafizeni Komise o udélovani registraci za urcitych
podminek a nafizeni Komise stanovujici postup pro pfijeti
maximalnich ¢astek, podminek a zplsobl vybirani pokut.
Soucasné byli pracovnici Ustavu aktivné zapojeni do pfi-
pravy pokynl vydavanych Evropskou komisi a EMEA
(European Medicines Agency) v ramci ucasti v pracov-
nich skupinach a vyborech Evropské komise a EMEA
a pokynu vydavanych koordinaéni skupinou pro procedu-
ru vzajemného uznavani a decentralizovanou proceduru
— CMD (viz také kapitola 4.3). Tyto pokyny predstavuji in-
terpretaci evropské legislativy spole¢nou pro vechny
Clenské staty, popisuji podrobnosti spoleCnych procedur
a vysvétluji pozadavky legislativy.
Pracovnici ustavu rovnéz spolupracovali na kontrole ofici-
alnich prekladl predpistl ES do ¢estiny.
Pracovnici Ustavu pfipravovali v pribéhu celého roku
2005 podklady k zpravam z oblasti regulace 1éCiv pro ¢es-
ké ufady i pro instituce EU, zu€astriovali se jednani skupi-
ny pro otdzky spojené s problematikou volného pohybu
zbozi, sluzeb a svobody usazovani v oblasti neharmoni-
zované sféry ustavené Ministerstvem priimyslu a obcho-
du.
S cilem zajistit informovanost vefejnosti a regulovanych
subjektd v CR ustav pokraCoval ve vydavani pokynl
SUKL, které vysveétluji zakonné pozadavky pro jednotlivé
jim zajiStované oblasti ¢innosti, zohlednuji pokyny vydané
Evropskou komisi a EMEA a slouZzi jako pom(cka pro Za-
datele a regulované subjekty i pro pracovniky ustavu. Tyto
pokyny jsou v ramci systému jakosti fazeny mezi fizene
dokumenty uUstavu, jsou zverejfiovany ve Véstniku SUKL
a na internetové strance Ustavu a jsou dostupné na vyza-
dani v podatelné ustavu. Pokud existuje vykladova vol-
nost pfedpisi EU, probiha verejné pfipominkovani. V roce
2005 bylo vydano celkem 15 pokynd, z toho 10 novych
a 5 revidovanych, a to
e 2 nové pokyny fady UST tykajici se obecnéjSich ak-
tivit Ustavu,
e 3 nové a1 revidovany pokyn fady REG pro oblast re-
gistrace |écCivych pfipravk,
e 3 nové pokyny fady PHV pro oblast farmakovigilan-
ce,

amendments through seminars and guidance documents.
Apart from preparing the above-mentioned regulations, in the course
of 2005 the Institute’s staff members were involved in 19 procedures
of commenting on other Czech regulations related namely to
requirements for packaging, regulation of medical devices, healthcare
establishments and public services in the healthcare system,
regulation of cosmetic products and food additives, handling of
controlled drugs and precursors, standards of quality and safety for
the collection, analysis, storing, distribution, import and export of
human blood and its components, and the dispensing of blood
components, the list of medical procedures with their point values,
hygienic requirements for the sale of foodstuffs, items of the common
customs tariff with respect to human blood and its components, and
human tissues, including cells.
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 MoH in the preparation of draft regulations on
medicinal products for paediatric use and regulations on fees payable
to the European Medicines Agency. They were also involved in the
preparation of implementation regulations of the new Regulation no.
726/2005. In concrete terms, it determined the circumstances under
which small and medium-size enterprises (SMEs) could pay reduced
fees or put off their payment or acquire administrative support, the
Commission’s regulation on the granting of marketing authorisations
under certain conditions, and the Commission’s regulation
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 EMEA
(European Medicines Agency) in the framework of the participation in
working groups and committees of the European Commission and
EMEA, and the guidelines issued by the Co-ordination Group for
Mutual Recognition and Decentralised Procedures — CMD (see also
chapter 4.3). These guidelines represent an interpretation of the
European legislation common for all Member States, describe details
of common procedures, and explain requirements of legislation.
The Institute’s staff members also co-operated in reviewing official
translations of the EC regulations into Czech.
Throughout the year 2005, the Institute’s staff members were
preparing documents for reports in the area of regulation, safety and
efficacy of pharmaceuticals both for Czech authorities and the EU
institutions, and they were taking part in talks of the group for
questions related to problems of free movement of goods, services
and freedom of settlement in the non-harmonised sphere established
by the Ministry of Industry and Trade.
With the aim of ensuring that the public and regulated entities in the
CR are informed, the Institute continued to publish the SUKLs
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. In the
framework of the quality system, these guidelines are included in the
Institute’s controlled documents, published in the Vestnik SUKL
(SUKL Bulletin) and on the Institute’s website, and are available upon
request in the Institute’s mail room. Whenever there is freedom of
interpretation of the EU regulations, a public debate takes place. The
year 2005 saw the issue of a total of 15 guidelines, of which ten were
new and five amended guidelines:
e 2 new guidelines of the UST series related to the Institute’s ge-
neral activities,
e  3newand 1amended guidelines of the REG series for the area
of marketing authorisation of pharmaceuticals,
e 3 new guidelines of the PhV series for the area of pharmacovi-
gilance,
e 1 amended guideline of the KLH series for the area of clinical
trials,



e 1 revidovany pokyn fady KLH pro oblast klinického
hodnoceni,

e 1 novy a 1 revidovany pokyn fady DIS pro distributo-
ry 1éGivych pfipravka,

e 1 revidovany pokyn fady SLP pro laboratore.

Dva pokyny SUKL byly bez nahrady zruseny.

4.2 MINISTERSTVO ZDRAVOTNICTVI, STATNI

INSTITUCE A DALSI PARTNERI USTAVU V CR

Pro Ministerstvo zdravotnictvi Ustav zpracovaval rozbory,
stanoviska, hlaseni a pfipominky k nejriznéjSim materia-
[Gm. Evidovana agenda spoluprace s MZ a dal$imi Ustred-
nimi spravnimi organy zahrnovala v roce 2005 51 zadosti
0 zavazna stanoviska, z nichz 26 bylo pozadovano nejde-
le do 10 dnd. Ostatni instituce (zejména MZV, MF CR
a SZU) zadaly o terminovana stanoviska v 8 pfipadech.
V agendé geneticky modifikovanych organism, oball lé-
Civ a nékterych inspekénich aktivit je Ustav napojen na
Ministerstvo Zivotniho prostfedi. S Ministerstvem priimys-
lu a obchodu jsou konzultovany regulaéni otdzky s dopa-
dem na vyrobce léCiv a reklamu IéCivych pfipravkl a pro-
biha spoluprace v oblasti tzv. neharmonizované sféry. Mi-
nisterstvu financi byly pravidelné poskytovany udaje o do-
davkach léciv a dil¢i podklady pro stanovovani cen léciv.
S Ministerstvem zahranici a Stalou misi CR v Bruselu pro-
bihala jednani zejména ve vztahu k projednavanym zmé-
nam farmaceutické legislativy. Tradiéné efektivni spolupra-
ce formou sdileni informaci, spolec¢nych pfipominkovych
fizeni a spole¢nych inspekci probihala s Ustavem pro
kontrolu veterinarnich biopreparatt a IéCiv v Brné. Se
Statnim zdravotnim ustavem byly prostfednictvim spolec-
né pracovni skupiny pravidelné feSeny otazky hrani¢nich
pfipravkl a obdobné se Statnim Ufadem pro jadernou
bezpecnost byly feSeny otazky radiofarmak. V oblasti do-
zoru nad trhem byly partnery ustavu Ceska potravinarska
a zemedelska inspekce, Ceska obchodni inspekce a Celni
sprava. S Ufadem pro technickou normalizaci, metrologii
a statni zkuSebnictvi probihala spoluprace pfi pfipravé no-
rem a prekladll evropskych predpisu.

S hlavnimi zajmovymi skupinami regulovanych subjektl
ustav zajiStoval komunikaci zejména prostrednictvim te-
maticky orientovanych setkani. Uskutecnila se 2 pracovni
setkani pracovnik(l SUKL se zastupci asociaci farmaceu-
tickych firem/vyrobcU 1é€ivych pfipravki(l. Cilem téchto set-
kani byla vyména informaci o probihajicich a pfipravova-
nych zménach v oblasti lékové regulace a hledani cest
k FeSeni otazek souvisejicich s ¢lenstvim CR v Evropské
unii. Pracovni skupina pro klinicka hodnoceni sdruzujici
zastupce zadavatell klinickych studii, etickych komisi
a pacientll se seSla dvakrat s cilem feSit aktualni situaci
v oblasti klinickych hodnoceni souvisejicich s aplikaci ev-
ropského formatu zadosti o povoleni/ohlaseni klinického
hodnoceni, systémem prace etickych komisi a pfipravou
nového zakona o léCivech. Spole¢né s predstaviteli etic-
kych komisi pro multicentricka hodnoceni a Foérem etic-
kych komisi pokra¢ovalo budovani systému etickych ko-
misi, zejména v oblasti spoluprace mezi jednotlivymi ko-
misemi a standardech prace etickych komisi pro multicen-
tricka hodnoceni. V oblasti farmakovigilance se prohlubo-
vala spoluprace s Ceskou lékafskou spolecnosti Jana
Evangelisty Purkyng, zejména v pfipadech komunikace
farmakovigilan¢nich regulagnich opatfeni s odbornou ve-
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e 1newand 1 amended guideline of the DIS series for distribu-
tors of pharmaceuticals,
e 1 amended guideline of the SLP series for laboratories.

Two SUKLs guidelines were annulled without substitution.

4.2 MINISTRY OF HEALTH, STATE INSTITUTIONS
AND OTHER PARTNERS OF THE INSTITUTE IN
THE CR

The Institute prepared analyses, opinions, reports and comments for
the Ministry of Health concerning the most various issues. The
registered office work of co-operation with the MoH and other public
administration authorities in 2005 included 51 applications for relevant
opinions, 26 of which were requested within ten days at the latest.
Other institutions (namely the Ministry of Foreign Affairs, the Ministry
of Finance and the National Institute of Public Health) requested
opinions in eight cases with a set time limit. In the business of
genetically modified organisms, drug packaging and some inspection
activities, the Institute has links with the Ministry of the Environment.
Consultations are held with the Ministry of Industry and Trade about
regulatory issues having an impact on manufacturers of
pharmaceuticals and advertising of medicinal products, and co-
operation has been taking place in the so-called non-harmonised
sphere. 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 co-operation in the form of sharing
information, common debates and joint inspections has been taking
place with the Institute for the State Control of Veterinary
Biopreparations 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 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 Trade Inspection and the Customs Administration. Co-
operation continued with the Czech Office for Standards, Metrology
and Testing in the preparation of standards and translations of
European regulations.

The Institute communicated with the main special-interest groups of
the regulated entities namely through meetings on specific topics.
Two meetings were organized between the SUKLs staff members
and representatives of associations of pharmaceutical
companies/manufacturers 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 issues 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, met twice in order to solve the current situation in the area
of clinical trials related to the use of the European format of the
application for approval/notification of a clinical trial, the system of
work of the ethics committees, and the preparation of new Act on
Pharmaceuticals. 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 co-operation between the various committees, and of
standards of work of ethics committees for multi-centric trials. In the
area of pharmacovigilance, co-operation has been deepening with
the Czech Medical Society JE Purkyne, namely in cases of



fejnosti a pfipravé terminologie nezadoucich UG¢inkd
MedDRA. Spoluprace se zaméfenim na regulaci zdravot-
nickych prostfedk(l je nadale udrzovana s asociacemi ja-
ko jsou CZECHMED - Asociace vyrobcl a dodavatell
zdravotnickych prostfedkd a Ceska asociace dodavatell
in vitro zdravotnickych prostfedkd - CZEDMA. Pracovnici
Ustavu se také ucastnili na koordinaénich schlizkach po-
radanych autorizovanymi osobami k pfipravované legisla-
tivé vztahujici se k zdravotnickym prostfedkim. Pribézné
byla udrzovana komunikace i s profesnimi komorami lé-
karl a farmaceutl a sdruzenimi pacientl. Ustav se aktiv-
né zapojil ve spolupraci s Evropskym sdruzenim pacient(
trpicich vzacnymi chorobami (EURORDIS) do projektu
spoluprace podporovaného Evropskou komisi.

INSTITUCE EU A DALSi ZAHRANICNi PARTNERI
A MEZINARODNI PARTNERI

4.3

Mezinarodni aktivity Ustavu byly soustfedény v roce 2005
predevSim na spolupraci s institucemi EU a ¢lenskych sta-
tl EU. Pracovnici ustavu se v roce 2005 U¢astnili jiz rutin-
né prace témér v 30 vyborech a pracovnich skupinach
Evropské lékové agentury (EMEA), Evropské komise,
Evropského ustfedi pro kvalitu IéCiv a pracovnich iniciati-
vach sité Iékovych regulaénich ufadd EU, véetné "bench-
markingu" mezi jednotlivymi institucemi. Kromé organ(
EU byli pracovnici ustavu zapojeni v pracovnich skupi-
nach Rady Evropy, OECD a WHO. S Radou Evropy pro-
bihala spoluprace ve dvou specificky vymezenych oblas-
tech, a to pro IéCivé pfipravky, jejichz vydej je umoznén
bez Iékafského predpisu, a pro koordinaci prosazovani
prava v pfipadé poruSovani Iékové legislativy, zejména
v oblasti padélkd a internetového prodeje 1éCiv.

S Evropskym ustfedim pro jakost l1éCiv (EDQM) Rady Ev-
ropy a mezinarodni siti Official Medicines Control
Laboratories (OMCL) se pracovnici Ustavu podileli na pfi-
pravé spolec¢nych dokumentd pro systém jakosti podle
EN ISO/IEC 17025 a aktivné se ucastnili vyro€nich zase-
dani OMCL, spole€nych studii kontroly jakosti IéCiv v obé-
hu, porovnavacich studii i pfipravy referencnich latek pro
Evropsky lékopis.

V roce 2005 stejné jako v pfedchazejicich letech probiha-
ly pracovni kontakty s evropskou ustfednou WHO v Koda-
ni i s centrem WHO v Zeneveé v oblasti Iékové informatiky,
tvorby a aplikace ATC systému, hodnoceni terapeutické
hodnoty IéCiv a jejich uziti v praxi (DURG), farmakovigi-
lance a nezadoucich G¢inkd. V ramci této spoluprace bylo
oponovano 22 monografii vydavanych WHO pro oblasti
spravné vyrobni a distribuéni praxe, oblast registraci, ze-
jména stability a bioekvivalence, a oblast rostlinnych I&¢i-
vych pfipravkd.

V prabéhu roku 2005 pokrac¢ovala spoluprace v oblasti
inspekénich aktivit zapojenim do €innosti OECD v ramci
panelu spravné laboratorni praxe a Pharmaceutical
Inspection Cooperation Scheme (PIC/S). V ramci Skolici-
ho systému PIC/S byl ustav organizatorem Expert Circle
k medicinalnim plyndm a pracovnici Ustavu se podileli na
sestaveni standardl pro inspekce v této oblasti.

Ustav stejné jako v pfedchozich letech plsobil jako aktiv-
ni ¢len Mezinarodni spoleénosti Iékovych bulletinl
(International Society of Drug Bulletins).

V navaznosti na uspésny twinningovy projekt ukonéeny
v roce 2004 SUKL zpracoval podklady pro dalsi projekto-
vy zamér zaméfeny na posileni kapacity v oblasti hodno-
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communication of pharmacovigilance measures to professional
public, and the preparation of MedDRA terminology of adverse drug
reactions. Co-operation focused on the regulation of medical devices
has been also continuing with associations such as CZECHMED -
Association of Manufacturers and Supplies of Medical Devices, and
the Czech Association of Suppliers of In Vitro Medical Devices —
CZEDMA. The Institute’s staff members also attended co-ordination
meetings organised by authorised persons on the forthcoming
legislation related to medical devices. Communication was kept with
physicians’ and pharmaceutical chemists’ professional chambers, and
with patients’ associations. The Institute, in co-operation with the
European Organisation for Rare Diseases (EURORDIS), was actively
involved in a project of co-operation supported by the European
Commission.

4.3 EU INSTITUTIONS AND OTHER FOREIGN
PARTNERS AND INTERNATIONAL ACTIVITIES

The Institute’s international activities in 2005 were chiefly focused on
co-operation with the institutions of the EU and EU Member States.
The Institute’s staff members took an already routine part in the work
of almost 30 committees and working groups of the European
Medicines Agency (EMEA), European Commission, European
Directorate for the Quality of Medicines, and working parties of the
network of the EU drug regulators, including the “benchmarking”
between individual institutions. Apart from the EU authorities, the
Institute’s staff members were involved in working groups of the
Council of Europe, OECD and WHO. Co-operation with the Council
of Europe took place in two specific areas: of medicinal products
dispensed without medical prescription, and of co-ordination of the
enforcement of law in case of breaches of drug legislation, particularly
in the area of counterfeit medicines and the sale of pharmaceuticals
on internet.

Together with the European Directorate for the Quality of Medicines
(EDQM) of the Council of Europe and the international network of
Medicines Control Laboratories (OMCLs), 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 the OMCLs, joint studies of the
quality control of medicines in circulation, comparative studies and
the preparation of reference substances for the European
Pharmacopoeia.

Just like the previous years, the year 2005 saw the continuation of
working contacts with the WHO Regional Office for Europe in
Copenhagen, as well as with the WHO Geneva Centre in the area of
drug information technology, the creation and use of the ATC system,
evaluation of therapeutic value of medicines and their practical use
(DURG), pharmacovigilance and adverse reactions. In the framework
of this co-operation, the Institute acted as an opponent in the
discussion about 22 monographs issued by WHO in the areas of
Good Manufacturing and Distribution Practices, the area of marketing
authorisations, particularly stability and bioequivalence, and the area
of herbal medicines.

In the area of inspection activities, the year 2005 saw a continuing
involvement in the OECD activities through the panel of Good
Laboratory Practice and the Pharmaceutical Inspection Cooperation
Scheme (PIC/S). In the framework of the PIC/S training system, the
Institute organised an Expert Circle on medicinal gases, and the
SUKLs staff members were involved in the setting of standards for
inspections in this area.

Just like in the previous years, the Institute was an active member of
the International Society of Drug Bulletins.

As a follow-up of the successful Twinning Project completed in 2004,
the SUKL prepared documents for another draft project aimed at



ceni preklinické a klinické ¢asti registraéni dokumentace,
regulaci lidskych tkani a bunék a regulaci zdravotnickych
prostfedkd. Tento projekt Evropska komise schvdlila a ja-
ko twinningovy partner bylo vybrano konsorcium britské
a francouzské Iékové agentury (MHRA - Medicines and
Healthcare Products Regulatory Agency; AFSSAPS -
Agence francoise de sécurité sanitaire des produits de
santé). Zahajeni projektu se pfedpoklada v prvni poloviné
roku 2006. )

V roce 2005 SUKL rozsifil kontakt s evropskou organiza-
ci pacientd se vzacnymi onemocnénimi EURORDIS, kte-
ra sdruzuje pacientské organizace z 24 zemi. Ustav se za-
Clenil do projektu EURORDIS podporovaného Evropskou
komisi a pfipravuje v jeho ramci workshop o specializova-
nych diagnostickych centrech pro vzacna onemocnéni.
Podnéty pro praci Ustavu pfinaSela i vyména informaci
s nadnarodnimi asociacemi farmaceutickych vyrobcl (EF-
PIA - European Federation of Pharmaceutical Industries’
Associations, EGA - European Generic Medicines
Association, AESGP - Association Européenne des
Specialités Pharmaceutiques Grand Public) a zahrani¢ni-
mi asociacemi vyrobcl zdravotnickych prostfedkd. V di-
sledku kapacitnich narok( vyplyvajicich z ulohy ¢lenského
statu EU byla utlumena spoluprace s informacnimi a vzdé-
lavacimi agenturami a zahrani¢nimi asociacemi regulac-
nich profesional(.

Celkem se uskutecnilo 250 pracovnich cest 77 pracovni-
ki do 22 zemi. VétSina z cest byla smérovana do EMEA.
Srovnanim s rokem 2004 (217 pracovnich cest, 56 pra-
covnikll do 18 zemi) je patrny narlst poctu odbornych
pracovnikll zapojenych do mezinarodni regulaéni sité
(obr. 1 a 2). Z celkového poctu 250 pracovnich cest bylo
hrazeno 135 z prostfedkl EMEA, 16 z finan¢nich zdroju
Ministerstva zdravotnictvi, 3 cesty byly hrazeny Svétovou
zdravotnickou organizaci (WHO), 7 pracovnich cest z Na-
dace prof. Skarnitzla a 89 pracovnich cest bylo hrazeno
z rozpocCtu ustavu.

strengthening the capacity in the area of assessment of preclinical
and clinical part of the dossiers, regulation of human tissues and
cells, and regulation of medical devices. This project fiche was
approved by the European Commission and a consortium of the
British and French drug control agencies (MHRA - Medicines and
Healthcare Products Regulatory Agency; AFSSAPS- Agence
frangoise de sécurité sanitaire des produits de santé) was selected
as the twinning partner. The project is expected to start in the first half
of 2006.

In 2005 the SUKL extended its contacts with the European
Organisation for Rare Diseases (EURORDIS), which brings together
patient organisations from 24 countries. The Institute got involved in
the EURORDIS project supported by the European Commission and,
within this project, it prepares a workshop on centres of reference for
rare diseases.

Stimulating for the Institute’s work was the exchange of information
with multinational drug industry associations (EFPIA — European
Federation of Pharmaceutical Industries’ Associations, EGA -
European Generic Medicines Association, AESGP — Association
Européenne des Specialités Pharmaceutiques Grand Public), and
foreign associations of manufacturers of medical devices. As a
consequence of the capacity requirements ensuing from the role of
an EU Member State, co-operation was cut down with information
and educational agencies, and with foreign associations of regulation
professionals.

A total of 250 business trips of 77 staff members took place to 22
countries. The destination of most trips was the EMEA. In comparison
with the year 2004 (217 business trips, 56 staff members to 18
countries), there was an apparent increase of the number of expert
staff members involved in the international regulatory network (Fig.
no.1 and 2). Out of the total number of 250 business trips, 135 were
paid from EMEASs funds, 16 from financial resources of the Ministry of
Health, 3 trips were paid by the World Health Organisation (WHO), 7
business trips by the Prof. Skarnitzl Foundation, and 89 business trips
were covered from the Institute’s budget.

Obr. 1. Pracovni cesty zaméstnancu Ustavu v roce 2005 a srovnani s rokem 2004
Fig. 1. Business trips of the Institute’s employees in 2005 and comparison with 2004
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Obr. 2. Pracovni cesty zaméstnanci Ustavu do evropskych instituci
Fig. 2. Business trips of the Institute’s employees to European institutions
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MZ/Ministry of Health

. EK/European Commision
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5.1 AGENDA CELKEM

Béhem roku 2005 bylo elektronickou spisovou sluzbou
ustavu evidovano 43 231 dorucenych pisemnosti (v pred-
chéazejicim roce 39 380) a 21 791 odeslanych pisem-
nosti (v pfedchazejicim roce 25 465). Kromeé pisemné ko-
respondence evidované spisovou sluzbou bylo zahajeno
sledovani narustajici komunikace elektronické. PFi zapo-
¢teni elektronické komunikace doslo k meziroénimu nard-
stu evidované agendy ustavu o dalSich 29 % (obr. 1).
Archivni prostory mimo hlavni budovu Ustavu, kde jsou
ulozeny prevazné registratni dokumentace k [é€ivym pfi-
pravkim, dosahly celkové plochy 1 160 m2.
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5.1 OFFICE WORK IN TOTAL

In the course of 2005 the Institute’s electronic record system
registered 43,231 received documents (39,380 in the previous year)
and 21,791 sent documents (25,465 in the previous year). Apart from
written correspondence registered by the record system, the
increasing electronic communication started to be monitored as well.
Including electronic communication, the Institute’s registered office
business increases year on year by another 29 % (Fig. 1).

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.
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5.2 REGISTRACE LECIVYCH PRIPRAVKU
5.2.1 Agenda zadosti o nové registrace a prodlouzeni
registrace

Pocet pfijatych Zadosti o novou registraci byl v roce 2005
0 70 % vySSi nez v roce 2004. Zvysil se podil zadosti o re-
gistraci, které byly pfi vstupni kontrole hodnoceny jako vy-
hovujici. U zadosti pfijatych béhem roku 2005 splfiovalo
vS8echny poZadavky na uplnost podklad( 38,3 % Zadosti
o registraci, proti 19,9 % v roce 2004. Z podnétu SUKL
nebo samotného zadatele bylo ve fazi vstupni kontroly
zastaveno 12 zadosti. Upiné nebo ¢astecné v elektronic-
ké formé bylo pfedlozeno 441 zadosti (v roce 2004 87 za-
dosti). Pocet zadosti o registraci zastavenych z iniciativy
SUKL se snizil z 255 v roce 2004 na 9 Zadosti v roce
2005.

Pocet zadosti o prodlouzeni registrace byl v porovnani
s rokem 2004 podstatné nizsi (tab. 1). Podil formalné vy-
hovujicich zadosti se proti roku 2004 snizil z 47,6 % na
42,0 %. Ve fazi vstupni kontroly bylo zastaveno 28 zado-
sti o prodlouZzeni registrace.
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Dotazy a regula¢ni komunikace probihajici elektronicky a neevidovana jako pisemnost sledovana od 2005
| Electronic inquiries and regulation communication not registered as documents, monitored since 2005

Evidované pfichozi a odchozi pisemnosti SUKL / Registered incoming and outgoing SUKL dokuments

5.2 AUTHORISING OF MEDICINAL PRODUCTS
5.2.1 Applications for new marketing authorisation
and renewals

The number of applications for new marketing authorisation received
in 2005 was 70 % higher than in 2004. There was an increase of the
number of MA applications that were assessed as compliant at the
check-in. Out of the applications received in the course of 2005, 38.3
% complied with all the requirements for completeness of dossiers, as
against 19.9 % in 2004. At the initiative of SUKL or applicants
themselves, 12 applications were halted at the check-in stage.
Submitted either completely or partially in electronic form were 441
applications (87 applications in 2004). The number of MA applications
halted in consequence of the SUKL initiative dropped from 255
applications in 2004 to 9 applications in 2005.

The number of applications for renewal was substantially lower in
comparison with 2004 (Table 1). As against the year 2004, the
proportion of formally compliant applications fell from 47.6 % to 42.0
%. At the check-in stage, 28 applications for renewal were halted.



Tabulka 1.

Table 1.

Poéty Zadosti o nové registrace a prodlouzeni registrace pfijatych administraénim oddélenim v prd-
béhu roku 2005 a porovnani s rokem 2004
Numbers of applications received by the Administration Department in 2005 and comparison with
2004

V roce 2005 bylo podano 513 zadosti o registraci proce-
durou vzédjemného uznavani (MRP) s CR jako zucastné-
nym Clenskym statem. Se zapoctenim nedofesenych za-
dosti z roku 2004 vydal v MRP procedufe SUKL 546 roz-
hodnuti o registraci. Pro pfipravky dfive registrované na-
rodni procedurou bylo umoznéno zafazeni lé€ivého pfi-
pravku do procedury vzajemného uznavani postupem,
kdy je vydano nové rozhodnuti o registraci se zachovanim
stejného nazvu, registracniho ¢isla i kddl SUKL, a v roce
2005 probehly timto zplisobem 43 procedury. Koncem ro-
ku 2005 bylo zahajeno prvnich 30 procedur MRP, v nichz
byla CR referenénim ¢lenskym statem.

V priibéhu roku doslo k ukonéeni narodnich registraci pfi-
pravku registrovanych pfed vstupem do EU v navaznosti
na centralizovanou proceduru v EU, protoZe se po vstupu
CR do EU rozsifila platnost centralizovanych registraci
EU i na CR. Pro zajisténi dostupnosti textd souhrnd uda-
ji o pfipravku a ptibalovych informaci centralizovanych
pfipravk( v ¢estiné probihala uzka spoluprace s Evrop-
skou Iékovou agenturou a s ohledem na jazykovou sro-
zumitelnost byly zkontrolovany vSechny souhrny udajl
o pfipravku, pfibalové informace a texty na obalech cen-
tralizované nové registrovanych pripravk. Nad rdmec
standardni kontroly zaménitelnosti nazv( lé¢ivych pfi-
pravkl provadéné na vyzadani a v souvislosti s podanim
zadosti o registraci ¢i zménu registrace se uskutecnila
kontrola rizika zaménitelnosti nazvi vSech existujicich
centralizovanych pfipravki s pfipravky, které jsou regist-
rovany v CR.

V pfipadé rozhodnuti o registraci se jednalo o 142 roz-
hodnuti udélenych pro ,samostatné“ zadosti o registraci,
543 rozhodnuti bylo vydano pro zadosti s odkazem na
Udaje referencniho pfipravku na zakladé dolozeni zasad-
ni podobnosti, at jiz Slo o zadosti generické &i tzv. hybrid-
ni. 4 rozhodnuti byla udélena pro homeopatika (tab. 2).
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Submitted in 2005 were 513 applications for authorisation through the
mutual recognition procedure (MRP) with the CR as a Concerned
Member State. If applications pending from the year 2004 are
included, SUKL issued 546 marketing authorisations in the MRP
procedure. In case of products authorised earlier through the national
procedure, the inclusion of a medicinal product in the mutual
registration 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 43 such procedures took
place in 2005. The end of the year 2005 saw the start of the first 30
MRP procedures, in which the CR was the Reference Member State.
In the course of the year, national authorisations were withdrawn of
products authorised prior to accession to the EU in relation to the
centralised procedure in the EU because, after the CR’s accession to
the EU, the validity of EU’s centralised marketing authorisations was
extended to include the CR. There was a close co-operation with the
European Medicines Agency for ensuring the availability of texts of
summary product characteristics and patient information leaflets of
centralised products in the Czech language and, for the sake of
language understandability, a control was carried out of all the
summary product characteristics, patient information leaflets and
texts on packages of new products that had been authorised through
the centralised method. Beyond the framework of the standard
control of the interchangeability of names of medicinal products made
upon request and in relation to new submissions or variations, a
control was carried out of liability to confusion of names of all the
existing centralised products with those that are authorised in the CR.
From among the issued marketing authorisations, 142 were based on
“self-standing” applications, and 543 decisions were issued on the
grounds of applications with reference to data of a reference product
based on essential similarity to data of reference products, be it
generic or the so-called hybrid applications. Four marketing
authorisations were granted to homeopathics (Table 2).



Tabulka 2. Pravni zaklad a povaha zadosti, pro které byla v roce 2005 udélena rozhodnuti o registraci
Legal basis and types of applications that were granted marketing authorisation in 2005

Table 2.

5.2.2 Agenda zadosti o zménu v registraci
a prevody registrace

Pocet vyfizenych zadosti u zmén typu | v roce 2005 Cinil
5 548. Tato suma zahrnuje 195 zmén pfibalové informace
a obalu. Pocet vyfizenych zmén typu Il byl srovnatelny
s rokem 2004. Celkove bylo vyfizeno 1 215 zmén typu .
V roce 2005 bylo zamitnuto a zastaveno celkem 264
zmén. Sdéleni o schvéleni zmény bylo odesilano zadatel
v primérné Ihaté 1,5 mésice. Dale bylo dale vyfizeno 233
zadosti o prevod registrace (tab. 3), z nichz 6 bylo zamit-
nuto a 6 stazeno.

Tabulka 3.
2005
Table 3.
authorisations in 2005

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

The number of processed applications for variation of Type | in 2005
equalled 5,548. This amount included 195 variations to patient
information leaflets and labelling. The number of processed
applications for variation of Type Il was comparable to the year 2004.
A total of 1,215 variations of Type Il were processed. A total of 264
applications for variation were rejected or suspended. Information on
approved variations was sent to applicants within an average time
limit of 1.5 months. Also processed were 233 applications for a
transfer of marketing authorisation (Table 3), six of which were
rejected and six withdrawn.

Pocty vystavenych rozhodnuti o novych registracich, zménach a prodlouzeni registrace v roce

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

5.2.3 Agenda zadosti o0 zménu zplisobu vydeje
a dalSi specifické agendy navazujici na
registrace

V prabéhu roku 2005 zacaly byt standardné vypracova-
vany hodnotici zpravy na precedentni zadosti tykajici se
obsahu G¢innych latek a nového zplsobu podani ve vzta-
hu k vydeiji bez Iékafského predpisu. Celkem bylo posou-
zeno 20 precedentnich pfipadud z hlediska uvolnéni do ka-
tegorie volné prodejnych Iégivych pfipravkl, z 10toho $lo
v 11 pfipadech o léCivé pfipravky obsahujici u€inné latky

5.2.3 Applications for change of the method
of dispensing and other specific types
of post-authorisation work

The year 2005 saw the beginning of a standard processing of
assessment reports on precedent applications related to the content
of active substances and new submissions with respect to dispensing
without medical prescription. A total of 20 precedent cases were
assessed from the point of view of release to the category of OTCs,
of which 11 cases were related to medicinal products containing
active substances not contained previously in medicinal products



predtim neobsazené v IéCivych pfipravcich vydavanych
bez lékafského predpisu, 4 nové Iékové formy, 1 novou
velikost baleni a 4 nové zpusoby davkovani.V jednom pfi-
padé bylo realizovano prevedeni zpét do kategorie pfi-
pravkl vazanych na |ékafsky pfedpis a v jednom pfipadé
byla feSena precedentni zadost o zafazeni mezi vyhraze-
né |éCiva, které bylo vyhovéno. Vyznamnéji vzrostl pocet
zamitnutych stanovisek k vydeji bez Iékafského predpisu,
zejména z divodl nedoplnéni standardnich informaci vy-
zadovanych pro posouzeni volného prodeje pfipravku.
Celkem byla vydana 3 kladna stanoviska o zafazeni mezi
vyhrazena Ié€iva, 3 Zadosti byly zamitnuty, 2 zadosti byly
zastaveny firmou a 1 zadost zlistava v procesu posuzo-
vani.

5.2.4 Odvolani proti rozhodnuti a chyby
v rozhodnutich, zastaveni fizeni
nebo zamitnuti zadosti

Pocet odvolani proti rozhodnuti Ustavu v oblasti registraci
se snizil z 87 v roce 2004 na 66 v roce 2005. Pocet oprav
sdéleni a rozhodnuti klesl 0 46 % v porovnani s rokem
2004. Celkovy pocet administrativnich oprav v rozhodnu-
tich a pfilohach ¢inil 29, tedy 0,3 % vSech rozhodnuti vy-
danych v souvislosti s registraci (tabulka 3). Celkovy po-
Cet zamitnutych zadosti nebo zastavenych fizeni v roce
2005 klesl 0 39 % v porovnani s rokem 2004. Pocty za-
stavenych Fizeni a zamitnutych Zadosti v roce 2005 pro
jednotlivé typy zadosti jsou uvedeny v tabulce 4.

dispensed without medical prescription, four new pharmaceutical
forms, one new size of packaging and four new posology methods.
One product was transferred back to the category of prescription-only
medicines, and one precedent application was processed for the
classification as a selected pharmaceutical and was approved. There
was a more marked increase of the number of rejected applications
for dispensing without medical prescription, particularly because
applicants had not completed the standard information that was
required for the evaluation of free marketing of a product.

Three positive opinions on the classification as a selected
pharmaceutical were issued, three applications were rejected, two
applications were withdrawn by applicants and one application is
pending.

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

The number of appeals against the Institute’s decisions in the area of
granting marketing authorisations decreased from 87 in 2004 to 66 in
2005. The number of corrections in decisions dropped by 46 % in
comparison with 2004. The total number of administrative corrections
in decisions and annexes equalled 29, i.e. 0.3 % of all decisions
issued in relation to authorisation (Table 3). The total number of
rejected or stopped applications fell in 2005 by 39 % in comparison
with 2004. The numbers of withdrawals and rejections of the various
types of applications in 2005 are given in Table 4.

Tabulka 4. Zastaveni fizeni ¢i zamitnuti u jednotlivych typl Zzadosti
Withdrawals or rejections for the various types of applications

Table 4.

5.3 POSUZOVANI HRANICNICH PRIPRAVKU,
AGENDA POUZIVANI NEREGISTROVANYCH
PRIPRAVKU, VYDAVANI STANOVISEK KE

SPECIFICKYM LECEBNYM PROGRAMUM

Agenda posuzovani hrani¢nich pfipravk(l a vydavani roz-
hodnuti k zafazeni vyrobku probihala s vyuzitim spolupra-
ce Statniho zdravotniho Ustavu. Zvefejnény byly spole¢né
materidly tykajici se vymezeni obsahu latek a jejich dopo-
ru¢enych maximalnich dennich davek v doplricich stravy.

17

ASSESSMENT 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 co-operation with the National
Institute of Public Health. Joint materials related to the specification of
contents of substances and their maximum recommended daily
doses in food supplements were published. Co-operation took place



S pracovniky Celni spravy se spolupracovalo na zafazeni
vyrobkl v pfipadech zadrzenych zasilek s nejasnym ob-
sahem a pfi poskytovani informaci o zadrzenych Iécivych
pfipravcich. Pocet zadosti o posouzeni za rok 2005 sle-
doval klesajici trend, pravdépodobné zplsobeny vétSim
zajmem zZadatell o ziskani informaci tykajicich se princip(i
rozliSovani hrani¢nich pfipravku jiz pfed podanim Zadosti.
Rozhodnuti byla ze strany uUstavu dlisledné vydavana
v zdkonem stanovené spravni |h(ité, proti 1 rozhodnuti by-
lo podano odvolani, v ramci kterého bylo Ministerstvem
zdravotnictvi potvrzeno plvodni rozhodnuti Ustavu. Ve 14
pfipadech Ustav rozhodl o zafazeni vyrobku mezi éCiva,
v 17 pfipadech nebyl vyrobek zafazen do kategorie I&Civ.
Z hlediska typu predloZzenych zadosti bylo nejcastéji po-
Zadovano zarazeni vyrobkd obsahujicich bylinné smési.
V roce 2005 bylo zahajeno 1 spravni fizeni z podnétu Us-
tavu a vydano rozhodnuti o zafazeni vyrobku mezi lé€iva
s ohledem na jeho mechanismus ucinku a deklarovany
zplsob pouziti vyrobku. Ve 20 pfipadech byla otazka za-
fazeni vyrobku feSena v navaznosti na doporuceni tymu
pro hrani¢ni pfipravky, ktery v ramci Ustavu zajiStuje koor-
dinaci ¢innosti mezi jednotlivymi Utvary ve spornych a pre-
cedentnich hrani€nich pfipadech.

Tabulka 1.
Table 1.

Hrani¢ni pfipravky
Borderline products

with staff members of the Customs Administration for product
classification in case of seized consignments with unclear content,
and in providing information on seized medicinal products. The
number of applications for assessment in 2005 continued its
downward trend, perhaps caused by the applicants’ bigger interest in
acquiring information related to principles of distinguishing borderline
products prior to the submission of an application.

The Institute’s decisions were consistently issued within the
administrative time limit set forth by the law; an appeal was lodged
against one decision, in the framework of which the Ministry of Health
confirmed the Institute’s original decision. In 14 cases the Institute
decided to classify a product as pharmaceutical, while in 17 cases a
product was not included in the category of pharmaceuticals. With
respect to the type of submitted applications, the most frequent
request was the inclusion among products containing herbal
mixtures. At the Institute’s initiative, the year 2005 saw the opening of
one administrative procedure and the issuance of a decision to
include a product among pharmaceuticals in view of the mechanism
of its effect and the declared method of use of the respective product.
In 20 cases the issue of a product classification was solved in relation
to the recommendation made by the team for borderline products,
which is in charge of co-ordinating the activities of the Institute’s
various units in controversial and precedent borderline cases.

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

V oblasti sledovani oznameni o pouziti neregistrovanych
pfipravkl doslo k vyraznému zvySeni poétu hlaseni ziska-
nych od Iékar(. Bylo pfijato celkem 2 384 oznameni (pro-
ti 1 704 v roce 2004), z toho 2 383 se tykalo alopatickych
pfipravk(l a 1 oznameni homeopatického pfipravku. Rov-
néz pocet pacientll, ke kterym se oznameni vztahovala,
se vyznamné zvysil, z lofiskych 2 155 na 3 179 pacientu.
Dlouhodoby trend zvySovani po¢tu ozndmeni Ize pfisoudit
postupnému zvySovani povédomi lékafl o jejich zakonné
povinnosti. Pfesto Ize porovnanim s udaji z jinych zdrojli
soudit, Ze rozsah pouzivani neregistrovanych IéCiv je ve
skute€nosti mnohonésobné vyssi nez hlaSené pocty.

Z hlediska indikaci se nejvice neregistrovanych pfipravku
pouzivalo pro profylaxi mykotickych infekci, kolorektalni
karcinom, dermatitis herpetiformis Duhring, pokro€ily ne-
malobunécny karcinom plic a pfi diagnostice glaukomu.
V oblasti vydavani stanovisek k zadostem o specifické lé-
Cebné programy nedoslo k zasadnim zménam ve spektru
pfipravkd a indikaci. Bylo pfedlozeno pfiblizné o 20 % mé-
né zadosti nez v pfedchozim roce, pravdépodobné proto,
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The area of monitoring notifications on the use of non-authorised
products saw a marked increase of the number of reports received
from physicians. A total of 2,384 notifications were received (as
against 1,704 in 2004), of which 2,383 referred to allopathic products
and one notification to a homeopathic product. Another major
increase was seen in the number of patients to whom the notifications
were related, namely from 2,155 patients in 2004 to 3,179 in 2005.
The long-term trend of the rise of the number of notifications can be
attributed to a rising awareness of physicians of their legal obligation.
Despite that, based on comparison with data from other sources, it
can be concluded that the scope of the use of non-authorised
pharmaceuticals is actually many times higher than the reported
cases.

In terms of indications, the largest number of non-authorised products
was used for the prophylaxis of mycotic infections, colorectal
carcinoma, dermatitis herpetiformis Duhring, advanced non-small-
cell lung carcinoma, and in glaucoma diagnostics.

In the area of issuing opinions on applications for specific therapeutic
programmes, there were no major changes in the spectrum of
products and indications. Approximately 20 % less applications were



Ze u nékterych pfipravkd dosud pouzivanych v ramci pro-
gramu byla dokoncena registrace. S ohledem na omeze-
ni platnosti souhlasu MZ se specifickymi 1é€ebnymi pro-
gramy byly kromé novych zadosti pfedkladany i zadosti
o stanoviska v navaznosti na ukonéeni platnosti souhlasu.
Z hlediska charakteru zadosti o specifické |é¢ebné pro-
gramy 8lo pouze o jediny pfipad povahy ,compassionate
use“, kdy pouzity pfipravek nebyl dosud nikde ve svété re-
gistrovan. V ostatnich pfipadech se formou specifickych
Ié¢ebnych programi nahrazovala nedostupnost registro-
vanych pfipravkld v€etné zaji$téni pfipravkd pro vzacna
onemocnéni.

Tabulka 2. Specifické lé¢ebné programy
Specific therapeutic programmes

Table 2.

submitted than in the previous year, probably owing to the fact that the
authorisation was completed of some products still in use in the
framework of a programme. In view of a limited validity of the MoH
consent with specific therapeutic programmes, also submitted, apart
from new applications for opinions, were applications submitted due
to the expiration of the MoH consent. With respect to the nature of
applications for specific therapeutic programmes, there was just one
case of compassionate use, when the respective product 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 2005 byl pfedloZen historicky nejvyssi pocCet za-
dosti o povoleni/ohlaseni klinického hodnoceni - 321. Jako
v pfedchozich letech se vyznamné nezménily pocty po-
souzenych zadosti podle charakteru zadavatele, lehce
vzrostly poCty studii ve fazich I.-IV. a pocet zadosti o stu-
die bioekvivalence poklesl z 47 na 27. Tak jako v minulych
letech pfevazovala mezinarodni multicentricka klinicka
hodnoceni lll. faze, randomizovana, zaslepena, kontrolo-
vana placebem nebo aktivni U¢innou latkou, provadéna
zahrani¢nimi zadavateli. Dlouhodoby trend v poctu studii
podle indika¢nich oblasti zdstava beze zmén, vyznamnéji
vzrostl pocet studii pfipravku k [éEbé infekci.

Tabulka 1.
Table 1.

5.4 CLINICAL TRIALS ON PHARMACEUTICALS

The year 2005 saw the submission of historically largest number of
applications for authorisation/notification of clinical trials: 321. Just like
in the previous years, there was no major change in numbers of
assessed applications according to type of the sponsor; slightly
higher were the numbers of trials in phases | - IV, while the number
of applications for bioequivalence trials dropped from 47 to 27.
Prevailing just like in the past years were international multi-centric
clinical trials of phase Ill, randomised, blinded, controlled by placebo
or an active substance, carried out by foreign sponsors. The long-
term trend of the number of trials by therapeutic areas remained
unchanged; there was a more noticeable rise of the number of trials
on products for treating infections.

Pocty posouzenych Zadosti v roce 2005 podle faze klinického hodnoceni
Numbers of assessed applications in the year 2005 by type of clinical trial




Tabulka 2.
Table 2.

Indikaéni skupiny klinickych hodnoceni posouzenych v roce 2005
Therapeutic areas of clinical trials assessed in 2005

Rozdéleni do jednotlivych indikacnich skupin neni zcela
pfesné, protoze nékterd klinicka hodnoceni zahrnuiji vice
indika¢nich skupin (napf. hemato-onkologické). V ramci
predlozenych Zadosti o povoleni/ohlaSeni klinickych hod-
noceni v roce 2005 bylo planovano zafadit do studii
v Ceské republice vice nez 27 000 dobrovolnikd. Zako-
nem stanovené ¢asové |lhity 30/60 dnll na posouzeni za-
dosti byly s vyjimkou 2 pfipad dodrzeny. V 11 pfipadech
bylo ze strany zadavatele pozadano o prodlouzeni doby
posouzeni (klinicka hodnoceni podléhajici povoleni a ohla-
Sovana klinickd hodnoceni s biotechnologickymi pfiprav-
ky). Proti roku 2004 vyznamné stoupl pocet zadosti, kdy
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The division into the various therapeutic groups is not completely
accurate because some clinical trials include several therapeutic
groups (e.g. haemato-oncological). In the framework of the submitted
applications for authorisation/notification of clinical trials in 2005 it was
planned to include over 27,000 volunteers in trials in the Czech
Republic. The time limits of 30/60 days set forth in the law were
observed except two cases. In eleven cases, sponsors asked for a
prolongation of the assessment period (clinical trials subject to
notification and notified clinical trials involving biotechnological
products). As against the year 2004 there was a major increase of
applications where the process of assessment of submitted



probéhl proces posouzeni pfedlozené zadosti bez uplat-
néni pfipominek k pfedlozené dokumentaci (z 43 pfipadl
na 93).

V pribéhu roku 2005 bylo posouzeno 245 podstatnych
dodatkl k protokoldm klinickych hodnoceni a bylo pfedlo-
Zzeno 793 doplfikd dokumentace, které vyzadovaly hod-
noceni a pisemné vyjadieni zadavateli.

Pracovnici Ustavu se vyznamné podili na aktualnim zada-
vani udajl o klinickych hodnocenich do EudraCT databa-
ze. Vzhledem k aktivni €innosti v oblasti vyvoje EudraCT
byl Ustav jako jeden z Sesti evropskych kontrolnich Gfadd
vybran k testovani nové verze EudraCT.

Ustav se podilel na budovani funkéniho systému etickych
komisi. Spole¢né s Pracovni skupinou pro multicentrické
etické komise bylo snahou sjednotit pozadavky na pfistup
etickych komisi, jejich standardni postupy a pfistup k hod-
noceni studii (realizovano 8 pracovnich schiizek). Koncem
roku byly v8echny stavajici etické komise pro multicentric-
ka hodnoceni provéfeny z hlediska dodrzovani zésad
spravné klinické praxe a jejich ¢innost byla prodlouzena
na dalsi rok. V oblasti spoluprace s mistnimi etickymi ko-
misemi bylo zahajeno pravidelné vzdélavani ¢lenl (reali-
zovany 2 seminére).

Proti 18 projektim klinického vyzkumu (pfevazné povahy
grantovych Zadosti) v roce 2004 narostl pocet v roce
2005 na 42. Dvacet dva projektd bylo vyhodnoceno jako
navrh klinického hodnoceni podléhajici regulaci podle za-
kona o lécivech. Z celkového poctu predlozenych zadosti
o schvaleni klinického hodnoceni pfedstavuji studie z ne-
komer¢ni oblasti zhruba 5 % (celkem 14). Z toho se jed-
nalo o 6 grantovych studii a 8 akademickych studii zada-
vanych odbornymi spole€¢nostmi ¢i vyzkumnymi pracovis-
ti. Pfevazné se jednalo o pouziti registrovanych lécivych
pfipravk( v neregistrovanych indikacich.

Tabulka 3. Klinické hodnoceni
Table 3.

Clinical trials

applications took place without comments having been made on the
submitted dossiers (from 43 to 93 cases).

In the course of 2005, the assessment was made of 245 substantial
amendments to protocols of clinical trials, and 793 amendments to
dossiers were submitted that required an assessment and a written
statement by sponsors.

The Institute’s staff members have been significantly involved in the
updating of the EudraCT database with data on clinical trials. In view
of its active involvement in the development of EudraCT, the Institute
was one of the six European control authorities to be selected for
testing the new version of EudraCT.

The Institute took part in the building of a functional system of ethics
committees. Together with the Working Group for multi-centric ethics
committees, it was striving for unifying the requirements for the stance
of ethics committees, their standard procedures, and the approach
towards the assessment of trials (eight working meetings took place).
By the end of the year, all the existing ethics committees for multi-
centric assessment were examined with respect to the compliance
with the principles of Good Clinical Practice and their activity was
extended to the following year. In the area of co-operation with local
ethics committees, regular training of their members was launched
(two seminars were held).

As against 18 clinical research projects (mostly having the form of
requests of grants) in 2004, their number went up to 42 in 2005.
Twenty-two projects were assessed as proposals of clinical trials
subject to authorisation according to the Pharmaceuticals Act. Out of
the total number of submitted applications for approval of a clinical
trial, applications from the non-commercial sphere represented about
5 % (a total of 14 applications). Six of them were trials funded from
grants and eight academic studies commissioned by expert
associations or research centres. Most trials were related to the use
of authorised medicinal products in non-authorised indications.

5.5 FARMAKOVIGILANCE

V prabéhu roku 2005 se ¢innost v oblasti farmakovigilan-
ce s ohledem na nedostatek odbornych pracovnikl za-
méfila na kliCové faktory predstavuijici riziko ohrozeni ve-
fejného zdravi a na plnohodnotné zapojeni do spoluprace
v ramci Evropské unie.

V roce 2005 mirné stoupl pocCet pfijatych hlaseni o pode-
zfeni na nezadouci ucinky z uzemi Ceskeé republiky (z lof-
skych 1491 na 1 701 - obr.1), pfi¢emz primarnich hlase-
ni (t.j. prvnich unikatnich hlaSeni pfipadu) bylo 1 437
a ,follow-up“ hlaSeni 264. Pocet hlaSeni ziskanych od dr-
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5.5 PHARMACOVIGILANCE

Due to lack of expert staff members, the activity carried out in 2005 in
the area of pharmacovigilance was focused on key factors
representing potential public health hazzards, and on a full
involvement in co-operation within the European Union.

The year 2005 saw a moderate increase of the number of received
reports on suspected adverse drug reactions on the territory of the
Czech Republic (from 1,491 in 2004 to 1,701 reports — Fig. 1), of
which 1,437 were primary reports (i.e. the first unique case reports),
and 264 were follow-up reports. The number of reports from
marketing authorisation holders dropped slightly to a total of 348, but



zitelG rozhodnuti o registraci mirné poklesl na celkovy po-
Cet 348, ale naopak se mirné zvysil poCet hladeni zavaz-
nych nezadoucich pfihod od lékafi (z 230 na 306).
V8echna tato hlaseni byla v souladu se zakonnymi poza-
davky pfedana pfislusnym drzitelim rozhodnuti o regist-
raci. Nejvice hlaSeni (175) se vztahovalo k nezadoucim
ucinkdm po vakcinaci. Byl zahajen pfechod na elektronic-
kou vyménu hlaSeni nezadoucich U€inkl mezi Ustavem
a drziteli rozhodnuti o registraci pomoci programu Eudra-
Vigilance.

the number of reports on serious adverse drug reactions from
physicians was somewhat higher (it increased from 230 to 306). In
accordance with the legal requirements, all these reports were
passed to the respective marketing authorisation holders. Most
reports (175) were related to adverse reactions after vaccination. A
transition was started to electronic exchange of reports on adverse
drug reactions between the Institute and marketing authorisation
holders through the EudraVigilance programme.

Obr.1. Poéet hlasenych podezfeni na nezadouci uéinky z Ceské republiky
Fig. 1. Reported suspected adverse drug reactions from the Czech Republic
j j j

Periodické zpravy o bezpeénosti jednotlivych pfipravki
(PSUR) byly hodnoceny pouze u pfipravka, u kterych by-
lo identifikovano bezpecnostni riziko nebo bylo nezbytné
udaje o lé¢ivem pfipravku prfehodnotit v navaznosti na re-
gulaéni procedury EU. V ramci zadosti o prodlouzeni re-
gistrace bylo predlozeno 554 PSUR, z nichz bylo 12 Ié-
karsky posouzeno, ostatni zpravy byly evidovany. Mimo
rezim prodlouzeni registrace bylo pfedlozeno 781 zprav, z
nichz 260 se vztahovalo k pfipravkim registrovanym cent-
ralizovanou procedurou. Na zakladé vystupd z hodnoceni
problém( s bezpecnosti [éCiv bylo oddélenim farmakovi-
gilance iniciovano 60 zmén SPC (Summary of Product
Characteristics) a pfibalovych informaci, coz je témér
dvojnasobné vyssi pocet nez v roce 2004. Do podminek
v CR byly pribézné promitany zavéry CHMP
(Committee for Human Medicinal Products) a CHMP
Pharmacovigilance Working Party. Ustav zverejnil v 22 pfi-
padech informace urCené zdravotnické Ci laické verfejnos-
ti tykajici se bezpecnosti léCivych pfipravkd na své inter-
netové strdnce, ve Farmakoterapeutickych informacich
nebo v daldich médiich.
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Periodic Safety Update Reports (PSURs) on the safety of individual
products were assessed 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 a renewal of MA, 554 PSURs were
submitted, of which 12 were subject of medical assessment, while the
others were just recorded. Outside the routine of the marketing
authorisation renewal, 781 reports were submitted, of which 260 were
related to products authorised through the centralised procedure. On
the basis of outputs of the assessment of problems with the safety of
pharmaceuticals, the Pharmacovigilance Department initiated 60
changes in SPCs (Summary of Product Characteristics) and package
leaflets, which was almost a double than in 2004. Continuously
reflected in the conditions of CR were the conclusions of CHMP
(Committee for Human Medicinal Products) and the CHMP
Pharmacovigilance Working Party. In 22 cases the Institute published
information designed for the medical or lay public concerning the
safety of medicinal products on its website, in the Farmakoterapeu-
ticke informace (Pharmacotherapeutic Information) bulletin or in other
media.



Do registru neintervenénich poregistraénich studii, ktery je
vefejné pfistupny na webové strance ustavu, bylo v roce
2005 nahlaSeno 82 studii. HlaSeni do registru bylo vy-
znamné zjednodu$eno zavedenim nového interaktivniho
formulare.

Od jara 2005 byly ve spolupréaci s externi spole¢nosti za-
hajeny prace na projektu tvorby a implementace nové
Centralni databaze nezadoucich ucink(. Ukon&eni projek-
tu se predpoklada v prvni poloviné roku 2006. Zprovoz-
néni databaze pfinese novou kvalitativni Groven do zpra-
covani a vyhodnocovani nezadoucich u¢inkd z CR. Od
ledna 2005 dale probiha projekt spolufinancovany Evrop-
skou komisi, jehoz vysledkem bude preklad Iékarské ter-
minologie MedDRA do ¢eského jazyka. V priibéhu roku se
do projektu zapojilo vice nez 50 externich lékafli — pre-
kladatel(, fada internich pracovnikl Ustavu a prostfednic-
tvim zvefejnéni na webove strance je zajisténa i Siroka ve-
fejna diskuze nad optimalnimi terminy. Cestina bude kro-
mé anglického originélu jedinym jazykem, ve kterém bude
MedDRA k dispozici az do nejnizsi drovné termind.

5.6 LABORATORNi KONTROLA

Laboratorni kontrola jakosti IéCivych pfipravkd se prova-
déla u pfipravkll v obéhu podle pfedem zpracovanych
projektd, kontrolovany byly jednotlivé Sarze imunobiolo-
gickych pfipravk( pfed jejich propusténim do obéhu, pro-
vérfovany byly reklamace lé¢ivych pfipravkl, podezieni na
padélky a nezadouci ucinky apod. Vybrané |éCivé pfiprav-
ky byly kontrolovany v rdmci mezinarodni spoluprace
s Evropskym ustfedim pro jakost 1é¢iv (EDQM) a vyjimec¢-
né byly provadény rozbory vzorkd od externich zadatel(l.

V roce 2005 byly provedeny rozbory vzork(l podle nize
uvedenych tabulek. Komentované vysledky, v€éetné hod-
noceni jednotlivych projektt ukoncenych v r. 2005, byly
zvefejnény ve Véstniku SUKL.

V sekci laboratorni kontroly bylo provedeno podle uvede-
nych tabulek 467 kompletnich rozbor(i vzorkd (Tab. 1 - 4).
Pocet vzork( hodnocenych jako nevyhovuijici €inil 4,3 %
(v roce 2004 4,6 %, v roce 2003 5,4 %, v roce 2002
8,3 %), coz odpovida priiméru uvadénému ostatnimi za-
hranié¢nimi laboratofemi. Zavady IéCiv a pomocnych latek
se tykaly zejména obsahu ucinné latky, mikrobiologické
Cistoty, fyzikalnich konstant a pH, chybného oznaceni na
obalech Ié¢ivych pfipravkd atd.
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Eighty-two studies were entered in the register of non-intervention
postauthorisation studies, which is publicly accessible on the
Institute’s website, in 2005. Reporting to the register was substantially
simplified through the introduction of a new interactive form.

Spring 2005 saw the beginning of co-operation with an external
company in the project of the establishment and implementation of a
new Central Database of adverse drug reactions. The project is
expected to be completed in mid-2006. The launching of the database
will imply a new qualitative level of the processing and assessment of
adverse drug reactions in the CR. Continuing since January 2005 has
been a project co-financed by the European Commission, the result
of which will be the translation of the MedDRA medical terminology
into the Czech language. Over 50 physicians - translators, and a
number of the SUKLs staff members got involved in the project, and
the publication on the website ensures a broad public discussion on
the most adequate translation terms. Apart from the English original,
Czech will be the only language in which MedDRA will be available
down to the lowest level of terms.

5.6 LABORATORY CONTROL

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

In 2005, analyses of samples were carried out according to the
following tables. Commented results, including the assessment of the
various projects completed in 2005, were published in the Vestnik
SUKL (SUKL Bulletin).

According to the following 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 this
number was 4.6 %, in 2003 5.4 %, and 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 marking of packages of medicinal
products, etc.



Tabulka 1. Dozor nad kvalitou 1é¢iv na trhu prostfednictvim laboratornich rozbori podle pfedem pfipravenych

projektt
Table 1.  Supervision over the quality of marketed pharmaceuticals through laboratory analyses according to

pre-designed projects

Projekty uzaviené v roce 2005:

Pozn.: API - Léciva latka
Note: API - Active Pharmaceutical Ingredient

Tabulka 2. Propousténi Sarzi stanovenych lé¢ivych pripravk
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 the regular time limit.
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Tabulka 3. Laboratorni kontrola IéCiv a pomocnych latek na vyzadani jinymi utvary ustavu, jiné organizace
statni spravy nebo EDQM

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

Pozn.: SZPI - Statni_zemeédélska a potravinafska inspekce, OKL - Oddéleni kontroly leCiv, Ph.Eur.- European
Pharmacopoeia, CL- Cesky Iékopis

Note: SZPI — State Agricultural and Food Inspection, OKL — regional control laboratories, Ph. Eur.- European
Pharmacopoeia, Cz. Ph. — CzechPharmacopoeia

Tabulka 4. DalSi rozbory
Table 4. Other analyses




5.7 DOZORYV OBLASTI PRIPRAVY, VYDEJE,
PRODEJE A DISTRIBUCE LECIV

V zévéru roku 2005 bylo v evidenci ustavu vedeno 2 314
lékaren, z nichz 5 patfilo do resortu ministerstva obrany.
Déle bylo evidovano 240 odlou¢enych oddéleni vydeje lé-
Civ a zdravotnickych prostfedk(i (OOVL), 345 schvalenych
vydejen zdravotnickych prostfedkd, 173 prodejcl vyhra-
zenych léciv, 44 oddéleni nuklearni mediciny zdravotnic-
kych zafizeni a 212 distributorl. Pocet lékaren vykazal
v roce 2005 meziroéni narlist o 73 Iékaren a pokracoval
tak pravidelny meziro€ni narlst od roku 1990 (obr. 1).

5.7 SUPERVISION IN THE AREA OF PREPARATION,
DISPENSING, SALE AND DISTRIBUTION OF
PHARMACEUTICALS

By the end of the year 2005, the Institute’s records contained 2,314
pharmacies, five of which were part of the structure of the Ministry of
Defence. The records also included 240 detached departments
dispensing medicinal products and medical devices (OOVL), 345
authorised dispensaries of medical devices, 173 vendors of selected
pharmaceuticals, 44 nuclear medicine departments in healthcare
establishments and 212 distributors. The number of pharmacies
showed a year-on-year increase in 2005 by 73 pharmacies, which
testifies to the continuation of the regular year-on-year growth since
1990 (Fig. 1).

Obr.1. Pocet Iékaren a OOVL v letech 1990 — 2005 (stav k 31.12.2005)
Fig. 1. Number of pharmacies and their detached dispensing departments (OOVL) in the years 1990-2005 (as
of 31 Dec 2005)
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Koordinace dozoru nad dodrzovanim spravné distribu¢ni
praxe (SDP) byla z Prahy pfesunuta na pracovisté Ustavu
v Brné, kde je nové vedena agenda povolovani distributo-
r{1. Pocet distributorl se proti roku 2004 zvysil o pét sub-
jektd. Vydano bylo 13 novych povoleni k distribuci [é€ivych
pfipravkl, 8 povoleni bylo zruseno a u 56 subjektl byla
provedena zména (tab. 1).

V porovnani s uplynulym rokem doslo ke zvySeni poctu in-
spekei distributorli 0 21 %, v roce 2005 probéhlo celkem
149 inspekci, z toho 103 planovanych (tab. 2).
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The co-ordination of the supervision over the compliance with Good
Distribution Practice (GDP) was transferred from Prague to the
Institute’s office in Brno, which has been recently put in charge of the
work concerning distributors’ authorisation. As against the year 2004,
the number of distributors increased by five entities. Thirteen new
licences for the distribution of medicinal products were issued, eight
licences were cancelled, and a variation to licence was made for 56
entities (Table 1).

In comparison with the previous year, there was an increase of the
number of inspections carried out at distributors by 21 %; a total of
149 inspections took place in 2005, 103 of them were planned (Table
2).



Tabulka 1.
Table 1.

Agenda zadosti v oblasti distribuce IéCiv
Applications in the area of distribution of pharmaceuticals

Tabulka 2.
Table 2.

Inspekéni dozor nad distributory léciv

Surveillance over distributors of pharmaceuticals

Z celkového poctu provedenych inspekci distributorl bylo
76,5 % hodnoceno Urovni ,dobré®, 16,1 % urovni ,uspo-
kojivé“ a 7,4 % urovni ,neuspokojivé“. Z celkového poctu
inspekci byly v 7,4 % identifikovany kritické nedostatky
v dodrzovani zasad SDP a v 14,1 % poru$eni zakona. Na
zakladé téchto skute¢nosti byla u 5 distributorli pozasta-
vena platnost povoleni k distribuci 1é€ivych pfipravk( pfi-
mo v priibéhu provadéné kontroly a jednomu distributoro-
vi byla uloZzena pokuta. Provedeno bylo 1 177 kontrol 1é-
karen spojenych s odbérem IéCivych pfipravkd. Pocty zjis-
ténych zavad, v€etné rozliSeni podle jejich zavaznosti jsou
uvedeny v tabulce 3.

V roce 2005 bylo ulozeno 16 pokut. Divodem uloZeni po-
kuty ve vétsiné pfipadll bylo nesplnéni nebo poruseni po-
vinnosti stanovené zakonem pfi zajisténi jakosti, G¢innos-
ti a bezpecnosti 1&Civ. Ve srovnani s rokem 2004 se zvysil
podil 1ékaren s klasifikaci inspekéniho nalezu 2 a 3 (vy-
znamna nebo kritickd zavada) asi 0 2,6 %.

V tabulce 4 jsou uvedeny hlavni typy zavad, pocty Iéka-
ren, u kterych se tyto zavady v roce 2005 objevily a pro-
centualni vyjadfeni zachytu zavad vzhledem k celkovému
poctu inspekci. V druhé ¢asti tabulky jsou uvedeny pocty
Iékaren, ve kterych se sledované zavady opakovaly dva-
krat za sebou a jejich procentudlni vyjadreni vzhledem
k poctu inspekci.
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Out of the total number of inspections carried out at distributors, 76.5
% were evaluated as “good”, 16.1 % as “satisfactory”, and 7.4 % as
“unsatisfactory”. Out of the total number of inspections, 7.4 % were
identified as critical defects in the compliance with the principles of
Good Distribution practice (GDP), and 14.1 % as breaches of the law.
On the basis of these facts, the validity of the licence to distribute
medicinal products was suspended for five distributors right in the
course of the inspection, and a penalty was imposed to one
distributor. 1,177 inspections of pharmacies were carried out together
with the collection of medicinal products. The numbers of identified
defects, including a differentiation according to their seriousness, are
given in Table 3.

Sixteen penalties were imposed in 2005. In most cases, the reason
why a penalty was imposed was the inobservance or a breach of the
obligation established by the law for securing the quality, efficiency
and safety of pharmaceuticals. In comparison with the year 2004
there was an increase of the share of pharmacies with the
classification of the inspection finding 2 and 3 (major or critical defect)
by about 2.6 %.

Table 4 gives the main types of defects, numbers of pharmacies
where these defects were detected in 2005, and the percentage of
identified defects of the total number of inspections. The second part
of the table gives the numbers of pharmacies where the monitored
defects were found twice in a row, and their percentage of the number
of inspections.



Tabulka 3.

Inspekéni dozor nad Iékarnami, oddélenimi nuklearni mediciny, pracovisti pripravujicimi autovak-

ciny, hygienickymi stanicemi, zdravotnickymi zafizenimi a prodejci vyhrazenych léciv

Table 3.

Surveillance over pharmacies, nuclear medicine departments, centres preparing autovaccines,

public health centres, health establishments and vendors of selected pharmaceuticals

ONM - odd. nuklearni mediciny / NMDs — Nuclear Medicine Departments
Pozn.: v tabulce nejsou zahrnuty Uvodni inspekce I1ékaren a vydejen PZT — prostfedky zdravotnické techniky
Note: The table does not include initial inspections of pharmacies and dispensaries of medical technology devices

Klasifikace zavad / Classification of defects:
0 —bez zavad / no defects

1 —drobna zavada / minor defect

2 —vyznamnd 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 prodejcli vyhrazenych lé¢iv / Interventions/sanctions at vendors of selected

medicinal products
A -0

B - pozastaveni prodeje vyhrazenych 1éCiv / suspension of sale of selected medicinal products

C - pokuta / penalty

V roce 2005 bylo vydano 486 stanovisek k ¢innosti 1éka-
ren, z toho se 92 vztahovalo k Uvodnim inspekcim novych
Iékaren a 15 k novym odlou¢enym oddélenim vydeje |éCiv.
Dvéma lékarnam bylo vydano osvédceni o splnéni pod-
minek spravné lékarenské praxe — Certifikat spravné Ié-
karenské praxe. Probéhlo 19 uvodnich inspekci vydejen
zdravotnickych prostfedku (ZP), 268 konzultaci tykajicich
se pfistrojového vybaveni stavajicich Iékaren nebo vy-
stavby novych Iékaren a problematiky souvisejici s vy-
hlaskou €. 255/2003 Sb. Probéhla kontrola v 1 zafizeni
hygienické stanice, ktera provadi fyzikalné-chemické a mi-
krobiologicke rozbory ¢isténé vody pro Iékarny.
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The year 2005 saw the issuance of 486 opinions of the activity of
pharmacies, of which 92 were related to initial inspections of new
pharmacies and 15 opinions concerned new detached dispensing
departments. Two pharmacies were given a certificate on the
compliance with the conditions of Good Pharmaceutical Practice.
Nineteen initial inspections of dispensaries of medical devices were
carried out, while 268 consultations were held on the equipment of
the existing pharmacies or the construction of new pharmacies, and
on problems related to the Regulation no. 255/2003 Coll. Inspected
was one public health service station that carries out physicochemical
and microbiological analyses of purified water for pharmacies.



Tabulka 4.

Table 4.

Pocty Iékaren, u kterych se objevily sledované zavady vzhledem k celkovému poctu kontrolova-
nych lékaren (1 177)
Numbers of pharmacies where monitored defects were detected in relation to the total number of
inspected pharmacies (1,177)

V databazi prodejcli vyhrazenych Iéciv (dale PVL) je zae-
vidovano 173 prodejcu, pfi¢emz u 79 subjektl probéhla
v roce 2005 kontrola. Z tohoto poctu byly zavéry kontroly
vyhodnocovany pouze u 68 PVL, zbyvajicich 11 subjekt
mélo v dobé kontroly platné povoleni, ale tuto ¢innost ne-
provozovalo. Zavéry kontrol byly rozliSovany s ohledem
na zavaznost zjisténych zavad. Z celkového poctu kontro-
lovanych PVL bylo 85 % bez zavad nebo s drobnou za-
vadou, u zbylych PVL byla zji§téna vyznamna nebo kritic-
ka zavada (tab. 3). Oproti roku 2004 stoupl celkovy podil
PVL s klasifikaci 0 a 1 asi 0 10 %. Pfi inspekcich PVL nej-
Castéjsi identifikovanou zavadou byl prodej vyhrazenych
|é¢iv osobami bez osvédéeni o odborné zpusobilosti PVL.
Na zakladé zjisténych nedostatkl inspektofi v jednom pfi-
padé pozastavili prodej vyhrazenych IéCiv a v jednom pfi-
padé byla ulozena pokuta.

V roce 2005 byla z celkového poctu 44 oddéleni nuklear-
ni mediciny (ONM) zdravotnickych zafizeni provedena in-
spekce u 13 pracovist. Z tohoto poctu inspektovanych
ONM bylo 69,2 % pracovist bez zavad, 23,1 % pracovist
mélo drobnou zavadu a u 7,7 % pracovist byla nalezena
vyznamna nebo kriticka zavada. Kontroly pracovist pfipra-
vujicich humanni autogenni vakciny zatim nebyly zahaje-
ny z diivodu vytizenosti pracovnikl feSenim stiznosti na
rizné aspekty Cinnosti zdravotnickych zafizeni, které jsou
v dozorové kompetenci SUKL.

P¥i inspekcich zdravotnickych zafizeni (déle ZZ) bylo zjis-
téno, ze zdravotnicti pracovnici nebyli dostate¢né sezna-
meni s ustanovenim &asti VI. - Podminky pro zachazeni
s |éCivymi pfipravky pfi poskytovani zdravotni péce vy-
hlasky €. 255/2003 Sb. Z tohoto diivodu a z divodu nejed-
notného vykladu vyhlasky byl vypracovan komentar k té-
to vyhlasce - LEK 8, ktery byl uvefejnen ve Véstniku
SUKL a na webovych strankach SUKL.

Pravidelna dozorova €innost SUKL v oblasti zachazeni
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The database of vendors of selected pharmaceuticals (VSPSs)
contains 173 vendors, of which 79 were inspected in 2005. Out of this
number, inspection conclusions were assessed only in 68 VSPs; the
remaining eleven entities had a valid licence at the time of the
inspection, 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, 85 % were
without defects or with a minor defect, while a major or critical defect
was detected in the remaining VSPs (Table 3). The total share of
VSPs with the classification 0 and 1 increased by about 10 % as
against the year 2004. The most frequently identified defect at VSPs’
inspections was the sale of selected pharmaceuticals by persons
without a certificate on professional qualification as VSPs. On the
basis of selected non-compliances, inspectors suspended the sale of
selected pharmaceuticals in one case, and imposed one penalty.
The year 2005 saw inspections of 13 nuclear medicine departments
(NMDs) in healthcare establishments out of the total number of 44
NMDs. Out of the number of inspected NMDs, 69.2 % were without
defects, 23.1 % had a minor defect and 7.7 % of departments had a
major or critical defect. Inspections of departments preparing human
autogenous vaccines have not started yet because staff members
have been busy in addressing complaints about different aspects of
the activity of healthcare establishments within the SUKLs supervision
competence.

Inspections of healthcare establishments found out that health
professionals had not been sufficiently acquainted with the provisions
of part VI — Conditions for handling medicinal products in healthcare
provision, of the Regulation no. 255/2003 Coll. For this reason and
owing to a non-uniform interpretation of the regulation, a comment
was drafted on it — LEK 8, which was published in the Vestnik SUKL
(SUKL Bulletin) and on the Institute’s website.

The SUKLs regular supervisory activity in the area of handling
medicinal products in healthcare establishments was initiated in 2004.
Inspections carried out in 2005 were therefore particularly focused on
informing individual healthcare establishments about the



s léCivymi pfipravky v ZZ byla zahdjena v roce 2004. Pro-
to byly kontroly provadéné v roce 2005 stale zaméreny
zejména na informovani jednotlivych zdravotnickych zafi-
zeni o pozadavcich vyhlasky. U 36 % kontrolovanych ZZ
bylo zachazeni s 1é€ivy hodnoceno jako nevyhovuijici (tab.
3). Ve 2 pfipadech byla ulozena pokuta. Podrobné infor-
mace o zjiténych zavadach byly zvefejnény.

PFi kontrolach Iékaren inspektofi odebrali 2 159 vzork Ié-
¢ivych pripravkl, 690 vzorkl ¢isténych vod, na zadost di-
stributora se vydalo 236 certifikatl Ié¢ivych a pomocnych
latek a na zadost lékaren nebo jinych subjektt se analy-
zovalo 309 vzork(. Pro porovnani jsou uvedeny v tabulce
5 vysledky rozbor(i provedenych v letech 1999 az 2005.

requirements of the regulation. In 36 % of inspected healthcare
establishments, the handling of medicinal products was assessed as
non-compliant (Table 3). Two penalties were imposed. Detailed
information on detected defects was published.

While inspecting pharmacies, inspectors took 2,159 samples of
medicinal products, 690 purified water samples; 236 certificates of
active substances and excipients were issued at the distributors’
request, and 309 samples were analysed at the request of
pharmacies or other entities. For the sake of comparison, Table 5
gives the results of analyses made in the years 1999-2005.

Tabulka 5. Vysledky analyz Iékarenskych vzorki a Iééivych a pomocnych latek
Results of analyses of samples prepared in pharmacies, active substances and excipients

Table 5.

Z celkového poctu odebranych Iékarenskych vzorkd bylo
195 vzork( mikrobiologicky ovéfeno, z tohoto poctu bylo
5,1 % nevyhovujicich. Za ucelem mikrobiologického roz-
boru se odebralo 197 vzorkd ¢isténych vod, z nichz bylo
20,3 % mikrobiologicky zavadnych. Pocet nevyhovuijicich
lékarenskych vzorkd je stale vysoky, nicméné od roku
2000 podil nevyhovuijicich vzorkd mirné klesa.

Podil jednotlivych typl zavad |ékarenskych vzorkd v le-
tech 1999 — 2005 uvadi tabulka 6. Je patrné, ze spektrum
zavad se v téchto letech v podstaté neméni. Nejcetnéjsi
zavadou je nevyhovuijici obsah ucinné latky.

Ve vztahu k Cinnosti Iékaren, zdravotnickych zafizeni, ve
kterych se poskytuje zdravotni péce a prodejctl vyhraze-
nych Ié¢iv bylo vyfizeno 54 podnétl, kterymi byl SUKL
upozornén na poruSovani nékterych ustanoveni zakona ¢.
79/1997 Sb., o léCivech. V |ékarnach se podnéty tykaly
nedostateCného personalniho obsazeni nebo podezieni,
Ze lékarna neodpovida vécnému a technickému vybaveni
dle pozadavkll vyhlasky ¢. 49/1993 Sb. Ve zdravotnickych
zafizenich bylo Setfeni vétSinou zaméfeno na neopravné-
ny vydej léCiv pfimo v ordinaci a nevyhovujici zplisob
uchovavani 1éCiv.
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Out of the total number of samples collected in pharmacies, 195
samples underwent microbial tests, out of which number 5.1 % were
non-compliant. For the purpose of microbiological analyses 197
samples were taken, out of which 20.3 % did not comply with
microbial purity. The number of non-compliant samples from
pharmacies continues to be high, although the number of non-
compliant samples has been slightly decreasing since 2000.

The share of the various types of defects of samples taken from
pharmacies in the years 1999-2005 is given in Table 6. It can be seen
that the spectrum of defects has not essentially changed in these
years. The most frequent defect is the non-compliant content of active
substance (see Table 6).

In relation to the activity of pharmacies, healthcare establishments
providing actual health care, and vendors of selected
pharmaceuticals, 54 reports were handled that had drawn the SUKLs
attention to breaches of several provisions of Act no. 79/1997 Coll.,
on Pharmaceuticals. Reports concerning pharmacies were related to
insufficient number of staff or a suspicion that a pharmacy material
and technical equipment did not meet the requirements of Regulation
no. 49/1993 Coll. Most inspections in healthcare establishments were
focused on unauthorised dispensing of pharmaceuticals directly to
patients in consulting rooms, and the inadequate method used for
storing pharmaceuticals.



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

5.8 DOZOR YV OBLASTI VYROBY, SPRAVNE 5.8 SUPERVISION IN THE AREAS OF
LABORATORNI A KLINICKE PRAXE MANUFACTURE OF PHARMACEUTICALS,
GOOD LABORATORY AND CLINICAL
PRACTICES

Aktualizované seznamy dozorovanych provozovatelll  Updated lists of supervised operators in the area of manufacture,
v oblasti vyroby, distribuce a vyzkumu léciv jsou uvedeny  distribution and research of pharmaceuticals are accessible on the
na internetové strance SUKL, v tabulce 1 jsou uvedeny  SUKLs website. Table 1 gives the numbers of manufacturers divided
pocty vyrobcl rozdélenych podle provadéné Cinnosti. according to their activity.

Tabulka 1. Vyrobci lé€iv, nad nimiz SUKL zajistuje dozor (stav k 31.12.2005)
Table 1. Supervised manufacturers (as of 31 Dec 2005)

Pozn.: Subjekty s evidenénim &islem SUKL pro atestaci surovin pro Iékarny jsou vzdy souéasné bud kontrolni labora-
tofi, vyrobcem Iécivych pfipravkd nebo vyrobcem lécivych latek; proto nejsou zapocteny duplicitné do celkové-
ho po€tu vyrobcu 1éCiv.

Note: Subjects with the SUKL registration number for testing raw materials for pharmacies are always concomitantly
control laboratories, manufacturers of medicinal products or manufacturers of active substances; therefore they
are not included twice in the total number of manufacturers of pharmaceuticals.
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V oblasti dozoru nad vyrobci Ié€ivych pfipravku (véetné za-
fizeni transfuzni sluzby - ZTS) bylo pfijato celkem 105 za-
dosti o vydani povoleni vyroby nebo jejich zmény (tab. 2).
Bylo provedeno celkem 119 inspekci, jejichz povahu uvadi
tabulka 3. U vyrobcl lécivych pFipravkl bylo zaznamena-
no 7 neuspokojivych hodnoceni (v porovnani se dvéma
v roce 2004).

Pocet povoleni vyroby vydanych pro vyrobce véetné ZTS
se ve srovnani s rokem 2004 vyrazné snizil (10 novych
povoleni v roce 2005 oproti 28 v roce 2004). V pfipadé
zmén povoleni doslo proti pfedchozimu roku k naristu
cca 0 50 %. Zmény se zejména tykaly povoleni dovozu ze
3. zemi. Bylo vydano 447 rliznych certifikat(, z éehoz stej-
né jako v minulych letech je nejvySsi pocet certifikata vy-
danych na IéCivé pfipravky (tab. 4).

Tabulka 2. Agenda zadosti v oblasti vyroby léciv
Table 2.

In the area of supervision over manufacturers of medicinal products
(including blood services centres), a total of 105 applications for the
issuance of manufacturing authorisations or their variation were
received (Table 2). A total of 119 inspections were carried out, the
character of which is given in Table 3. Seven manufacturers were
evaluated as unsatisfactory (as against two in 2004).

The number of authorisations issued to manufacturers, including
blood services centres, significantly dropped in comparison with 2004
(ten new authorisations in 2005 against 28 in 2004). In case of
variations to authorisations, there was approximately a 50 % rise in
comparison with the previous year. Most variations referred to import
licences from third countries. 447 different certificates were issued, of
which, just like in previous years, the largest number of certificates
was issued for medicinal products (Table 4).

Applications in the area of manufacture of pharmaceuticals




Tabulka 3. Provedené kontroly a jejich vysledky
Table 3. Performed inspections and their outcomes

Tabulka 4. Vydané certifikaty
Table 4. Issued certificates

Pozn.: SLP — Spravna laboratorni praxe
Note: GLP — Good Laboratory Practice




V ramci registracni agendy bylo posouzeno 1 096 pfipad(
plnéni podminek SVP (Spravna vyrobni praxe).

V oblasti zavad v jakosti 1é€iv doslo v roce 2005 k dalSimu
narGstu poc¢tu podnétli - vétSina se tykala lécivych pfi-
pravkl. Ve v8ech pfipadech zasahy provedli sami provo-
zovatelé, SUKL jejich opatfeni monitoroval nebo korigo-
val. Zadné ze zavad nevyzadovala vydani ,rychlé vystra-
hy“ ani urgentni informovani regulaénich ufadi v zahrani-
¢i. O vsech stazenych pfipravcich byl terén informovan
prostiednictvim internetovych stranek SUKL, Zdravotnic-
kych novin, Véstniku SUKL a v mési¢nich intervalech by-
ly informovany také Krajské urady a dalSi instituce, pro-
stfednictvim elektronické posty téz distributofi IéCivych pfi-
pravkl a lékarny napojené na internet.

Prostfednictvim systému rychlého varovani (Rapid Alert
System) zemi EU, zemi s nimiz ma EU uzavienu tzv.
Mutual Recognition Agreement (MRA) a zemi, jejichz 1é-
kové agentury jsou Cleny organizace Pharmaceutical
Inspection Co-operation Scheme (PIC/S) ustav pravidel-
né pfijima a vyhodnocuje informace o zavadach v jakosti
[éCiv. Pocty téchto podnétl byly srovnatelné s minulymi
lety. Ukazuje je druha ¢&ast tabulky 5. Na zakladé ziska-
nych informaci systémem rychlého varovani byly prove-
deny 2 zasahy.

Tabulka 5. Zavady v jakosti IéCiv
Quality defects of pharmaceuticals

Table 5.

In the framework of authorisation work, 1,096 cases of the
compliance with GMP (Good Manufacturing Practice) were
assessed.

In the area of defects of the quality of pharmaceuticals, the year 2005
saw another increase of the number of reports, most of them related
to medicinal products. Interventions in all the cases were carried out
by operators themselves; SUKL just monitored or corrected their
measures. No defect required the “rapid alert” or urgent information to
regulators abroad. The field was informed about 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
pharmacies connected to the internet.

Through the Rapid Alert System of the EU countries, the countries
with which the EU has a Mutual Recognition Agreement (MRA) and
those whose drug agencies are members of the Pharmaceutical
Inspection Co-operation Scheme (PIC/S), the Institute regularly
receives and evaluates information on defects in the quality of
pharmaceuticals. The numbers of these reports were comparable to
those of the past years. They are shown in the second part of Table
5. On the basis of information acquired through the Rapid Alert
System, two interventions were made.

Pozn. / Note: CADREAC - Collaboration Agreement between Drug Regulatory Authorities in European Union

Associated Countries



Spravna laboratorni praxe (SLP): V r. 2005 bylo v CR
evidovano SUKLem celkem 11 drzitelt Certifikatu sprav-
né laboratorni praxe s prevazujicim rozsahem ¢innosti ,to-
xikologické studie®, ktefi jsou zafazeni do Narodniho pro-
gramu SLP. V r. 2005 byli inspektovani 4 drzitelé certifika-
tu SLP, a 1 novy Zadatel o tento certifikat.

Spravna klinicka praxe (SKP): V priibéhu roku 2005 by-
ly provadény systematické inspekce multicentrickych etic-
kych komisi. Tyto inspekce byly podkladem pro ziskani
statutu etickych komisi opravnénych k posuzovani multi-
centrickych klinickych hodnoceni. Celkem bylo provedeno
8 inspekci SKP a pfijata standardni napravna opatfeni.

5.9 DOZORV OBLASTI REKLAMY NA LECIVE
PRIPRAVKY

V roce 2005 se Ustav zabyval celkem 121 podnéty pro
podezfeni na poruseni zakona ¢. 40/1995 Sb., o regulaci
reklamy, ve znéni pozdéjSich pfedpisd (zédkona o rekla-
mé), coz oproti roku 2004 (116 pfipad(l) pfedstavovalo
meziro¢ni nardst o 4 %. PocCet nové pfijatych podnétl
v roce 2005 oproti roku 2004 poklesl, a to z 92 na 55.
Vzhledem k vysokému poctu podnétll pfijatych v roce
2004 zustalo na jeho konci 66 podnétl nedofeSenych,
které byly pfevedeny do roku 2005. V roce 2005 bylo do-
feSeno celkem 75 pfipadd (62 %). Jednalo se o 41 pfipa-
du rozpracovanych z roku 2004 a 34 pfipady pfijatych
v roce 2005. Na konci roku 2005 z(istalo 46 rozpracova-
nych pfipadd.

Good Laboratory Practice (GLP): A total of eleven holders of the
certificate of Good Laboratory Practice were registered by SUKL in
the CR in 2005 with toxicological studies as the prevailing scope of
activities, which are included in the National Programme of GLP. Four
GLP certificate holders and one new applicant for this certificate were
inspected in 2005.

Good Clinical Practice (GCP): Systematic inspections of multi-
centric ethics committees were carried out in the course of the year
2005. These inspections served as a basis for the acquisition of the
statute of ethics committees authorised to assess multi-centric clinical
trials. A total of eight GCP inspections were carried out, and standard
corrective measures were adopted.

5.9 SUPERVISION IN THE AREA OF ADVERTISING
OF MEDICINAL PRODUCTS

In the course of 2005, the Institute dealt with a total of 121 reports on
suspected breaches of Act no. 40/1995 Coll., on the Regulation of
Advertising, as amended (the Advertising Act), which against the year
2004 (116 cases) represented a year-on-year increase by 4 %. The
number of newly received reports in 2005 dropped in comparison with
2004, namely from 92 to 55 reports. Due to a high number of reports
received in 2004, 66 reports remained pending at the end of the year
and were transferred to the year 2005. The year saw the conclusion
of a total of 75 cases (62 %). They included 41 cases pending from
2004 and 34 cases reported in 2005. By the end of 2005, 46 cases
remained open.

Tabulka 1. Setfené pFipady ve vztahu k porueni pfedpist v oblasti reklamy na 1é¢ivé pFipravky
Cases examined for a breach of regulations in the area of advertising of medicinal products

Table 1.

a) soukromé osoby / private persons; b) anonym / anonyms; ¢) denik nebo ¢asopis / a daily or periodical; d) farm. firmy
nebo prav. zastupci / pharmaceutical companies or legal representatives; e) profesni organizace / professional
organisations; f) statni instituce / state institutions; g) aktivita SUKL / SUKL “s activity

X - vraceno nebo postoupeno pfislusnym organim / Returned or referred to appropriate authorities; y - nebylo zahajeno
SR / Admin. procedure was not opened, z - bylo zahajeno (obnoveno) SR / Admin. procedure was (re)opened

NejCastéji feSenym pripadem mozného poruseni zakona
o regulaci reklamy byla reklama na lécivé pfipravky vaza-
né na lékarsky predpis (71 %). Podnéty, k jejichz reSeni
nebyl ustav pfislusny, byly postoupeny pfislusnym dozo-
rovym nebo samoregulaénim organdm (tab. 2).
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The most frequently examined case of a potential breach of the law
on regulation of advertising was advertising of prescription-only
medicinal products (71 %). Reports on cases whose examination was
not in the SUKLs competence, were forwarded to the respective
supervisory or self-regulatory authorities (Table 2).



Tabulka 2. Struktura obdrzenych podnét( podle propagovaného produktu
Structure of received reports according to the advertised product

Table 2.

Pozn.:  OTC - pfipravky, které je mozno vydavat i bez Iékafského predpisu
Rx — pfipravky, které je mozno vydavat pouze na lékarsky predpis
Note: ~ OTCs — Over-the-counter drugs

Rx — prescription-only drugs

Podnéty na Setfeni mozného poruseni zakona o regulaci
reklamy se tykaly ve 47 % reklamy zamérfené na Sirokou
vefejnost, ve 47 % reklamy urCené odborné verejnosti
a v 6 % byla reklama zaméfena na obé cilové skupiny.
Nejvétsi objem Setfenych podnétl (87 %) predstavovala
reklama v komunikaénich médich. Sponzorovani a posky-
tovani dar( tvofilo 7 % pfipad(l, poskytovani reklamnich
vzorkd lécivych pfipravkl 4 %, postmarketingové studie
se na Setfenych pfipadech podilely necelymi 2 % (tab. 3).
Ze 75 uzavrenych pfipadud byla v 5 pfipadech udélena po-
kuta (tab. 4).

Reports on alleged breach of the law on regulation of advertising
were related to 47 % of advertising targeted at the general public; 47
% of advertising was designed for the professional public, and 6 % of
advertising was aimed at both target groups. The biggest volume of
examined reports (87 %) corresponded to advertising in mass media.
Sponsoring and donations represented 7 % of cases, the provision of
promotional samples of medicinal products 4 %, and postmarketing
studies constituted less than 2 % of the examined cases (Table 3). A
penalty was imposed in five out of the 75 concluded cases (Table 4).

Tabulka 3. Struktura obdrzenych podnétl podle zaméreni a druhu reklamy

Table 3.

Structure of received reports according to the aim and type of advertising




Tabulka 4. Uzaviené pfipady feSené ve vztahu k poruseni pfedpist v oblasti reklamy na Ié¢ivé pFipravky

Table 4.

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

* Krajskym Zivnostenskym Gfaddim, Radé pro rozhlasové a televizni vysilani, MZ CR aj.
* To regional trade licensing authorities, Council for Radio and TV Broadcasting, MoH CR, etc.

V ramci prevence mozného poruseni zakona o regulaci
reklamy vydal Ustav na vyzadani 81 predbéznych stano-
visek k posouzeni dosud nezvefejnénych navrhli reklam
(73 v roce 2004). Na konci roku 2005 byl podle zadani
SUKL proveden profesionalni agenturou prizkum zamé-
feny na reklamu na lécivé pfipravky cilenou na |ékare.

5.10 ZDRAVOTNICKE PROSTREDKY

V roce 2005 zajistoval Ustav ¢innosti kontrolniho charak-
teru v souladu se zakonem €. 123/2000 Sb., o zdravotnic-
kych prostfedcich ve znéni pozdéjsich predpist (dale jen
~zakon o zdravotnickych prostredcich®).

37

In the framework of prevention of alleged breach of the law on
regulation of advertising, the Institute issued 81 preliminary opinions
that had been requested on the assessment of still unpublished draft
advertisements (73 in 2004). By the end of the year 2005 and
according to the SUKL assignment, a professional agency carried out
a survey focused on publicity of medicinal products targeted at
physicians.

5.10 MEDICAL DEVICES

In 2005 the Institute carried out activities of inspection character in
conformity with Act no. 123/2000 Coll., on Medical Devices, as
amended (hereinafter only the “Medical Devices Act”).



Tabulka 1. Kontrolni éinnost v oblasti zdravotnickych prostiedkd
Table 1. Inspection activity in the area of medical devices

Pozn.: ZP — zdravotnicky prostfedek, KH ZP — klinické hodnoceni ZP, KZ ZP — klinicka zkouska ZP, NP ZP — neza-
douci pfihoda ZP.

Note: MD — medical device; CT MD — clinical trial of MD; CTest MD — clinical test of MD; AA MD — adverse incident of
MD.

Zavady v oblasti kontrol zdravotnickych prostfedk(l: drobné (DZ) - nepfedstavuiji ve svém dusledku ohrozeni zdravi pa-
cient(l; vyznamné (VZ) - mohou ohrozit zdravi nebo vést k chybnému zpUsobu 1é¢by; kritické (KZ)- disledkem muze
byt zavazné ohrozeni zdravi nebo Zivota.

Defects in the area of MD inspections: Minor defects — their consequence does not represent a danger to patients’
health; Major defects — can pose a danger to health or lead to an erroneous treatment method; Critical — their

Kontroly zdravotnickych prostfedkil u poskytovatelll Inspections of medical devices at healthcare providers in state
zdravotni péce ve statnich i nestatnich zdravotnickych  and non-state healthcare establishments were focused chiefly on
zafizenich byly zaméfeny pfevazné na aktivni ZP, se zvy-  active MDs, presenting higher risk for users or third persons (class Ilb
$enym rizikem pro uZivatele nebo tfeti osoby (klasifikacni  and partly lla) - e.g. lung ventilators, anaestesiological tools, x-ray
tridy llb a ¢astecné lla) — napf. ventilatory plic, pfistroje  apparatus, defibrillators, incubators, infusion pumps etc.
anesteziologické, pfistroje RTG, defibrilatory, inkubatory,  nspections at providers were focused mainly on the compliance with
infuzni pumpy apod. o the requirements of Art. 40 of the Medical Devices Act, which obliges
Kontroly u poskytovatelu byly soustredény predevsim na  pegithcare providers to check the technical condition of medical
SPIEeE{ pqzalc(:ilg\élgu § SE zakon?oo zdcrjavotnlc,kygh prostred- e ices (classes Il and Iib) put into operation before 1 January 1991,
f;zh’n iclg’;ystl;v%:(ﬁﬁagitf?lz/:gﬁil#? dZIIrIaz;/?Itbr;I uri/%%eer?rg\lﬁ;’g Inspections were also aimed at proving the compliance with the
provozu pred 1. lednem 1991. Ko n%lr oly byly téz za rr}: Sieny requirements ensuing from Art. 40 of the Medical ngicgs Act, whiqh
na prokazani pinéni pozadavkil ve smyslu § 40 zakona ahre rﬁlatfﬂ to the gua.ra}nteelzlg of safety and functlorr:allty of MDs |nf
o zdravotnickych prostfedcich, které souvisi se zajisténim the healthcare provision. Also inspected was the meeting o
bezpeénosti a funkénosti ZP pfi poskytovani zdravotni pé- cond|t!ons of use (identification with a CE symbol/statement of
&e. Rovnéz bylo kontrolovano spinéni podminek pro pouzi- ~ compliance). » , o o
vani (oznageni znackou shody CE/ prohlageni o shodg). The 79 inspected entities comprised hospitals, including university
Mezi 79 kontr0|ovan}'/mi Subjekty by|y nemocnice véetné h03p|tals, associated healthcare eSlathhmentS, spas, sanatoria,
fakultnich, sdruzend zdravotnicka zafizeni, lazné, sanato-  dental outpatients’ departments, private doctors and other healthcare
ria, stomatologické ambulance, soukromé ordinace a dal- ~ establishments.

§i zdravotnicka zafizeni. Inspection results showed that even five years after entry into force of
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Vysledky kontrol ukézaly, Zze ani po péti letech platnosti
zakona o zdravotnickych prostfedcich neni plnéni poza-
davkd a povinnosti z ného vyplyvajicich pro poskytovate-
le zdravotni péce ve vSech zdravotnickych zafizenich do-
statecné vzité. Mezi zjisténé zavady patfi pfedevSim ne-
dostatecné vedend evidence pouzivanych zdravotnickych
prostfedki, chybéjici navody k pouZiti, nedostate¢né zaz-
namy o servisu, Udrzbé a instruktazi odborné obsluhy. Ve
srovnani s rokem 2004 dos$lo k narustu jak drobnych
a vyznamnych, tak hlavné kritickych zavad (tabulka 1).
Na zakladé vysledkl kontrol byla v roce 2005 péti posky-
tovatelim zdravotni péce uloZzena pokuta a s dal$imi os-
mi bylo zahajeno spravni fizeni.

V roce 2004 provedl Ustav pro poskytovatele zdravotni
péce rozsahlou informaéni kampan o povinnosti plnit za-
konem stanovené pozadavky tykajici se staré pfistrojové
techniky ve smyslu § 52 novely zékona o zdravotnickych
prostfedcich. Inspekcemi, které probéhly v -roce 2005 by-
lo zjisténo, Ze vétsina kontrolovanych subjekt( provéfeni
technického stavu ZP provedla. Rada poskytovatell pro-
vedla redukci poctu starSich a mélo vyuzivanych ZP, ne-
bot jejich dalsi udrzovani v odpovidajicim technickém sta-
vu a nasledné provérovani dle zakona o zdravotnickych
prostfedcich by pro né bylo neefektivni.

the Medical Devices Act the meeting of requirements and obligations
ensuing from it for healthcare providers in all healthcare
establishments was not sufficiently assimilated. The main identified
defects include poorly kept records of MDs in use, missing
instructions for use, deficiencies in records of service, maintenance
and instructions to operators. In comparison with the year 2004 there
has been an increase of the number of minor and major defects, and
particularly critical defects (Table 1).

On the basis of inspection outcomes, penalties were imposed to five
healthcare providers and administrative procedures were opened
with other eight providers in the year 2005.

An extensive information campaign had been carried by the Institute
in 2004 on the obligation of healthcare providers to meet the legal
requirements related to obsolete devices in accordance with Art. 52
of the amended Medical Devices Act. Inspections carried out in 2005
discovered that most entities had checked the conditions of their MDs.
A series of providers slashed the number of obsolete and underused
MDs because their further keeping in a good technical condition and
the subsequent checking according to the law would be inefficient for
them.

Tabulka 2. Struktura zjisténych zavad ZP u poskytovatelll zdravotni péce

Table 2.

Structure of discovered defects of MDs at healthcare providers

Kontroly provadeéni klinického hodnoceni a klinickych
zkousek zdravotnickych prostfedkil u poskytovatelt
zdravotni péce byly zaméreny pfevazné na hodnoceni
prostfedkl ve tfidé rizika |, lla a llb. Pfi vybéru kontrolo-
vanych pracovist se vychazelo ze seznamu zdravotnic-
kych zafizeni, kterda byla MZ CR povéfena k provadéni
klinického hodnoceni zdravotnickych prostiedkd.

Pfi vySe uvedeném poctu inspekci (tabulka 1) bylo zkon-
trolovano celkem 73 zdravotnickych prostfedk(, z toho 68
v ramci klinického hodnoceni na zékladé literarni reSerSe
a 5 v ramci kontroly klinické zkou$ky. PocCet zjisténych za-
vad je rovnéz uveden v tabulce 1. U klinického hodnoceni
se mezi vyznamné zavady fadi napf. nedolozeni navodu
k pouziti/pfibalové informace v Ceském jazyce. V pfipadé
klinickych zkousek zdravotnickych prostfedku byla zjisté-
na 1 vyznamna zavada, ktera se tykala nedostate¢né vy-
plnénych zaznamu o subjektech klinické zkousky. VSech-
ny zjisténé zavady byly ve stanoveném terminu odstrané-
ny a nevznikl diivod pro zahajeni spravniho fizeni. V roce
2005 byl pocet provadénych klinickych hodnoceni ZP
u poskytovatelli zdravotni péce ve srovnani s rokem 2004
nizsi (v roce 2005 — 227, v roce 2004 — 268).

Po vice nez péti letech platnosti zakona ma vétsina pra-
covist povérenych k provadéni klinickych hodnoceni a kli-
nickych zkou$ek zdravotnickych prostfedkl tyto ¢innosti
systémové oSetfeny a pocet zjiSténych zavad ma klesaji-
ci tendenci.
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Inspections of clinical trials and clinical tests of medical devices
at healthcare providers were chiefly focused on the assessment of
MDs in the risk classes |, lla and Ilb. The selection of centres to be
inspected was based on the list of healthcare establishments
authorised by the MoH CR to perform clinical trials of medical devices.
Table 1 shows the number of inspections in which a total of 73
medical devices were inspected, of which 68 MDs in the framework of
clinical tests on the basis of literary research, and five in the
framework of clinical assessment. The number of discovered defects
is also given in Table 1. As to clinical assessment, major defects
include e.g. missing instructions for use/package information in the
Czech language. In case of clinical tests of medical devices, one
major defect was discovered, which related to incomplete records of
the subjects of a clinical test. All the discovered defects were
eliminated in the established time limit, so there was no reason for
opening an administrative procedure. The number of clinical trials of
MDs at healthcare providers in 2005 was lower in comparison with
2004 (227 in 2005, as against 268 in 2004).

More than five years after the law came into force, most centres
authorised to perform clinical trials and tests of medical devices have
standard procedures to carry them out, and the number of detected
defects has a decreasing tendency.

Investigation of adverse incidents. In the framework of the
investigation of adverse incidents and the monitoring of measures
mentioned in individual reports on adverse incidents, priority was
given to investigating those related to medical devices marketed in the
Czech Republic. In the field of the investigation of adverse incidents



Setfeni nezadoucich pFihod. V ramci Setfeni nezadou-
cich pfihod a pfi monitorovani opatfeni uvedenych v jed-
notlivych hlaSenich nezadoucich pfihod byly pfednostné
Setfeny ty, které mély vztah k zdravotnickym prostfedkim
uvedenym na trh v Ceské republice. V ramci Setfeni ne-

zadoucich pfihod davanych do souvislosti se zdravotnic-
kymi prostfedky byla provedena 1 spolecna kontrola s in-
spektory Ceské obchodni inspekce. Jednomu vyrobci by-
la v rdmci Setfeni nezadouci pfihody zdravotnického pro-
stfedku uloZena pokuta.

associated with medical devices, one joint inspection was carried out
together with inspectors of the Czech Commercial Inspection. Within
the investigation of adverse incidents of medical devices, one
manufacturer was penalised.

Tabulka 3. Struktura pfijatych a uzavienych hladeni nezadoucich pfihod podle kategorie dle normy CSN EN

ISO 15 225
Table 3.
standard CSN EN ISO 15 225

Structure of received and closed reports on incidents by categories in conformity with the




Tabulka 4. Pocet hlaseni nezadoucich pfihod zdravotnickych prostiedkii
Number of reports on adverse incidents of MDs

Table 4.

Pocet pfijatych hlaseni nezadoucich pfihod ZP ma nada-
le vzriistajici tendenci. V roce 2005 bylo pfijato 473 hla-
Seni oproti 398 hlaseni v roce 2004. Z celkového poctu
pfijatych hlaSeni se 36 % bezprostiedné tykalo ZP, které
jsou distribuovany na eském trhu. Pomér uzavienych
hldSeni k celkovému poctu pfijatych hladeni nezadoucich
pfihod ZP byl v roce 2005 78 % (tabulka 4). Nejvys&i na-
rGst pfijatych hlaseni byl zaznamenan v kategoriich 01,
04, 10 a 12 (tabulka 3).

V oblasti zdravotnickych prostfedk(i vyuzival tstav infor-
mace od zahraniénich kompetentnich autorit, zejména
britské MHRA (Medicines and Healthcare Products
Regulatory Agency), francouzské lékové agentury AFS-
SAPS (Agence francoise de sécurité sanitaire des produ-
its de santé) a némecké BfArM (Bundesinstitut fur
Arzneimittel und Medizinprodukte). Nadale se podilel na
programu hladSeni nezadoucich pfihod Global MD
Competent Authority Report z Kanady. Pro u¢inné zapo-
jeni do systému préace regula¢nich instituci v oblasti vigi-
lance a dozorovych aktivit nebyly v roce 2005 zajistény
optimalni podminky. Zejména nedo$lo mezi institucemi
v CR k zavedeni systému zajistujiciho pravidelny pfistup
k informacim z pfisluSnych pracovnich skupin pfi Evrop-
ské komisi a informacim o vigilanénich signalech.

5.11 PROSAZOVANIi PRAVA

V roce 2005 pokraCovala aktivita Ustavu zaméfena na
prosazovani prava (tzv. enforcement) v oblasti neoprav-
néného (nelegalniho) zachazeni s IéCivymi pfipravky.
Jednalo se zejména o vySetfovani a postih pfipadd, kdy
jsou lécivé pfipravky distribuovany a prodavany osobami,
které k takové ¢innosti nemaji fadné povoleni, a sledova-
ni nabidky léCivych pfipravkd na internetu, kde probiha
¢erny trh s [éCivymi pfipravky, véetné pfipravkl vazanych
na lékarsky predpis. Na zakladé ustanoveni zakona ¢&.
480/2004 Sb., o nékterych sluzbach informacni spolec-
nosti, se Ustavu podafilo v roce 2005 zrusit ¢i znepfistup-
nit celkem 9 webovych stranek nabizejicich nezakonné
prodej IéCivych pfipravkd.

V prabéhu roku 2005 byla zavedena Uzka spoluprace
s Celni spravou v oblasti nelegalnich dovoz( IéCivych pfi-
pravkl ze tfetich zemi do CR, které se uskute¢riuji pro-
stfednictvim postovnich zasilek. Jde zejména o |éCivé pfi-
pravky v CR neregistrované a ze tfetich zemi, které jsou
do CR zasilany za ucelem jejich dal§iho prodeje na Cer-
ném trhu. Kvalita takto zasilanych IéCivych pfipravku je
¢asto nevyhovuijici, [é€ivé pfipravky nemaji originalni oba-
ly, neobsahuiji pfibalovou informaci, baleni jsou poru$ena,
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The number of reports on adverse incidents of MDs continues to have
a growing tendency. Received in 2005 were 473 reports as against
398 reports in 2004. Out of the total number of received reports, 36
% were related directly to MDs distributed on the Czech market. The
proportion of closed reports and the total number of received reports
on adverse incidents of MDs was 78 % in 2005 (see Table 4). The
biggest increase of received reports was in the categories 01, 04, 10
and 12 (Table 3).

In the area of medical devices, the Institute used information from
competent foreign authorities, namely the British MHRA (Medicines
and Healthcare Products Regulatory Agency), the French drug
agency AFSSAPS and the German agency BfArM (Bundesinstitut fir
Arzneimittel und Medizinprodukte). It continued to take part in the
Canadian programme of reports of adverse incidents (Global MD
Competent Authority Report). No optimal conditions were secured in
2005 for an efficient involvement in the system of work of regulators
in the area of vigilance and supervisory activities. Especially a system
failed to be introduced between Czech institutions that would secure
a regular access to information from the respective working groups at
the European Commission and to information on vigilance signals.

5.11 ENFORCEMENT OF LAW

The year 2005 saw the continuation of the Institute’s activity aimed at
the enforcement of law in the area of unauthorised (illicit) handling of
medical products. This applied especially to the investigation and
punishment of cases when medicinal products are distributed and
sold by persons who do not have a proper licence to carry out such
activity, and to the monitoring of the supply of medicinal products via
the internet where there is a black market of pharmaceuticals,
including prescription-only products. On the basis of the provisions of
Act no. 480/2004 Coll., on Some Services of the Information Society,
the Institute succeeded in cancelling or hindering the access to nine
websites offering illicit sale of medicinal products in 2005.

A close co-operation was introduced in 2005 with the Customs
Administration in the area of illegal imports of medicinal products from
third countries into the CR, which have the form of postal
consignments. This mainly applies to products not authorised in the
CR and those sent to the CR from third countries with the aim of their
further sale on the black market. The quality of such medicinal
products is often poor, they do not come in original packages, patient
information leaflets are missing, packages are altered, sometimes
also contaminated with contents of broken ampoules, etc. In the
course of the second half of 2005, when the co-operation started, a
total of eight consignments containing 25,149 pills and 640 ampoules



nékdy také kontaminovana obsahem rozbitych ampuli
apod. Béhem druhé poloviny roku 2005, kdy spoluprace
zacala, bylo zadrzeno a nepropusténo celkem 8 zasilek
obsahujicich 25 149 ks tablet a 640 ks ampuli celkem 14
rliznych Iéc¢ivych pfipravkll (nejcastéji anabolické steroidy
a lecive pfipravky na léCbu erektilni dysfunkce). Ve vSech
pfipadech $lo o pfipravky neregistrované v CR. V jednom
pfipadé bylo ve spolupraci s drzitelem registracniho roz-
hodnuti prokazano, ze se jedna o padélek IéCivého pfi-
pravku, ktery obsahoval jinou u¢innou latku, nez bylo de-
klarovano na jeho obalu. .

Ostatnim statnim organtm, zejména Policii CR a Celni
sprave bylo v roce 2005 poskytnuto na jejich vyzadani za
ucelem Setfeni nelegalni ¢innosti 24 odbornych vyjadfeni
k léCivym pfipravkim.

Ustav obdrzel v roce 2005 celkem 17 podnétd, které by-
ly Setfeny v ramci prosazovani prava, z toho 6 podnétl
od zahrani¢nich regulaénich organ(, které se tykaly nele-
gélni ¢innosti s pfesahem do zahranici. V roce 2005 by-
lo vedeno ustavem celkem 7 spravnich fizeni z dlivodu
neopravnéného zachazeni s léCivymi pfipravky, pokuty
byly udéleny v celkové vysi 1 424 450,- KE.V roce 2005
byla v ramci prosazovani prava podana 4 trestni ozna-
meni pro podezieni ze spachani trestného ¢inu pfi zacha-
zeni s 1éCivymi pfipravky.

Nadale pokracuje uzka spoluprace nejen s Celni spravou
a Policii CR, ale i se Statni zemédélskou a potravinafskou
inspekci, Ceskou obchodni inspekci, Antidopingovym vy-
borem CR a Zivnostenskymi urady. Uspésna a pIné funke-
ni je také pokracujici spoluprace se zahrani¢nimi regulac-
nimi organy, zejména Iékovymi agenturami, inspektoraty a
specialnimi ,enforcement” jednotkami v jednotlivych sta-
tech, s nimiz ustav spolupracuje pfi vySetfovani pfipadl s
mezinarodnim dopadem.

5.12 TVORBA NOREM A LEKOPISNA CINNOST

V oblasti normotvorné Cinnosti bylo v roce 2005 komen-
tovano 27 navrh( prekladl evropskych norem a 13 nor-
maliza¢nich dokumentu z oblasti ISO a CEN.

Byl pfipraven rukopis Ceskeého Iékopisu 2005 (dale jen
CL 2005) a Doplnék 2006 (dale jen CL 2005 — Dopl.
2006), ktery bude z hlavni ¢asti pfekladem doplfikd 5.3 az
5.5 Ph. Eur. Toto vydani obsahuje v Evropské &asti plné
znéni novych a revidovanych text( patého vydani Evrop-
skeho lékopisu (dale jen Ph. Eur.) a jeho prvniho a dru-
hého dopliiku s odkazy na texty pfedchoziho vydani Ces-
kého lékopisu. Narodni ¢ast obsahuje v piném znéni pou-
ze nové a revidované texty. V obecné &asti byly dopinény
a revidovany Tabulky | az VI a Tabulka IX a nové byla za-
fazena Tabulka XII, ktera umozni uzivatelim snazsi orien-
taci v katalogu evropskych referenénich latek; ve special-
ni Casti bylo nové zafazeno 5 Clank( ocnich pfipravkd
a revize 3 ¢lanku lécivych latek. Do Narodni ¢asti CL 2005
nebylo z CL 2002 pfevzato celkem 14 ¢lankd, které byly
nahrazeny ¢lanky evropskymi.

Zaroven byly pfipraveny podklady pro CD-ROM, ktery za-
hrnuje v8echny platné texty Evropskeé i Narodni ¢asti CL
2005 (tab. 1).
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of a total of 14 different medicinal products (most frequently anabolic
steroids and products for the treatment of erectile dysfunction) were
seized and not released. In all cases they were products not
authorised in the CR. In one case it was proved, in co-operation with
the marketing authorisation holder, that it was a counterfeit containing
a different active substance than that declared on its package.
Other state authorities, namely the Police of the CR and the Customs
Administration, requested and were given 24 expert opinions on
medicinal products in 2005 for the purpose of investigating illegal
activities. The Institute received a total of 17 reports that were
investigated in the framework of law enforcement, out of which six
were sent by foreign regulators and referred to cross-border illegal
activity. The Institute conducted a total of seven administrative
procedures raised by unauthorised handling of medicinal products in
2005; penalties in a total amount of 1,424,450 CZK were imposed. In
the framework of law enforcement, four complaints were lodged
owing to a suspicion of the perpetration of a criminal offence when
handling medicinal products.

Close co-operation has been continuing not only with the Customs
Administration and the Police of the CR, but also with the State
Agricultural and Food Inspection, Antidoping Committee of the CR
and trade licensing authorities. Successful and fully functional also is
the continuing co-operation with foreign regulators, namely drug
agencies, inspectorates and special enforcement units in the various
countries with which the Institute collaborates in investigation cases
with international impact.

5.12 SETTING OF STANDARDS
AND PHARMACOPOEIAL ACTIVITIES

In the year 2005, in the area of standard-setting activity, the Institute
commented on 27 draft translations of European standards and 13
standardisation documents in the sphere of ISO and CEN.

The manuscript was prepared of the Czech Pharmacopoeia 2005
(hereinafter referred to as “Cz. Ph. 2005”) and of the Supplement
2006 ((hereinafter referred to as “Cz. Ph. 2005 — Suppl. 2006"), the
bulk of which consists of the translation of the Supplements 5.3-5.5
Ph. Eur. The European part of this edition comprises the full version
of new and revised texts of the 5th edition of the European
Pharmacopoeia (hereinafter referred to as “Ph. Eur”) and of its first
and second Supplements with references to the texts of the previous
edition of the Czech Pharmacopoeia. The national part contains the
full version of new and revised texts only. Amended and revised in the
general part were Tables -Vl and Table IX, and newly included was
Table XII, which will make it possible for users to orient themselves
more easily in the catalogue of European reference substances;
newly included in the special part were five articles on ophthalmologic
products and the revision of three articles on medical substances. Not
included in the National part of Cz. Ph. 2005 was a total of 14 articles
of Cz. Ph. 2002, which were replaced with European articles.

At the same time, data were prepared for a CD-ROM, including all the
valid texts of both the European and National part of Cz. Ph. 2005
(Table 1).



Tabulka 1. Cesky lékopis
Czech Pharmacopoeia

Table 1.

Ustav priibézné zajistoval ¢innost Lékopisné komise MZ
a jejich odbornych sekci.

6.1 INFORMACNI TECHNOLOGIE

V priibéhu roku 2005 se podafilo zlepsit elektronickou ko-
munikaci v ramci mezinarodniho projektu EudraMail.
V ramci bezpecnosti informacnich technologii byla uvede-
na do provozu vysokokapacitni zalohovaci jednotka a za-
jisténo ukladani médii s pofizenymi zalohami. Pro pfipad
ohroZeni praci v ustavu chfipkovou pandemii byl zajistén
pfistup k informaénim technologiim z mist mimo Ustav.
Probéhla podstatna ¢ast realizace projektu vybudovani
centralni databaze nezadoucich U¢ink(. Bylo pofizeno se-
dmdesat pocitacovych sestav z€asti vybavenych dvéma
zobrazovacimi panely pro usnadnéni prace posuzovatel(l.
Pozadavky uzivatel(l v oblasti hardware, software, pfistu-
povych prav, udrzby a prezentace databazi a vedeni pro-
jekth zajistuje nové vybudovany dispecink. V zavéru roku
byly provedeny pfipravy na projekt obnovy datového ulo-
zisté, ktery by mél probé&hnout v roce 20086.

DATABAZE LECIVYCH PRIPRAVKU
A SLEDOVANI DODAVEK DO LEKAREN

6.2

V souvislosti se vstupem CR do EU se databaze registro-
vanych pfipravkl rozsifila o udaje o IéCivych pfipravcich
registrovanych centralizovanou procedurou, prozatim bez
textll souhrnt Udaju o pfipravcich a pfibalovych informaci.
Data o téchto pfipravcich jsou ziskavana z nékolika zdro-
ji a s EMEA jsou vedena jednani o jejich efektivnéjsim
predavani. V roce 2005 tak pfibylo do databaze 95 pfi-
pravkl s timto typem registrace. Knihovna komponent se
rozrostla o 228 novych komponent.
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The Institute was continuously securing the activity of the
Pharmacopoeial Commission of the MoH and its specialised sections.

6.1. INFORMATION TECHNOLOGY

In the course of 2005, electronic communication within the EudraMail
project was successfully improved. In the framework of security of
information technologies, a high-capacity backup unit was put into
operation, and the storing of media with backups was ensured. In
case that a pandemic of influenza would pose a danger to the work
in the Institute, an access to information technologies from places
outside the Institute was prepared. The substantial part of the project
of buildng a central database of adverse drug reactions was
implemented. Seventy computer assemblies were bought, partly
equipped with two imaging panels for facilitating the assessors’ work.
A newly built control room caters for the users’ requirements in the
area of hardware, software, access rights, maintenance and
presentation of databases, and project management. The end of the
year saw the preparations for a project of the reconstruction of data
storage scheduled for 2006.

6.2 DATABASE OF MEDICINAL PRODUCTS AND
MONITORING OF DELIVERIES TO PHARMACIES

In relation to the CR'’s accession to the EU, the database of
authorised products was extended to include data on medicinal
products authorised through the centralised procedure, provisionally
without texts of SPCs and PILs. Data on these products have been
acquired from several sources, and talks have been held with the
EMEA on their more efficient transfer. Thus, 95 products of this type
of authorisation were added to the database in 2005. The component
library was expanded by 228 new components.



Celkem bylo k 31.12.2005 v databazi Ié¢ivych pfipravkl
evidovano 5 336 pfipravki podle registracnich Cisel
a 31 027 pfipravkd podle kédd SUKL.

Vzhledem k 689 nové udélenych registraci s 10 823 vari-
antami pfipravkl podle kédd doslo proti roku 2004 k na-
rlstu celkového poctu vSech variant registrovanych pfi-
pravku. Vysoky narlst poctu variant lé€ivych pfipravkud byl
dasledkem zapojeni do registracni procedury vzajemného
uznavani, protoze v této procedure je tfeba sjednotit re-
gistrace v celé EU a v CR jsou proto registrovany i vari-
anty ur€ené k uvedeni na trh v jinych €lenskych statech.
V roce 2005 bylo zrudeno 420 registracnich Cisel predsta-
vujicich 1 278 variant 1éCivych pfipravkd. Navic bylo zru-
Seno 858 variant lé€ivych pfipravku, kterym zlstala za-
chovana registrace. K Ubytku registrovanych pfipravkd do-
chazelo prevazné na zékladé zadosti drzitele registrace
0 zruSeni registrace nebo o zruSeni nékteré varianty pfi-
pravku nebo tim, ze drzitel registrace nepredlozil udaje
k prodlouzeni registrace. Z celkem zruSenych 2 136 vari-
ant IéCivych pfipravkd Slo v 329 pfipadech o IéCivé pfi-
pravky, které jeSté v roce 2005 byly dodavany na trh.
V prevazné vétsiné vsak byly ruseny registrace pfipravki
nepouzivanych. Rudenim rozhodnuti o registraci neob-
chodovanych pfipravk tak postupné klesa podil registro-
vanych pfipravk(, které se neobjevuji na trhu v CR.

V prabéhu roku nebyla hlaSena distribuce do Iékaren
u 3 113 registraénich ¢isel (43 %) a u 23 659 kod (76 %).

As of 31 December 2005, a total of 5,336 products were registered in
the database of medicinal products by marketing authorisation
numbers and 31,027 products by SUKL codes.

Due to 689 new marketing authorisations with 10,823 presentations
of products by codes, the total number of all the presentations of
authorised products rose as against the year 2004. The high increase
of the number of presentations of medicinal products was a
consequence of the joining in the authorisation procedure of mutual
recognition because in this procedure it is necessary to unify all the
authorisations in the entire EU, and therefore also authorised in the
CR are the presentations to be marketed in other Member States.
The year 2005 saw the withdrawal of 420 authorisation numbers
representing 1,278 presentations of medicinal products. Also
withdrawn were 858 authorisations of presentations of medicinal
products whose authorisation was preserved. The drop of the number
of authorised products was mainly due to the marketing authorisation
holders’ requests of authorisation withdrawal or the withdrawal of a
presentation of products, or to the fact that an authorisation holder
failed to submit data for the authorisation renewal. Out of the total
number of 2,136 withdrawn presentations of medicinal products, 329
were medicinal products still marketed in 2005. Nevertheless,
authorisation was withdrawn for products that were not in use. Thus,
the withdrawal of the authorisation of non-marketed products has
been reducing the share of authorised products that fail to show up
on the Czech market.

Distribution to pharmacies was not reported in the course of the year
of 3,113 MA numbers (43 %) and of 23,659 codes (76 %).

Tabulka 1. Vybrané podskupiny registrovanych Ié&ivych pfipravka evidované v databazi SUKL k 31.12. 2005
Selected sub-groups of authorised medicinal products registered in the SUKL'’s database as of 31
Dec 2005

Table 1.

*Jeden lécivy pfipravek mize byt propoustén soucasné na nékolika mistech
*One medicinal product may be released simultaneously at several sites



Tabulka 2. Udaje o uéinnych latkach, OTC pfipravcich a homeopatikach v roce 2005
Table 2. Data on active substances, OTC products and homeopathics in 2005

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

* Including herbal drugs; salts, esters and complexes derived from one active part of a molecule are considered as a
single active substance
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Obr. 1. Poéty roéné registrovanych pfipravk( v CR podle registraénich éisel v letech 1990-2005
(stav k 31.12. 2005)

Fig. 1. Numbers of products authorised annually in the CR by registration numbers in 1990-2005
(as of 31 Dec 2005)
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Obr. 2. Rozdéleni lé€ivych pFipravki s registraci platnou v CR podle ATC skupin
(stav k 31.12.2005; celkem 5304 registracnich Cisel; pfipravky, které nemaiji pfidélen ATC kod nejsou
zahrnuty; uvedeny jsou pfipravky registrované narodné i centralizované)

Fig. 2.  Division of medicinal products with authorisation valid in the CR by ATC groups
(as of 31 Dec 2005; 5,304 MA numbers in total; excl. products with no ATC code assigned; incl.
nationally and centrally authorised products)

900
® 10 0 [
B
— 700 """ TR T T T T TTTTTTTTTTTTTTTTE T Tt TTToTT -
MWW e~ mram b _____ B i} _______ I
= S 600
~9'§
c
O B -, ------., - - -
§ E 500
RS B O P R
?% 400
=5
,8&, 300 [~ o BN [ D D
° =
o e
§ 200 [~ o B B BN B T B B
S
100 [~ o B B BN e B . B B o -
0

1 2 3 4 5 6 7 8 9 10 11 12 13 14
Kategorie ATC / ATC category

46



Pravidelné kazdy mésic je v elektronické formé vydavan
Ciselnik SUKL, ve kterém je vybér dat z databaze IéCivych
pfipravkd ustavu. Informace o registrovanych pfipravcich
¢i informace o pfipravcich, u kterych dojde, pfip. doSlo
k zaniku registrace jejim neprodlouzenim, jsou zvefejio-
vany pravidelné ve Véstniku SUKL. Kazdy mésic je pro-
vadén vybér dat pro Ministerstvo zdravotnictvi o omam-
nych a psychotropnich latkach a ¢tvrtletné jsou zpracova-
vany udaje o objemu lécCivych pfipravk( dodavanych do
Iékaren a dalSich zdravotnickych zafizeni (izv. spotfeby
IéCiv). Kumulované udaje jsou zvefejiiovany (obr. 3 - 5).
Tyto udaje indikuji, ze do Iékaren bylo v roce 2005 doda-
no celkem pfiblizné 369 miliond baleni Ié¢ivych pfipravkd,
predstavujicich pfiblizné 5,9 miliardy definovanych den-
nich davek (DDD). Hodnota téchto dodavek byla nejvyse
64,57 mld. K¢ (kalkulovano podle udaja distributor(i s od-
hadem maximalniho vyuziti distribu¢ni/lékarenské marze).
Pokud by dodané pfipravky byly vSechny pouzity pacien-
ty v CR, jeden ob¢an CR by ro¢né v priiméru spotfeboval
36,1 baleni s 579,42 DDD v primérné hodnoté za jedno
baleni 176 K&.

V navaznosti na poradni funkci zastupce Ustavu v Katego-
rizaéni komisi MZ jsou pfipravovany materialy pro jednani
kategorizaCni komise Ministerstva zdravotnictvi, v¢etné
Udajl o objemech dodavek distributor do zdravotnickych
zafizeni a informaci o zanikajicich pfipravcich.

Regular monthly electronic lists of selected data from the database
according to 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
concerning narcotic and psychotropic substances, and data on the
volume of medicinal products supplied to pharmacies and other
healthcare establishments (the so-called drug consumption) are
processed on a quarterly basis. Collected data are published (Fig. 3-
5). These data indicate that approximately 369 million packages of
medicinal products were supplied to pharmacies in 2005,
representing about 5.9 billion defined daily doses (DDD). The value of
these deliveries was 64.57 billion CZK at most (calculated from the
distributors’ data with an estimate of the maximum use of
distribution/pharmacy margin). If the delivered products were all used
by patients in the CR, one Czech citizen would annually consume an
average of 36.1 packages containing 579.42 DDD of an average
value of 176 CZK per package.

In connection with the consultative function of the Institute’s
representative in the Categorisation Commission of the MoH, papers
are prepared for meetings of this commission, including data on
volumes of distributors’ deliveries to healthcare establishments, and
information on products with expired marketing authorisation.

Obr. 3. Celkovy objem dodavek Ié&ivych pFipravki do lékaren a dal$ich zdravotnickych zafizeni v CR v poétu
baleni v letech 2001 —2005
Fig. 3. Total volume of deliveries of medicinal products to pharmacies and other healthcare establishments
in the CR in 2001-2005 (no. of packages)
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Obr. 4. Horni odhad finanénich prostiedkii vynaloZenych na léCivé pfipravky dodané do Iékaren a dalSich
zdravotnickych zafizeni v CR v letech 2001- 2005

Fig. 4. Upper estimate of expenditure spent on medicinal products supplied to Czech pharmacies and other
healthcare establishments in 2001-2005
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Obr. 5. Horni odhad pramérné ceny baleni Iééivych piipravkii v CR v letech 2001-2005
Fig. 5. Upper estimate of average retail price per package of medicinal products in the CR in 2001-2005
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6.3 INFORMACNI AKTIVITY A VYUKOVA CINNOST

Informacni aktivity, které Ustav v r. 2005 zajistoval, zahr-
novaly ¢innost informacniho stfediska, knihovny, komuni-
kace s médii, zvefejhiovani informaci na webové strance
ustavu a vydavani periodickych i neperiodickych publikaci.
Informadni stfedisko zodpovidalo dotazy od laické i od-
borné verejnosti obdrzené telefonicky, e-mailem, pfes in-
ternet, faxem Ci v pisemné podobé. Celkovy pocet zodpo-
vézenych dotazl byl 1 829, s pfevahou dotaz(i zamére-
nych na oblast registrace |éCiv. Pfehled struktury zodpo-
vézenych dotazli informacénim stfediskem a struktura ta-
zatell jsou uvedeny v tabulkach 1 a 2.

Tabulka 1.
Table 1.

6.3 INFORMATION AND TRAINING ACTIVITIES

Information activities carried out by the Institute in 2005 included the
activity of the Information Centre, the library, communication with the
media, the publication of information on the SUKLs website, and the
issuance of regular and special publications.

The Information Centre answered inquiries of both the lay and
professional public received by phone, e-mail, internet, and fax or in
writing. The total number of answered inquiries was 1,829, most of
which were related to the area of marketing authorisations of
pharmaceuticals. A survey of the structure of inquiries answered by
the Information Centre and the inquirers’ structure are given in Tables
1and2.

Dotazy evidované informacnim stiediskem v roce 2005
Inquiries received by the Information Centre in 2005

Pozn.: SZU - Statni zdravotni tstav, USKVBL - Ustav pro statni kontrolu veterinarnich biopreparatt a lé&iv

Note:
and Medicaments

NIPH — National Institute of Public Health; USKVBL — Institute for State Control of Veeterinary Biopreparations



Tabulka 2. Okruhy tazatel(l
Types of inquirers

Table 2.

*advokatni kancelare, vysoké Skoly, pojistovny, pacienti, dopingova laboratof, pfekladatelské agentury, redakce odbor-

nych ¢asopisu, atd.

* Attorneys’ offices, universities, insurance companies, patients, anti-doping control laboratory, translation agencies,

editors of professional journals, etc.

Cetnost dotazil a jejich zaméFeni bylo odrazem zvefejiio-
vanych dllezitych informaci na webové strance Ustavu
(bylo zvefejnéno 23 informaci zamérenych na nezadouci
ucinky, nespravné pouzivani a zneuzivani 1é€iv). ZvySena
intenzita dotaz( byla zaznamenana vzdy po zverfejnéni in-
formaci souvisejicich s bezpec€nosti a uc¢innosti 1éCivych
pfipravk(l, napt.: pfehodnoceni koxib(i, nové udaje o riziku
karcinomu endometria a hormonalni substituticni terapii,
protichfipkové vakciny, antivirotikum Tamiflu apod. Kromé
informac¢niho stfediska byly specifické dotazy zodpovida-
ny pfimo pracovniky odbornych utvar(.

V oblasti komunikace s médii bylo vypracovano 109 vyza-
danych odpovédi, zejména pro vefejné sdélovaci pro-
stfedky. Spektrum dotaz(l odrazelo vefejné diskutované
problémy ve zdravotnictvi — napf. dostupnost pfipravkl
proti v&im, riziko infarktu pfi pouzivani 1€kl ze skupiny ne-
steroidnich antiflogistik a antirevmatik, riziko pandemie
chfipky a dostupnost a uc¢innost protichfipkovych vakcin
a antivirotik apod.

Tabulka 3. Komunikace s médii v roce 2005
Table 3.

Communication with media in 2005

The frequency of inquiries and their orientation reflected the relevant
information published on the Institutes website (23 pieces of
information related to adverse drug reactions and to incorrect use
and abuse of drugs). An increased intensity of inquiries was seen
always after the publication of information connected with the safety
and efficacy of medicinal products, e.g. reassessment of coxibs, new
data on endometrial carcinoma and hormone substitution therapy,
anti-influenza vaccine, the Tamiflu antiviral, etc. Apart from the
Information centre, also staff members of specialised units directly
answered specific inquiries.

In the sphere of communication with the media, 109 requested
answers were compiled, chiefly for the public media. The spectrum of
inquiries reflected publicly discussed problems of the healthcare
system - e.g. the accessibility of products against lice, the heart
attack risk while using drugs from the groups of non-steroid
antiphlogistics and antirheumatics, the influenza pandemic risk, and
the accessibility and efficacy of anti-influenza vaccines and antivirals,
etc.




Zpréava o ¢innosti SUKL v oblasti poskytovani informaci za
rok 2005 byla v souladu s § 18 zakona ¢. 106/1999 Sb.,
o svobodném pfistupu k informacim, zvefejnéna na we-
bové strance ustavu.

O aktivitach a vyvoji regulacnich opatfeni v oblasti I&Civ
i zdravotnickych prostfedki informoval SUKL vefejnost
pravidelné kazdy mésic prostfednictvim Véstniku SUKL,
vydavaného ve spolupraci s nadaci profesora Skarnitzla.
Soucasti informaci publikovanych ve Véstniku SUKL jsou
i upozornéni na nové vzniklé &i aktualizované dokumenty
vztahujici se k problematice regulace IéCiv v EU. Komplet-
ni materialy jsou dostupné na internetu Ustavu a v knihov-
né SUKL. Véstnik byl v roce 2005 vydavan v nakladu
2 200 vytisk( mésiéné. V roce 2005 byly vydany tfi mimo-
fadné publikace, které jsou uvedeny v tabulce 4.

The report on the SUKLs activity in the sphere of providing
information in 2005 was published in conformity with Art. 18 of the Act
no. 106/1999 Coll., on Free Access to Information, on the Institute’s
website.

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 co-operation
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 SUKLs website and in its library. The number of copies of the
monthly issues of the Vestnik SUKL (SUKL Bulletin) in 2005 equalled
2,200. Three special publications were issued in 2005 as shown in
Table 4.

Tabulka 4. Mimo¥radné publikace Véstniku SUKL v roce 2005
Special publications of SUKL Bulletin in 2005

Table 4.

Lékovy bulletin Farmakoterapeutické informace (Fl) s na-
kladem 52 000 vytiskl je uréen pfedevsim Iékafim a lé-
karnikim. Je vydavan ve spolupraci s Nadaci prof. Skar-
nitzla a distribuovan ve spolupraci s Ceskou lékarskou ko-
morou a Ceskou lékarnickou komorou 11krat ro¢né. Pru-
zkum sledovanosti ukazuje, ze ,vzdy“ nebo ,Casto” Cte
Farmakoterapeutické informace 64 % a ,obcas” 30 % do-
tazanych lékafl. Za zdroj objektivnich a v praxi vyuziva-
nych informaci povazuje Fl 89 % lékara.

Prostfednictvim mésicné vydavanych elektronickych infor-
maci (SUKL Monthly Regulatory Update) jsou zahrani¢ni
partnefi informovani o hlavnich ¢innostech ustavu.

V hlavnich smérech ¢innosti Ustavu jsou pro zadatele, re-
gulovaneé subjekty i zajemce ze strany vefejnosti organi-
zovany seminare. Ve spolupréaci s ustavni pobockou Ces-
ké spole¢nosti pro zdravotnickou techniku bylo v roce
2005 usporadano 11 puldennich nebo celodennich semi-
narQ. Seminare byly zaméfeny pfedevSim na usnadnéni
adaptace na prostfedi EU, vCetné promitnuti nové legisla-
tivy do praxe a uplatnéni novych pokynii SUKL. Mély ten-
to obsah:
[}
[}
[}

Farmakovigilance (2 seminare)

Klinické hodnoceni

Zmény regulaénich mechanismi vyplyvajicich
z predpist EU - diskusni seminar

Vyhla8ka ¢. 411/2004 Sb. a blizSi informace
k provadéni inspekci SVP v zafizenich transfuz-
ni sluzby

MedDRA Orientation Session

Systém hlaseni SUSAR v CR

Zmény v registraci

Registrace

Seminar k Iékopisné problematice

Diskusni seminaf k otdzkam uplatfovani no-
vych lékovych predpisti EU od 30.10.2005
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The drug bulletin Farmakoterapeuticke informace (Pharmaco-
therapeutic Information) with a printing of 52,000 is primarily intended
for physicians and pharmacists. It is issued in co-operation with the
Professor Skarnitzl Foundation and distributed in collaboration with
the Czech Medical Chamber and the Czech Pharmaceutical
Chamber eleven times a year. A readers’ survey shows that
Pharmacotherapeutic Information is read “always” or “often” by 64 %
of surveyed physicians, and “occasionally ” by 30 % of them. The
bulletin is considered as a source of unbiased information used in
practice by 89 % of physicians.

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

Seminars have been organised for applicants, regulated entities and
interested persons from among the public. In co-operation with the
local branch of the Czech Society for Medical Technology, eleven half-
day or all-day seminars were organised in 2005. Their primary focus
was to facilitate the adjustment to the EU environment, including
reflection of the new legislation in practice, and the implementation of
the SUKLs new guidelines. The seminars dealt with the following topics:
e Pharmacovigilance (2 seminars)
e Clinical trials
e Amendments to regulatory mechanisms ensuing from
the EU regulations — a discussion seminar
Regulation no. 411/2004 Coll. and mode detailed infor-
mation on the execution of inspections of GMP in trans-
fusion service establishments
MedDRA Orientation Session
SUSAR reporting system in the CR
Variations to authorisation
Authorisation
Seminar on pharmacopoeial problems
Discussion seminar on questions of the enforcement of
new EU pharmacopoeial regulations since 30 October
2005



V roce 2005 pokracovala osvétova €innost Ustavu zamé&-  Continuing in 2005 was the Institute’s education activity intended for
fena na pracovniky ve zdravotnictvi ve spolupraci s Insti-  healthcare professionals in co-operation with the Institute for
tutem postgradualniho vzdélavani ve zdravotnictvi a vyso-  Postgradual Medical Education (IPVZ) and universities. A series of
kymi Skolami. Byla pfednesena fada prfednaSek na konfe-  lectures was delivered at conferences and seminars both in the CR
rencich a seminafich doma i v zahrani€i, zpracovany re-  and abroad, reviews were made of research funded from grants, and
cenze grantovych vyzkum0 a pfipraveny odborné publika-  special publications were prepared. Study stays have been taking
ce. V uUstavu probihaji staze klinickych farmaceutt v pfe-  place in the Institute of Clinical Pharmacists in postgraduate training
datestaéni pfipravé zaméfené na farmakovigilanci a od-  focused on pharmacovigilance, and specialised study stays in
borné stdze v oblasti mikrobiologické kontroly IéCiv  microbiological control of pharmaceuticals and good practice in a
a spravné praxe v kontrolni laboratofi. Pracovnici ustavu  control laboratory. The Institute’s staff members participated in study
se v roce 2005 zucastnili odbornych stazi v partnerskych  stays in partner organisations abroad (OMCL, EMEA, MHRA, etc.).
organizacich v zahrani¢i (OMCL, EMEA, MHRA aj.). Pro  Training course and seminars were organised in 2005 focused on
regulované subjekty byly uspofddany kurzy a 8koleni  both professional and legal problems.

a seminafe se zaméfenim na odbornou i pravni proble-  Just like every year, staff members of the Pharmacy and Distribution
matiku. Control Branch gave lectures to pharmacists in Prague, as well as in
Pracovnice sekce lékarenstvi a kontroly distribuce jako  the various regions (Table 5).

kazdoro¢né prednasely pro lékarniky v Praze i v jednotli-

vych regionech (tabulka 5).

Tabulka 5. Prednaskové a Skolici aktivity regionalnich pracovist
Table 5. Lecturing and training activities of regional centres

V8echny publikace a seznamy distribuované zadatelim v All publications and lists distributed to applicants in the mail room are
podatelné Ustavu jsou dostupné na webové strance accessible on the SUKLs website in an updated version
SUKL v aktudlni verzi (www.sukl.cz). (www.sukl.cz).

6.4 VYZKUMNA CINNOST 6.4. RESEARCH ACTIVITY

V roce 2005 nebyl Ustav zapojen v zaddném grantem pod-  In 2005 the Institute was not involved in any research project funded
pofeném vyzkumném projektu. Zastupce Ustavu je Cle- from a grant. A representative of the Institute is a member of the
nem Oborové komise pro farmakologii a farmacii interni  Departmental Commission for Pharmacology and Pharmaceutics of
grantové agentury Ministerstva zdravotnictvi. the Internal Grant Agency of the Ministry of Health.

7.1  HOSPODARENIV ROCE 2005 7.1 INCOME AND EXPENDITURE ACCOUNT FOR
2005

PFijmy byly tvofeny uhradami za odborné ukony. Tyto  The income comprised payments for expert activities. In conformity
uhrady plynou podle zakona €. 79/1997 Sb., o IéCivech ve  with Act no. 79/1997 Coll., on Pharmaceuticals, as amended, and
znéni pozdéjSich zmén a doplnujicich pravidel MZ CR do  with complementary rules of the MoH CR, these payments flow to the
rezervniho fondu. Od roku 2005 byly tyto pfijmy novelizo-  reserve fund. Owing to the amended provision of the Income Tax Act,
vanym ustanovenim zédkona o dani z pfijml osvobozeny  this income was exempt from the income tax since 2005. The volume
od dané z pfijmi. V roce 2005 ¢inil objem pFijmd za od-  of the 2005 earnings from expert activity equalled CZK 129 677 000,
borné ukony 129.677 tis. K&, z nichz bylo z dlivodu po-  of which CZK 3 784 000 was returned to applicants due to the
zastaveni nebo zruSeni zadosti vraceno 3.784 tis. K& Za-  suspension or withdrawal of applications. Just like in 2004, the biggest
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datelim. Stejné jako v roce 2004, i v roce 2005 &ini nej-
vétsi podil z celkového objemu pfijmy za zadosti v agen-
dé registraci léCivych pfipravkl. Ustav vyuziva pouze ty
pfijmy za zadosti, jejichz feSeni jiz ukonCil. V roce 2005
bylo mozné kompenzovat maximalni c&astku ve vysSi
80.727 tis. K&. Z celkové pouzité Castky 32.091 tis. K&
predstavovala dotace na platy 19.768 tis. K&, na pojisténi
6.920 tis. K&, na pfidél FKSP 384 tis. K¢ a na investice
5.019 tis. K&. Déle jsou to vydaje na uhradu dani za rok
2004 ve vysi 15.523 tis. K& a na kompenzace vydaju vy-
nalozenych na provedené ukony ve vysi 16.200 tis. K&.
Celkovy zUstatek ve vysi 216.533 tis. K& pfedstavuje fi-
nancni prostfedky za zadosti o odborné ukony, jednak jiz
vyfizené ve vysi 61.861 tis. K¢ a jednak zaplacené jako
zalohy na odborné Ukony dosud neprovedené ve vysSi
154.672 tis. KE. NevyCerpané prostfedky za ukonéené
ukony budou vyuzity na vydaje nezajisténé rozpoctem,
pfevazné na rekonstrukci budovy, dotace na platy, odvo-
dy, programové a pfistrojové vybaveni a;.

Slozkou pfijmu, ktera nalezi statnimu rozpoctu, jsou vy-
brané spravni poplatky. SUKL vybral v roce 2005 spravni
poplatky ve vysi 13.202 tis. K& V pribéhu roku 2005
Ustav vyfizoval zadosti o vraceni spravnich poplatkd za
zastavené nebo zruSené zadosti z doby, kdy se spravni
poplatky uhrazovaly pfevodem na ucet nebo v hotovosti.
Problematika vraceni poplatk( byla po strance metodické
i z hlediska praktického provedeni konzultovana s Minis-
terstvem financi a Finanénim ufadem. Na zakladé poda-
nych zadosti a k nim schvalenych rozhodnuti byly vrace-
ny spravni poplatky ve vysi 6.515 tis. K&. Vzhledem k to-
mu, ze spravni poplatky jsou hrazeny prostfednictvim kol-
kovych znamek, je tato ¢astka zaroven koneénym zapor-
nym zlstatkem na G¢tu spravnich poplatkd.

Ustav je opravnén ukladat pokuty za poruSeni nékterych
zakonnych povinnosti. V uplynulém roce pokuty zaroven
vybiral a vyméhal. Stav uloZzenych a vymahanych pokut je
uveden v tabulce 1.

Tabulka 1.
Table 1.

Prehled pokut
Overview of penalties

share of the total volume in 2005 corresponded to applications in the
area of marketing authorisation of medicinal products. The Institute
has been using only the income for the already concluded
applications. In 2005 it was possible to offset a maximum amount of
CZK 80 727 000. Out of the total amount of CZK 32 091 000 that
was used, the payroll subsidy represented CZK 19 768 000, the
insurance subsidy CZK 6 920 000, the allocation to the “Fund of
cultural and social needs” (FKSP) CZK 384 000, and investments
CZK 5019 000. Furthermore, the 2004 tax payment equalled CZK 15
523 000, and the offset of expenses for the performed activities
corresponded to CZK 16 200 000. The total balance of CZK 216 533
000 represents financial resources acquired as payments for
applications for expert activities, both concluded in the amount of
CZK 61 861 000 and received as prepayments for yet unperformed
expert activities in the amount of CZK 154 672 000. The unused
resources for completed activities will be used for expenses not
covered by the budget, predominantly for the reconstruction of the
Institute’s building, payroll subsidies, levies, programs and
equipment, etc.

Part of the income belonging to the state budget are the collected
administrative fees. In 2005 the SUKL collected administrative fees in
the amount of CZK 13 202 000. In the course of the year, the Institute
was dealing with applications for the reimbursement of administrative
fees for suspended or withdrawn applications from the time when
administrative fees had been paid by a bank transfer or in cash.
Practical problems related to the reimbursement to applicants of
administrative fees were consulted with the Ministry of Finance and
the Tax Authority. On the basis of submitted applications and relevant
decisions, administrative fees equalling CZK 6 515 000 were
reimbursed. In view of the fact that administrative fees are paid by
means of duty stamps, this amount simultaneously constitutes a final
debit on the account of administrative fees.

The Institute is authorised to impose penalties for breaches of some
statutory obligations. In 2005 it both collected and took actions for
accrued penalties. An overview of imposed and accrued penalties is
given in Table 1.

V pribéhu roku byla nezaplacena pohledavka po Ihite
splatnosti ve vySi 300.000 K¢, v souladu se zakonnym
ustanovenim, pfedana k vymahani Finanénimu ufadu.
Z evidence byla proto vyfazena.

Celkova vy3e nezaplacenych pohledavek k 31. 12. 2005
¢ini 905 tis. K&, z toho ve Ih(té splatnosti 130 tis. K¢ a po
IhGté splatnosti 775 tis. KE. Nezaplacené pohledavky jsou
z dGivodu platebni neschopnosti odbératell a jsou vyma-
hany pravni cestou.

Nezaplacené zavazky z dodavatelskych vztah(l za nein-
vestiéni faktury dodavatel ¢inily k 31.12. 2005 celkem
722 tis. K¢. Davodem je jejich obdrzeni po uéetni uza-
vérce.

53

In the course of the year, the accrued debt of CZK 300 000 was
forwarded for action to the Tax Authority, in conformity with legal
provisions. It was therefore eliminated from the SUKL records.

The total amount of unpaid debts as of 31 December 2005 was CZK
905 000, of which 130 000 within the due date and CZK 775 000
overdue. The unpaid debts were caused by the customers’ insolvency
and liable to legal action..

The unpaid obligations from relations with suppliers for suppliers’
operation invoices amounted to a total of CZK 722 000 as of 31
December 2005. The reason was that they were received after the
books had been closed.

A total of 138 contracts were concluded in the course of 2005, of
which 21 in the form of amendments to contracts made in the
preceding years.



Celkem bylo v priibéhu roku 2005 uzavieno 138 smiuv,
z toho 21 ve formé dodatkd ke smlouvam uzavienym
v pfedchozich letech.

Nové smlouvy byly uzavirany na zakladé vybérovych fize-
ni. Smlouvy uzavfené v prabéhu roku 2005 byly uzavira-
ny s dirazem na hospodarnost, spolehlivost smluvniho
partnera a s dirazem na kvalitu plnéni. Tyto parametry
byly spinény u vSech zavazkd.

Na zahrani¢ni aktivity bylo vynalozeno 2.249 tis. K¢, z to-
ho 1.897 tis. K¢ na zahraniCni sluzebni cesty. Z prostied-
ki dotace poskytnuté MZ CR na pInéni Ukold spojenych
se vstupem CR do EU v celkové vys$i 5.000 tis. K& byly
hrazeny zejména vydaje spojené se zahrani¢nimi pracov-
nimi cestami, vybrané vzdélavaci akce, ¢aste¢né vybave-
ni laboratofi, odborné preklady Iékarské terminologie
MedDRA aj.

Kontrolnimi organy podle § 7 az 11 zédkona o finanéni kon-
trole (vefejnopravni kontrola) nebyly v r. 2005 provedeny
zadne kontroly. Nejvyssi kontrolni dfad neproved! v r.
2005 v SUKL zadnou kontrolu a ani podle mezinarodnich
smluv podle § 24 zakona o finan¢ni kontrole nebyly v Us-
tavu v r. 2005 provedeny zadné kontroly.

Z hlediska interniho auditu je ucinnost vnitfniho kontrolni-
ho systému mozno hodnotit jako vyhovujici a postacujici
k eliminaci vyznamnych rizik. Pfesto byla v zavéru roku
2004 provedena pfiprava navrhu projektu na posileni sys-
tému finanéni kontroly v SUKL formou Twinning Light.
Bohuzel se nepodafilo ziskat partnera pro tento projekt
a proto bylo pfistoupeno k jeho transformaci na formu
technické asistence. Je mozno konstatovat, Ze spolu s jiz
dfive schvalenymi internimi pfedpisy existuje v SUKL uce-
lena pfedpisova zakladna pro vnitfni kontrolni systém.

V roce 2005 byl v SUKL implementovan novy moderni
uCetni software vCetn@ manaZzerské nadstavby, které
umoznuji pruzné planovani, fizeni a kontrolu vydaji usta-
vu. Probéhla také Uprava ucétového rozvrhu Ustavu — po-
drobného analytického tfidéni uctového rozvrhu, ke které
doslo v souvislosti s provedenym auditem hospodareni.

Tabulka 2. Objem pFijmu za rok 2005 v tis. KEé
Volume of incomes in 2005 (CZK thousands)

Table 2.

New contracts were made on the basis of competitive bidding
procedures. The contracts made in the course of 2005 were
concluded with emphasis laid on economy, the contractual partner’s
credibility and the quality of performance. These parameters were
observed in all obligations.

Outlays for foreign activities totalled CZK 2 249 000, of which CZK
1 897 000 for business trips abroad. Chiefly paid from the subsidy
granted by the MoH CR for the pursuit of tasks related to accession
of the CR to the EU totalling CZK 5 000 000 were outlays connected
with business trips abroad, selected educational events, part of
laboratory equipment, professional translations of the MdDRA
medical terminology, etc.

Audit authorities according to Art. 7-11 of the Financial Audit Act
(public auditing) did not carry out any audits in 2005. The Supreme
Audit Office (NKU) did not make any audit in the SUKL in 2005,
neither had been any audits made in the Institute in 2004 according
to international agreements in conformity with Art. 24 of the Financial
Audit Act.

As to internal audit, the efficiency of the internal audit system can be
evaluated as satisfactory and sufficient for eliminating major hazards.
Despite that, the end of the year 2004 had seen the preparation of a
draft project for strengthening the financial audit system in the SUKL
in the form of Twinning Light. Unfortunately, no partner was acquired
for this project, and therefore it was transformed into technical
assistance. It can be stated that, together with the previously
approved internal regulations, a self-contained regulation basis exists
in the SUKL for the internal audit system.

A new, modern accounting system was implemented in the SUKL in
2005, including a management superstructure, which facilitates a
flexible planning, management and control of the Institute’s
expenses. Also prepared was the Institute’s account schedule — a
detailed analytical classification of the account schedule — which took
place in relation to the performed management audit.




Tabulka 3. Prehled vybranych druht aktiv a pasiv organizace v tis. Ké
Table 3. Overview of the Institute’s selected assets and liabilities (CZK thousands)
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Tabulka 4. Prehled zavaznych ukazatel( statniho rozpoctu v tis. Ké
Table 4. Overview of mandatory indicators of the state budget (CZK thousands)
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Tabulka 5. Rozpoctové pfijmy, rozpoctové vydaje a financovani v tis. KE
Table 5. Budget incomes, budget expenditures and financing (CZK thousands)
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Tabulka 6. Provozni naklady jednotlivych utvarl Ustavu, rezijni a jiné vydaje v r. 2005 (v tis. K&, nezahrnuje
platy)

Table 6. Operating expenditures of the Institute’s various departments and branches in 2005 (CZK
thousands, excl. salaries)




Tabulka 7. VysSe vybranych neinvestiénich vydaji v roce 2005
Table 7. Volumes of selected operating expenditures in 2005

Tabulka 8. Vyvoj nakladovosti a platd v letech 2001 - 2005 (v tis. K¢)
Table 8. Developments in the area of expenses and wages in the years 2001 — 2005 (CZK thousands)




Nadace prof. Eduarda Skarnitzla

Struktura vydajd, které jsou zaméfeny na podporu SUKL,
je v souladu se statutem Nadace. Ze 72 % donatorska
¢innost slouzila ve prospéch vydavani Veéstniku SUKL
v nédkladu 2 200 ks a vydavani Farmakoteraupetickych in-
formaci. Nadace pfispéla na vybudovani pocitacové uceb-
ny a realizaci nékolika zahrani¢nich pracovnich cest. Na-
klady na Cinnost nadace ¢inily necelé 2 %, z ¢ehoz roz-
hodujici polozkou byly platby za vedeni Ucetnictvi, coz je
v souladu se statutem nadace.

Obr. 1.
Fig. 1.

1,82 1,64

15,91

Cinnost Ustavni pobogky Ceské spoleénosti pro zdravot-
nickou techniku byla stejné jako v roce 2004 i v roce 2005
zaméfena na organizaci odbornych seminafi a podporu
vzdélavacich akci. Vybrané udaje o hospodareni jsou uve-
deny v tabulce 9.

The Professor Eduard Skarnitzl Foundation

The structure of expenditure aimed at the SUKLs support is in
conformity with the statute of the Foundation. 72 % of the donation
activity served to the benefit of the publication of the Vestnik SUKL
(SUKL Bulletin) with a printing of 2,200, and of the Farmakoterapeu-
ticke informace (Pharmacotherapeutic Information). The Foundation
contributed to the building of a PC training classroom and to several
business trips abroad. The costs of the Foundation’s activity equalled
less than 2 %, of which the largest item was for payments for
bookkeeping, which is in harmony with the Foundation’s statute.

Spektrum vydaja Nadace prof. Eduarda Skarnitzla
Expenditure structure of the Prof. Eduard Skarnitzl Foundation

- Publikacni aktivity /
Publication activity

Zahranicni pracovni cesty /
Business trips abroad

[] Technika / Technology
- Ostatni / Others

|:| Sprava Nadace /
Foundation's management

71,91

The activity of the Institute’s branch of the Czech Society for Medical
Technology continued to be focused in 2005, just like in 2004, on the
organization of specialised seminars and support to educational
activities. Selected economic data are given in Table 1.

Tabulka 9. Hospodareni Ceské spoleénosti pro zdravotnickou techniku v tis. Ké
Income and expenditure account of the Czech Society for Medical Technology (CZK thousands)

Table 9.




7.2 PROVOZNi OTAZKY

V roce 2005 bylo vypsano vybérové fizeni na dodavatele
projektové dokumentace na rekonstrukci obvodového pla-
8té. S vitézem Fizeni se dojednavaly smluvni podminky
a lze predpokladat, ze ve 2. ¢tvrtleti 2006 bude vypsano
vybérové fizeni na dodavatele stavby, ktera by méla byt
zahajena v zafi 2006. Vzhledem k tomu, Ze rekonstrukce
obvodového plasté bude probihat za plného provozu us-
tavu, bude to znamenat zvySenou zatéz na zameéstnance
ustavu.

Rovnéz bylo vypséano vybérové fizeni na ochrannou a re-
cepéni sluzbu ustavu.

Stejné jako v roce 2004, tak ani v roce 2005 neobdrzel
ustav zadné investiéni prostfedky na laboratorni vybave-
ni. Pozadavky tak ustav ¢aste¢né pokryl z mimorozpocto-
vych zdroj(.

8. ZAMERENI NA ZAMESTNANCE

8.1 PERSONALNI OTAZKY

Personalnim otazkam v roce 2005 byla vénovana zvySe-
na pozornost, pfedevsim ve sméru naplnéni pfidélenych
pracovnich mist a zkvalithovani personalniho obsazeni.
K 31.12.2005 pracovalo v ustavu celkem 304 zaméstnan-
cl (fyzickych osob); z toho v hlavnim pracovnim poméru
301 osob a 3 zaméstnanci ve vedlejSim pracovnim po-
méru s prdmérnym uvazkem 0,41. K 31.12.2005 byl pru-
mérny pfepocteny evidencni pocet zaméstnancl 285,01
Gvazkud. Snizovani stavu zaméstnancu, které jiz od roku
2003 ¢ini kazdorogné 2 %, vyvolava tlak na zmény v kva-
lifikaéni struktufe a s tim souvisejici zmény v organizaéni
struktufe pfi neustalém zvySovani naro¢nosti na pracovni
vykon. Pfes trvajici problémy v ziskavani zaméstnancu lé-
kafského zaméfeni se podafilo v roce 2005 sestavit
v ramci registracni sekce tym posuzovatelli predklinické
a klinické ¢asti registratni dokumentace.

Vékovy primér se udrzel na stejné drovni jako v roce
2004 a je 45,5 roku. Persondlni strukturu ustavu ukazuji
tabulky 1 a 2.
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7.2. TECHNICAL ISSUES OF THE INSTITUTE’S
OPERATION

A call for bids was announced in 2005 for the supplier of
project documents for the reconstruction of the Institute’s
building carcass. Contractual conditions were discussed
with the bid award winner and it can be expected that a
public tender call will be announced in the second quarter
of 2006 for the building contractor that is expected to start
its work in September 2006. In view of the fact that the re-
construction of the building carcass will be made with the
Institute fully operational, it will put an increased strain on
the SUKLs employees.

Another competitive bidding procedure was announced
for the Institute’s security and reception service.

Neither in 2004, nor in 2005 did the Institute receive any
capital funds for its laboratory equipment. Therefore, the-
se requirements were covered partly from its off-budget
resources.

8. FOCUS ON PERSONNEL

8.1. PERSONNEL ISSUES

Personnel issues were the object of increased attention in 2005,
particularly with respect to the completion of the number of assigned
positions and the improvement of quality of the Institute’s personnel.
As of 31 December 2005, the Institute had a total of 304 employees
(individuals); of whom 301 worked on a full contract basis, and three
employees on a sub-contract basis with an average appointment
equalling 0.41. As of 31 December 2005, the average converted
registration number of employees amounted to 285.01 jobs. The
reduction of number of employees, equalling 2 % annually since
2003, has been causing a pressure on changes in the qualification
structure and concomitant changes in the organisational structure,
while the demands for the work performance have been rising
steadily. Despite continuing problems in the recruitment of employees
of medical background, a team of assesors of preclinical and clinical
part of the dossier was set up successfully in the framework of the
Registration Branch.

The average age remained on the same level as in 2004, and it
equals 45.5 years. The Institute’s personnel structure is shown in
Tables 1 and 2.



Tabulka 1.
Table 1.

Poéty zaméstnancu a jejich fluktuace

Numbers of the Institute’s employees and their turnover

Tabulka 2. Vzdélani a vékova struktura zaméstnancu uUstavu

Table 2.

Davody skonéeni pracovniho poméru se oproti minulym
obdobim vyznamné neli§i. Vyznamnym prvkem v ddvo-
dech skonc&eni pracovniho poméru je skon&eni pracovni-
ho poméru dohodou, ktery Cini 47,2 % vSech skonéenych
pracovnich pomért. DalSimi divody skonéeni pracovnich
pomérll byly zejména odchody do starobniho dlichodu
(19,4 %), ukonceni pracovniho poméru ve zkuSebni dobé
(16,6 %) a uplynuti doby u pracovnich pomér( na dobu ur-
¢itou (16,6 %).

Vyznamnym stabilizaénim prvkem se v r. 2005 stal nardst
pramérnych mésicnich platl na uroven 25 192,- K¢, ktery
umoznil vice diferencovat vykonné zaméstnance a nalezi-

Education and age structure of the Institute’s employees

The reasons for leaving the Institute do not differ much from the past
periods. An important element of the reasons for the termination of
employment is the termination by agreement, which represents 47.2
% of all the terminated employments. Other major reasons for the
termination of employment included retirement (19.4 %), employment
termination in the probationary period (16.6 %) and expiration of fixed
period employment contracts (16.6 %).

An important stabilisation element in 2005 was the rise of monthly
salaries to the average level of CZK 25,192, which facilitated a bigger
differentiation between efficient employees, and a proper
remuneration for their work. Despite that, the level of specialists’
salaries, compared with average salaries of physicians in the




té ocenit jejich praci. Pfesto troven platli u specialistl ve
srovnani s primérnymi platy |ékafll ve zdravotnictvi
a urovni odménovani ve farmaceutickém prdmyslu stale
nedosahuje potfebné vyse.

V socialni oblasti bylo zorganizovano pravidelné predva-
no¢ni setkani zaméstnancl, matek na materské dovolené
a byvalych zaméstnanct. Pfi roénim hodnoticim shro-
mazdéni zaméstnancl byly mimo jiné prezentovany vy-
sledky ankety zamérené na sledovani spokojenosti za-
méstnancl a naméty na dalsi zlepSovani pracovniho pro-
stredi.

Rozsah zaméstnaneckych vyhod rozsifila vyznamna zmé-
na v Cerpani Fondu socidlnich a kulturnich potfeb o tzv.
osobni konta, ktera kombinuji individuéini zajmy zamést-
nancu v rekreacni oblasti se socialnim poslanim fondu.
Ve srovnani s rokem 2004 nemocnost v r. 2005 klesla na
5 020 kalendarnich dni (z toho u zen 4 546 kalendarnich
dni), tj. absolutni pokles o cca 6 %. Primérna doba trvani
nemoci byla 14,6 kalendarniho dne, tj. pokles oproti roku
2004 o cca 10 %. Pracovni Uraz nebyl hldSen zadny.
Podil zaméstnancl na rizikovych pracovistich v Ustavu
v roce 2005 klesl o 2 a pracuje jich celkem 77 z toho 72
Zen. Rovnéz druh rizika zlstava stejny.

8.2 VZDELAVANI ZAMESTNANCU

Po cely rok se zaméstnanci zucastriovali vzdélavacich ak-
ci pofadanych Institutem statni spravy - hlavnim dodava-
telem vzdélavani pro statni spravu. Do 31 kurzu se pfihla-
silo 88 zajemcU o programy priibézného i vstupniho vzdé-
lavani, vzdélavani stfedniho a vrcholového managementu
a téz e-learningovych kurzi. Deset zaméstnancud Ustavu
se prihlasilo do Jazykového centra pro samostudium ang-
lického jazyka pfi Ufadu vlady CR.

Pracovnici ustavu se v roce 2005 uc¢astnili fady semina-
f, workshopu, konferenci, kongresl a nejriznéjsich tré-
ninkovych akci pofadanych EMEA, regulaénimi agentura-
mi ¢lenskych statd, WHO i zahrani¢nimi asociacemi regu-
laénich profesionall a informaénimi a vzdélavacimi agen-
turami, a to zejmeéna v aktivni roli pfednasejicich, ale i pa-
sivné v ramci vzdélavani. UCast na téchto akcich byla vy-
znamnou soucasti vzdélavani pracovnikd Ustavu.

V roce 2005 probihalo v Ustavu celkem 11 skupinovych
kurzt angli¢tiny, a to od Urovné mirné pokrogili az k po-
kroCilym. Z toho byly 2 kurzy pfipravy na FCE a 3 specia-
lizované kurzy pfipravy na projekt Twinning. Do kurz( do-
chazelo celkem 89 zaméstnancu. Do jazykové vyuky se
zapojilo téz 15 pracovnik(l z 5 regionalnich pracovist. Za
skupinové jazykové kurzy pro zaméstnance bylo zaplace-
no 609 021,- KC. Z toho z rozpoCtu Ustavu bylo uhraze-
no 381 533,- KE a zbytek financovala Ceska spole€nost
pro zdravotnickou techniku.

V roce 2005 byla podana zprava o plnéni usneseni vlady
¢. 1088 z roku 2002 o Systému stanovovani jazykovych
kvalifikacnich pozadavki u vybraného okruhu mist ve
spravnich Uradech a prokazovani jazykové kvalifikace.
VSichni vybrani pracovnici bud jazykovou kvalifikaci splni-
li, nebo jim byla v souladu s usnesenim udélena vyjimka.
Zaméstnanci Ustavu se v prabéhu roku zucasthovali
vzdélavacich akci v ramci svého odborného zaméfeni.
Pro vedouci pracovniky byla pofadana manazerska Sko-
leni a uskutecnil se dvoudenni ,Revitalizacni program pro
manazery“ spojeny s outdoorovymi aktivitami.

Naklady na vzdélavani (mimo jazykové kurzy) dosahly
672 991,- K¢.
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healthcare sector and the remuneration level in pharmaceutical
industry, still does not reach the desired level.

Organised in the social sphere was the regular pre-Christmas
meeting of employees, mothers on maternity leave and former
employees. The annual gathering of employees included the
presentation of a survey aimed at monitoring the employees’
satisfaction and of suggestions of a further improvement of the
working environment.

The scope of employees’ benefits was broadened by a major change
in the drawing from the Fund of social and cultural needs by the so-
called personal accounts combining the employees’ individual interest
in the area of recreation with the social purpose of the Fund.

In comparison with 2004, the sickness rate dropped to 5,020
calendar days in 2005 (of which 4,546 were women'’s sickness days),
i.e. an absolute decrease by about 6 %. The average duration of sick
leave was 14.6 calendar days, i.e. a fall by some 10 % as against the
year 2004. No job-related injury was reported.

The number of employees at hazardous workplaces in the Institute in
2005 dropped by two to a total of 77 employees, of which 72 are
women. The type of hazard remains the same.

8.2. PERSONNEL EDUCATION AND TRAINING

Throughout the year, the Institute’s staff members attended
educational events organised by the State Administration Institute —
the main supplier of education and training to state administration
agencies. 88 persons enrolled in 31 programmes of continuous and
education and initial training courses, medium-level and top
management’s education, as well as in e-learning courses. Ten staff
members of the SUKL enrolled in courses of the Language Centre for
the English language self-learning at the Office of the Government of
the Czech Republic.

The Institute’s staff members attended a number of seminars,
workshops, conferences and congresses, as well as different training
events organised in 2005 by the EMEA, regulators of the Member
States, WHO and foreign associations of regulation professionals,
and of information and education agencies, particularly in an active
role as lecturers, but also as passive participants in the framework of
their education. The participation in these events was an important
part of the education of the Institute’s staff members.

A total of eleven English language courses were taking place for
groups of the Institute’s employees, at the levels of medium-
advanced and advanced. Two of those courses were preparatory
course for FCE and three specialised preparatory courses for the
Twinning Project. A total of 89 employees attended the courses. Also
participating the language courses were 15 employees from five
regional centres. The Language course of groups of staff members
cost CZK 609,021, of which CZK 381,533 was paid from the
Institute’s budget and the rest was financed by the Czech Society for
Medical Technology.

A report was produced in 2005 on the fulfilment of the Government's
Resolution no. 1088 from 2002 on the System of Determination of
Language Qualification Requirements for a Selected Groups of
Positions in Administration Agencies and the Proving of Language
Qualification. All the selected staff members either complied with the
language qualification, or were granted an exemption in the tenor of
the resolution. The Institute’s staff members were attending
educational and ftraining events in the framework of their
specialisation. Managerial training courses were organised for senior
officials, and a two-day “Revitalisation Programme for Managers”
took place and was connected with outdoor activities.

Expenditures on education and training (excluding language courses)
amounted to CZK 672,991.



9. ZAMERENI NA JAKOST

Systém jakosti Ustavu se vztahuje na vSechny vykonava-
né cinnosti a postupné je doplhovana pfislusna doku-
mentace systému. V oblasti laboratorni kontroly jsou na-
vic implementovany pozadavky normy CSN EN ISO/IEC
17 025 a v oblasti dozoru nad vyrobci Pozadavky EU na
systémy jakosti inspektoratd SVP. Systémy jakosti inspek-
toratu SVP a laboratofi byly v pribéhu roku provéreny ze
strany Ministerstva zdravotnictvi Kanady a byla potvrzena
ekvivalence dozorovych standardl vyzadovana "Doho-
dou o vzajemném uznavani" mezi Kanadou a Evropskym
spolecenstvim. V roce 2005 rovnéz ustav po pfedchozim
auditu obdrzel certifikat dokladajici spinéni pozadavkl na
Ufedni laboratore pro kontrolu Ié¢iv od Evropského Ustre-
di pro jakost IeCiv.

Ustav je zastoupen v fidicim vyboru pro organizaci bench-
markingu regulacnich Iékovych ufadl EU a jeden pracov-
nik ustavu se v ramci benchmarkingu zuéastnil validaéni
navstévy zahraniéniho regula¢niho Ufadu. Prace v systé-
mu jakosti je v Ustavu ovéfovana vnitfnimi audity, pro kte-
ré je vyskoleno 8 internich auditord.

10. VYHLEDY DO ROKU 2006

Pro rok 2006 byly stanoveny a projednany s MZ zakladni
cile ustavu, které byly zpracovany v navaznosti na stfed-
nedobé cile s vizi realizace v letech 2005-7 a odrazi za-
sady lékové politiky CR. Cile byly rozpracovany podle od-
borného zaméreni jednotlivych utvarG a zapracovany do
pland ¢innosti s kontrolou pInéni po jednotlivych Ctvrtle-
tich roku 2006. Prostfednictvim strategickych zamérl jed-
notlivych Utvar( je postupné realizovana dlouhodoba vize
ustavu, ktera vychazi z predpokladu, ze Statni ustav pro
kontrolu lé€iv bude do roku 2010 efektivné fizenou, mo-
derni instituci, ktera:

e ZajiStuje komplexni posouzeni vlastnosti IéCivého
pfipravku a jeho poregistracni sledovani.
Disponuje nejsirSim rozsahem informaci o 1éCivych
pfipravcich a pro odbornou a laickou vefejnost je
zdrojem objektivnich a uzite¢nych informaci o 1é¢i-
vech.

Prosazuje svymi dozorovymi aktivitami dodrzovani
prava a regulace v oblasti IéCivych pfipravkd a zdra-
votnickych prostfedk.

Ma pfipravenu dostate¢nou odbornou kapacitu pro
¢innost v oblasti zdravotnickych prostfedkd a tkani
a bunék tak, aby se mohla stat plnohodnotnou re-
gulaéni autoritou v téchto oblastech.

Ma kvalifikované, motivované a nestranné interni
i externi odborniky.

Pouziva funkéni informacni systémy ucinné zvysuji-
ci produktivitu prace.

Je aktivnim ucastnikem tvorby legislativy a standar-
dd nejen v oblasti jeji posuzovaci a dozorové ¢in-
nosti, ale i v oblastech pfimo souvisejicich.
Oteviené komunikuje s partnery, napomaha do-
stupnosti 1é€Civ pro pacienta a odbornym poraden-
stvim podporuje vyvoj [éCiv.

Je vnimana jako divéryhodna regulacni autorita
v ramci CR i EU.
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9. FOCUS ON QUALITY

The Institute’s quality management system is related to all its
activities, and the respective documentation of the system has been
gradually complemented. Furthermore, implemented in the area of
laboratory control are the requirements of the standard EN ISO/IEC
17 025 and, in the area of supervision over manufacturers, the EU
requirements for quality management system of GMP inspectorates.
The quality management systems of the GMP inspectorate and
laboratories were examined in the course of the year by the Canadian
Ministry of Health, and the equivalence of supervision standards
required by the “Mutual Recognition Agreement” between Canada
and the European Community was confirmed. After a previous audit,
the Institute received a certificate in 2005 proving the compliance with
the requirements for official laboratories from the European
Directorate for the Quality of Medicines.

The Institute is represented in the Standing Committee for the
organisation of benchmarking of the EU medicines regulatatory
authorities and, in the benchmarking framework, one staff member of
the Institute took part in a validation visit to a foreign regulator. 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. TARGETS IN THE YEAR 2006

The Institute’s main targets for 2006 were set up and discussed with
the MoH in relation to the medium-term objectives with a prospect of
implementation in the years 2005-7, reflecting the principles of the
CR'’s medicines policy. The targets were elaborated in detail according
to the specialisation of the various branches and departments and
included in plans of activities to be fulfilled and checked in the four
quarters of 2006. It is through the strategic aims of the Institute’s
various branches and departments that the Institute’s long-term
policy has been gradually pursued, based on the assumption that by
2010 the State Institute for Drug Control will be an efficiently
managed, modern institutions, which:

e Ensures a complex assessment of properties of a medicinal
product and its post-authorisation monitoring.
Disposes of the broadest scope of information on medicinal
products and, for the professional and lay public, it is a sour-
ce 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 pro-
ducts and medical devices.
Has a sufficient professional capacity prepared for the activi-
ty in the area of medical devices, and tissues and cells so that
it could become a full-fledged regulatory authority in this area.
Has qualified, motivated and impartial internal and external
experts.
Makes use of functional information systems efficiently incre-
asing the productivity of labour.
Is actively involved in the drafting of legislation and standards
not only in the area of its assessment and supervisory activi-
ty, but also in areas directly related to it.
Openly communicates with partners, contributes to the
accessibility of pharmaceuticals for patients and, through ex-
pert consultancy, supports the development of pharmaceuti-
cals.
Is considered as a reliable regulatory authority both in the CR
and the EU.



K naplnéni téchto zamér( je pfijata soustava cilll navazu-
jicich na vyvojové zaméry Evropské l|ékové agentury
a skupiny Vedoucich Iékovych regula¢nich ufadu EU
(HMA).

Z konkrétnich cil(l istavu pro rok 2006 Ize kromé jiz stan-
dardné vykonavanych ¢éinnosti zejména zdlraznit:
e UskuteCnéni zmén v organizaci prace tak, aby pfi
niz8§im poctu pfidélenych pracovnich mist byly za-
jistény vSechny povolovaci i dozorové a informacni
Cinnosti a zvySila se odborna kapacita zejména
v klinickych a farmaceutickych profesich.
e Podporu pfipravy a pfijeti nového zakona o 1é¢i-
vech a jeho provadécich predpist zohlednujiciho jiz
se zpozdénim lékové predpisy EU vydané v roce
2004. V pripadé pfijeti nového zakona pak pljde o
jeho zavedeni do praxe. Pokud novy zakon nebude
pfijat, vznikne pro Ustav slozita situace, ve které
bude tfeba hledat cesty, jak nejlépe skloubit rizné
pravni naroky legislativy CR a pfedpist EU. Priori-
tou Ustavu v takove situaci bude pfi zachovani za-
ruk za vlastnosti Iékll pouzivanych v CR maximalni
usnadnéni Zivota regulovanym subjektim, na které
budou kladeny nejednotné pozadavky. Pfiprava na
zohlednéni novych predpisti EU bude zejména za-
hrnovat
- uplatnéni podminek SVP u vyrobcu Iégivych latek
ve 3. zemich,

- zavedeni decentralizované registracni procedury,

- posledni pfehodnoceni registrovanych lé€ivych
pfipravkl pfed ukonéenim prodluzovani registra-
ci,

- rozSifeni spektra zvefejiovanych informaci podle
predpist EU,

- zavedeni mechanismU zasilkového vydeje.
e Zahajeni partnerského projektu podporovaného
prostiedky EU s regula¢nimi ufady Velké Britanie
a Francie, jehoz cilem bude pfiprava na aktivnéjsi
zapojeni Ustavu do
- regulacnich procesl koordinovanych Evropskou
Iékovou agenturou,

- regulace a dozoru v oblasti lidskych tkani a bu-
nék,

- vigilance a klinického vyzkumu zdravotnickych
prostredkd.

e Aktivni Ulohu v procedufe vzajemného uznavani
a nové i v decentralizované registracni procedure
EU.

e Zprovoznéni nové databaze nezadoucich u¢inkd a
plné zavedeni systému elektronického hlaSeni ne-
zadoucich ucinkd.

e Priprava na zavedeni novych regulaénich prvkd
v EU tykajici se 1éCiv pro pediatrické pouziti, mo-
dernich terapii a zmén v regulaci zdravotnickych
prostredki.

e RozSifeni elektronické komunikace s Zadateli a re-
gulovanymi subjekty a napojeni na databaze Iéci-
vych pfipravkl a vyrobct 1é¢iv EU.

e Zahajeni rekonstrukce plasté budovy Ustavu za pl-
ného provozu.
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In order to reach these targets, a system of goals was adopted in
relation to the development policies of the European Agency for the
Evaluation of Medicinal Products and the group of the Heads of
Medicines Agencies (HMAs) of the EU.

With respect to the Institute’s concrete goals in 2006, apart from
activities carried out in a standard manner, the following aims should
be stressed:
e Implementation of changes in the organisation of work so
that, with a lower number of assigned positions, all the licen-
sing, supervisory and information activities could be ensured,
and so that the expert capacity would increase particularly in
clinical and pharmaceutical professions.
e Support to the preparation and adoption of the
Pharmaceuticals Act and its implementing regulations taking
into account, already with a delay, the EU medicines regulati-
ons issued in 2004. In case that the new law is adopted, then
its practical implementation will be imperative. If the new law
fails to be adopted, the Institute will face a complicated situa-
tion, in which it will be necessary to seek ways how to bring
different legal requirements of the Czech legislation and the
EU regulations into accord. In such a situation, together with
the preservation of guarantees for properties of drugs used in
the CR, the Institute’s priority will be a maximum facilitation of
the life of regulated entities facing non-uniform requirements.
The preparation for the reflection of the new EU regulations
will comprise particularly the following points:
- Assertion of principles of GMP at APIs manufacturers in
third countries,

- Introduction of decentralised marketing authorisation
procedure,

- Last reassessment of authorised medicinal products before
the end of the authorisation renewal,

- Broadening of the spectrum of information published
according to the EU regulations,
- Introduction of mechanisms of mail order distribution.
e Start of the partner project supported from EU’s resources
with regulators of the UK and France, aimed at preparing mo-
re active involvement of the Institute in
- Regulatory processes co-ordinated by the European
Agency for the Evaluation of Medicinal Products,

- Regulation and supervision in the area of human tissues
and cells,

- Vigilance and clinical trials of medical devices.

e Active role in the mutual recognition procedure and newly in
the EU decentralised authorisation procedure.

e Putting a new database of adverse drug reactions into opera-
tion, and a full introduction of the system of electronic repor-
ting of adverse drug reactions.

e Preparation for the introduction of new regulatory elements in
the EU related to pharmaceuticals for paediatric use, modern
therapies and changes in the regulation of medical devices.

e Broadening of electronic communications with applicants and
regulated entities, and connection to databases of medicinal
products and drug manufacturers in the EU.

e Start of the reconstruction of the Institute’s building carcass
with the SUKL being fully operational.



11. PREHLED oNEJDl:lLEiITEJéiCH 11. LIST OF THE MOST IMPORTANT
KONTAKTU PRO JEDNOTLIVE CONTACTS FOR THE VARIOUS AREAS
OBLASTI CINNOSTI USTAVU OF THE INSTITUTE'S ACTIVITIES

Podrobny aktualizovany pfehled Ize nalézt na internetové strance Ustavu, vedouci jednotlivych Utvard jsou uvedeni v
organizacni struktufe ustavu.

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.

Predvolba / Switchboard: (+420) 272 185 (111) Linka / Extension  E-mail

Reditel l]svtavu | Institute’s Director
MUDr. M. Smid, CSc. smid@sukl.cz

USEK HOSPODARSKY A ORGANIZACNI / TECHNICAL SUPPORT
Oddéleni podpory managementu / Management Support
Sekretariat reditele / Director’s Secretariat 835,712 sekr.red@sukl.cz

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

Informacni stfedisko / Information Centre 333 infs @sukl.cz

(veSkeré dotazy odborné vefejnosti, I€kopisy, |ékové databaze) / (all inquiries of professional public, pharmacopoeias,
drug databases)

Knihovna / Library 829 svi@sukl.cz

Redakce Véstniku a FI / Editors of Vestnik and Pharm. Info. 850 blanka.pospisilova@sukl.cz
Sekce servisnich Cinnosti / Service Activities

Oddéleni personalné vzdélavaci / Personnel Training 827 eduard.justa@sukl.cz
Oddéleni ekonomiky a rozpoctu / Economy and Budget 804 jan.dolejs @sukl.cz
Oddéleni provozniho a technického servisu / 778 karel.vicek@sukl.cz
Operation and Technical Service

Oddéleni informacnich technologii / Information Technology 877 jiri.apltauer@sukl.cz

Sekce regulaéni a administrativni podpory / Regulation and Administrative Support
Oddéleni regula¢ni koordinace a pravni podpory / Regulatory Co-ordination and Legal Support

Sekretariat oddéleni / Secretariat 759 rkp @sukl.cz
Oddéleni administracni / Administration 822 admin@sukl.cz
Referat podatelny a vypravny / Mail room and dispatch 806 posta@sukl.cz

fax: 271 732 377

USEK ODBORNY / REGULATORY AFFAIRS

Divize dozoru v oblasti lIéCiv / Pharmaceuticals Surveillance)

Sekce laboratorni kontroly / Laboratory Control

Sekretariat sekce / Secretariat 862 zdenka.cermakova @sukl.cz
Oddéleni Iékopisu a standardizace 1éCiv / 813 lekopis @sukl.cz
Pharmacopoeia and Drug Standardisation

Sekce lékarenstvi a kontroly distribuce / Pharmacy and Distribution Control
Sekretariat sekce / Secretariat 767 jana.turkova @sukl.cz
Vedouci sekce / Head 833 olga.hanzlickova@sukl.cz

Inspekce lékaren a distributord podle regionl / Inspection of Pharmacies and Distributors by Regions

OKL 401 RNDr. V. Havlenova, CSc. okl401 @sukl.cz
Srobarova 48 272 185 823 tel.
100 41 Praha 10 272 185 824 tel.
OKL 402 RNDr. Havli¢kovéa Olga okl402@sukl.cz
B. Nemcove 54 386 461 942 tel.+ fax
370 87 Ceské Budgéjovice
OKL 403 RNDr. T. Viznerova 0kl403@sukl.cz
nam. Miru 2 377 376 469 tel.+ fax
320 00 Plzen 377 375 217 tel.
OKL 404 Mgr. M. Nedkovova okl404 @sukl.cz
U plovarny 1190 — poliklinika 412 502 211 tel.
405 01 Dé&cin | 412 518 421 tel.+ fax
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