OBSAH

CONTENT
1. 177 3
1. Introduction
2. Organizadni struktura USTavu . . .. ... 4
2. The Institute's organisation structure
3. Zohlednéni politiky Ustavu v jeho €innosti, nejvyznamngjsi €innosti ... ....... ... ... . L. 6
3. Reflection of the Institute's policy in its work, major activities
4, Zapojeni v siti ndrodnich, EU a jinych mezinarodnich instituci ... ...... ... ... ... . . . . . . .. 7
4. Involvement in the network of national, EU and other international institutions
4.1  Priprava a pfipominkovani pravnich pfedpist a pokyny SUKL ....................... 7
4.1 Preparation of and comments on legal regulations, and SUKL's guidelines
4.2  Ministerstvo zdravotnictvi, statni instituce a dalSi partnefi ustavuvCR .............. 10
4.2  Ministry of Health, state institutions and other partners of the Institute in the CR
4.3 Instituce EU a dalSi zahrani€ni partnefi ........ ... .. .. .. . 11
4.3 EU institutions and other foreign partners
4.4 Jiné mezindrodni aktivity . ... ... ... 13
4.4  Other international activities
4.5 Informace o pribéhu realizace a naplnéni cilll projektu "pfidruzovani k EU" .......... 13
4.5 Information on the process of implementation and fulfiliment of tasks
of the project of "Accession to the EU"
5. CINNOSEUSIAVU . .\ttt et e ettt e e e e e e e e e e 14
5. The Institute's activity
5.1 Agenda Celkem ... ... 14
5.1 Office work in total
5.2 Registrace l&Civych pfipravkl . ......... . 16
5.2  Authorising of medicinal products
5.2.1 Agenda zadosti o0 nové registrace a prodlouzeni registrace . ...................... 16
5.2.1 Applications for new marketing authorisations and renewals
of marketing authorisation
5.2.2 Agenda Zadosti o zménu v registraci a pfevody registrace . ............. . ... ... ... 18
5.2.2 Applications for variation to marketing authorisation
and transfers of marketing authorisation
5.2.3 Agenda zadosti o zménu zplsobu vydeje a dalsi specifické agendy . ................ 19
navazujici na registrace
5.2.3 Applications for change of the method of dispensing
and other specific types of post-authorisation work
5.2.4 Prehodnocovani dokumentaci jiz registrovanych pfipravkd ........................ 19
5.2.4 Reassessment of dossiers of already authorised products
5.2.5 QOdvolani proti rozhodnuti a chyby v rozhodnutich .. ........... ... ... ... ... ... ... 19
5.2.5 Appeals against decisions and errors in decisions
5.3  Posuzovani hrani¢nich pfipravku, agenda pouzivani neregistrovanych .............. 20
pfipravk(, vydavani stanovisek ke specifickym Ié¢ebnym programim
5.3 Assessment of borderline products, work related to use of non-authorised products,
issue of opinions on specific therapeutic programmes
5.4  Klinické hodnoceni lECIV . . ... ... . 22
5.4  Clinical trials on pharmaceuticals
5.5 Farmakovigilance .. ... ... ... 24
5.5  Pharmacovigilance
5.6 Laboratornikontrola ... .. ... ... 27
5.6  Laboratory control
5.7 Dozor v oblasti pfipravy, vydeje a prodeje I€CIV ... ... . .. 30
5.7  Supervision in the area of preparation, dispensing and sale of pharmaceuticals
5.8 Dozor v oblasti vyroby a distribuce IéCiv, spravné laboratorni a klinické praxe ......... 35
5.8  Supervision in the areas of manufacture and distribution of pharmaceuticals,
Good Laboratory and Clinical Practices
5.9 Dozor v oblasti reklamy na l&Civé pfipravky . ......... . . 41
5.9  Supervision in the area of advertising of medicinal products
5.10 Zdravotnické prostfedky . .. ... 43
5.10 Medical devices
511 VYNUCOVANT PrAVA . . . .ottt e et e e e e e e e e e e e 47
5.11 Enforcement



5.12 Tvorba norem a Iékopisnd €iNNOSt . .. ... ... 48
5.12 Setting of standards and pharmacopoeial activities

Zpracovani a poskytovani informaci . . ... ... 49
Processing and provision of information
6.1 Informacnitechnologie . ... .. ... ... i 49
6.1  Information technology
6.2 Databaze lécivych pfipravkl a sledovani dodavek do lékaren ...................... 49
6.2 Database of medicinal products and monitoring of deliveries to pharmacies
6.3 Informacni aktivity a vyukova &innost ... ... ... 54
6.3 Information and training activities
6.4  Vyzkumna Cinnost . . . . ... e 58
6.4  Research activity
Finanéni a materialni zdroje UStavu . . ... . it e e 58
The Institute's financial and material resources
7.1 Hospodareni v roce 2004 . . ... ..t 58
7.1 Income and expenditure account for 2004
7.2 Provozni OtAzKy . .. ... o 68
7.2  Technical isues of the Institute's operation
Zamereni Na zamestNanCe .. ... ...t 69
Focus on personnel
8.1  Personalni Otazky .. ... ... ...t 69
8.1 Personnel issues
8.2  Vzdélavani zameéstnanCl ... ........ ittt 70

8.2  Personnel education and training

Zamereni Na JaKOSt . . . .. 71
Focus on quality

Vyhledy do roku 2005 . . . ..ot e 72

10.
11.
1.

Targets in the year 2005

Pfehled nejdllezitéjSich kontaktd pro jednotlivé oblasti ¢innosti Ustavu
List of the most important contacts for the various areas of the Institute's activities



1. UVOD

V roce 2004 se zavrSila pfiprava ustavu a vétSiny
subjektl v regulované oblasti 1é¢iv a zdravotnickych
prostfedk( na vstup do EU a od kvétna 2004 doslo ke
skuteénému zapojeni do regulaéniho systému EU se
vSemi disledky. Rok 2004 byl také prvnim rokem, ve
kterém vstoupily v EU do praxe upravené regulaéni
principy pro klinicka hodnoceni a déle rokem, ve kterém
byl uzavien vyvoj novych farmaceutickych predpisi ES
a kromé nich byly vydéany i principy pro zajisténi
bezpecnosti a kvality v lékafstvi vyuzivanych tkani
a bunék. Tim zapocalo i postupné zohlednovani téchto
novych pfedpist v legislativé a prostfedi CR. Rok 2004
byl i rokem nékolika vyznamnych zasah( u Siroce
pouzivanych registrovanych pfipravkl, u nichz doslo
k celoevropsky koordinovanym bezpecnostnim
opatfenim. Tyto udalosti posilily diskuse o zajisténi
farmakovigilanénich programd, transparenci a optimalni
komunikaci rizik lé¢iv smérem k Siroké verejnosti. V roce
2004 se také vytvarely dvé dulezité celoevropské
koncepce, jejichz napliovani ovlivni ¢innost ustavu
a prostfedi regulace v CR. Konkrétné §lo o "Cestovni
mapu" Evropské lékové agentury a Evropskou strategii
fizeni rizik spojenych s 1éCivy. V roce 2004 se zacaly
projevovat i pozitivni disledky ¢aste¢ného financovani
Ustavu prostrednictvim Uhrad Zadatelu.

V8echny uvedené skute¢nosti pfinasely prabézné pro
¢innost Ustavu nové podnéty. V zasadé vSak korespon-
dovaly s cili ustavu pfedem stanovenymi pro rok 2004
a s vymezenym tfiletym smérem vyvoje Ustavu. Ten se
soustfedoval na dosazeni standardu Cinnosti Ustavu
respektujiciho potfeby CR, ale vyhovujiciho podminkam
EU. Specificky se soustfedil na dodrZzovani pfedepsanych
standardl ¢innosti u provozovatell, zachovani prehledu
nad trhem s IéCivy za novych podminek a na kontinuitu
v zajisténi klinického hodnoceni IéCiv a farmakovigilance.
Dal$imi oblastmi cild bylo zajisténi standardnich agend
a optimalizace fizeni ustavu. Pokud jde o pfipravu na
vstup do EU, podafilo se ustavu splnit cile v udrzeni
pfehledu nad provozovateli a léCivymi pfipravky v novych
podminkach a zapojit se do regulaéni sité EU. Obdobné
byly naplnény zaméry ustavu i v regulaénich agendach
a farmakovigilanci, s vyjimkou disledného dodrZzovani
Ih(t pro registracéni agendy. Byly posileny mechanismy
vynucovani prava a byla rozSifena vnitrostatni i mezi-
narodni spolupréce s organy a institucemi CR zapojenymi
v této oblasti. Podle ocekavani se v roce 2004 dostavily
i prvni soudni spory, ilustrujici napjaté konkurenéni vztahy
mezi farmaceutickymi vyrobci. Pfesto Ize konstatovat, Ze
v regulaénim systému léCiv se postupné zlepSuje
komunikace mezi jednotlivymi aktéry, a to jak vné, tak
i uvnitf statni spravy.

V porovnani s oblasti |éCiv se v systému regulace
zdravotnickych prostfedk( neodehralo mnoho zmén.
Zahajilo se sice pfehodnocovani zakladni smérnice ES
pro zdravotnické prostiedky, ale to se prozatim nepromit-
lo do systému CR s rozptylenymi odpovédnostmi a poné-
kud tuzsi koordinaci. Probihala proto standardni dozorova
¢innost nad zdravotnickymi zafizenimi ve vztahu k pouzi-
vani a hodnoceni zdravotnickych prostfedkl a rfeSeni
nezadoucich pfihod.

Postupujici vyvoj systému jakosti ustavu umoznil
zefektiviiovat pracovni procesy a smérovat na nové

1. INTRODUCTION

The year 2004 witnessed the culmination of preparation of
the Institute and most subjects in the regulated sphere of
pharmaceuticals and medical devices for accession to the EU,
and May 2004 marked the beginning of the real involvement in
the EU regulatory system with all its consequences. The year
2004 was also the first year that saw the practical application of
modified regulatory principles for clinical trials, as well as the
year when development of the EC's new pharmaceutical
regulations was concluded and, apart from them, principles
were issued for ensuring the safety and quality of tissues and
cells. This also marked the beginning of a step-by-step
reflection of the new regulations in the CR's legislation and
environment. The year 2004 also was a year of several major
interventions in broadly used authorised products where
coordinated safety measures were adopted at all-European
level. These events boosted discussions on the guaranteeing of
pharmacovigilance programs, and the transparency and optimal
communication of risks of pharmaceuticals to general public.
Similarly, two significant all-European conceptions were
developed in 2004, the fulfilment of which will influence the
Institute's activity and the regulatory environment in the Czech
Republic. In concrete terms it was the "Road Map" of the
European Medicines Agency, and the European strategy for
management of risks connected with pharmaceuticals.
Furthermore, in 2004 positive consequences of the Institute's
partial funding through applicants' fees started to show.

All the above-mentioned facts were continuously giving new
impetus to the Institute's activity. But in principle they
corresponded to the Institute's objectives set forth for the year
2004, and to the defined three-year direction of its development.
This was geared towards reaching such standard in the
Institute's activity that would respect the CR's needs, but also
meet the EU's requirements. It specifically focused on the
observance of established standards of activities carried out by
providers, maintaining overview of the drug market under new
conditions, and on the continuity in ensuring of clinical trials on
pharmaceuticals and pharmacovigilance. Other target areas
included carrying out of the Institute's standard office work and
optimisation of its management. With respect to the preparation
of accession to the EU, the Institute succeeded in reaching its
goals in keeping its knowledge of providers and medicinal
products under new conditions, and to get involved in the EU's
regulatory network. Also achieved were the Institute's aims in
regulatory work and pharmacovigilance, with the exception of
consistent observance of time limits for granting marketing
authorisations. Mechanisms for the enforcement of law were
strengthened, and both national and international co-operation
was broadened with bodies and institutions of the CR involved
in this area. As expected, the year 2004 saw the first lawsuits
illustrating tense competition relations among manufacturers of
pharmaceuticals. Despite that, it can be stated that
communication has been gradually improving between the
various participants, both outside and inside state
administration.

In comparison with the area of pharmaceuticals, not many
changes took place in the system of regulation of medical
devices. Although the basic EC directive on medical devices
started to be reassessed, this has not been reflected yet in the
CR system characterised by scattered responsibilities and a
somewhat rigid coordination. Therefore, standard supervisory
activity was carried out over healthcare establishments in
relation to the use and assessment of medical devices, and the
solution of adverse incidents.

The continuing development of the Institute's quality system
facilitated more efficient working processes and the orientation
of saved capacity of employees at new activities. The
coordination of specialised office work was improved through
creation of several thematically oriented expert teams with the



¢innosti vySetfenou pracovni kapacitu zaméstnancu. Ko-
ordinace odborné zamérfenych agend byla zlepSena
vytvofenim nékolika tematicky orientovanych resitelskych
tyma, ve kterych jsou zapojeni pracovnici riznych utvard
ustavu. PFes rostouci iniciativu zaméstnancl a zvySujici
se produktivitu prace tvofi pfekazku optimalniho zvladani
¢innosti zejména nedostatek kvalifikovanych hodnotitell
v Klinické oblasti a specializovanych inspektord.

Cinnosti ustavu sméfujici k pfipravé na ¢lenstvi v EU
byly pfedmétem zvla&tni finanéni podpory Ministerstva
zdravotnictvi v ramci "Nérodniho programu pfidruzovani
k EU". Zprava je pojata jako prehled ¢innosti Ustavu, aniz
by bylo jejim cilem uvadét, které utvary se podilely na
jednotlivych ¢innostech. U vétsiny ¢innosti ustavu se totiz
prolina prace nékolika odbornych a podplrnych utvar(.

Milan Smid

2. ORGANIZACNI STRUKTURA USTAVU

V pribéhu roku 2004 se uskuteénilo nékolik organi-
zacnich zmén s cilem zjednodusit fizeni Ustavu a zefektiv-
nit ¢innost po vstupu do EU. V useku odbornych ¢€innosti
byla zfizena divize dozoru v oblasti IéCiv, ktera slucuje
v jediny funkéni celek sekci laboratorni kontroly, sekci
Iékarenstvi a kontroly distribuce a sekci inspekéni. V ram-
ci registracni sekce vzniklo nové oddéleni registracni
administrativy, které zajiStuje administrativni podporu
procesu registrace léCivych pfipravki. Organizaéni sché-
ma SUKL, platné k 31.12.2004, bylo na zacatku roku
2005 pozménéno a nezobrazuje proto stavajici orga-
nizacni strukturu SUKL. Platné organiza¢ni schéma je
umisténo na webové strance SUKL.

Propojeni prace jednotlivych atvard ve vztahu k nék-
terym specifickym agendam zajistuji v ustavu tematicky
orientované resSitelské tymy a poradni sbory, v nichz
jsou zastoupeni pracovnici raznych atvar(l. V roce 2004
vykonavaly svoji ¢innost nésledujici feSitelské tymy
a sbory:

« tym pro hrani€ni pfipravky, ktery zajistuje koordi-
naci ¢innosti jednotlivych utvarl ve vztahu k za-
fazovani spornych pfipadd "hraninich" pfipravkd
do odpovidajiciho regulaéniho rezimu,

o tym pro jakost léCiv, ktery zajistuje koordinaci
¢innosti jednotlivych Gtvar( pfi feSeni problém0
spojenych s jakosti IéCiv,

o tym pro informacéni technologie, ktery vytvari
navrhy koncepce vyvoje informacnich technologii
v SUKL a zajistuje koordinaci ¢innosti jednotlivych
Utvard a prfedavani informaci ve vztahu k pouzivani
a vyvoji téchto technologii,

o vyvojovy tym, ktery vytvafi navrhy dlouhodobé
koncepce prace ustavu zvlasté ve vztahu k vy-
znamnym organiza¢nim a provoznim zménam
a pfipravovanym navrhiim planu ¢&innosti Ustavu
a zabyva se jejich vyhodnocovanim,

. zaméstnanecka rada, ktera se zabyva feSenim
otdzek vztahu zaméstnanec - zaméstnavatel,

o tym pro hodnoceni zaménitelnosti nazva, vy-
hodnocujici pravdépodobnost zamény nazvu
a dusledky vyplyvajici z pfipadnych zamén,

involvement of staff members of the Institute's different units.
Despite the employees' growing initiative and the increasing
productivity of labour, a particular obstacle to optimal coping
with the activity is the lack of qualified assessors in the clinical
area and specialised inspectors.

The Institute's activities geared towards the preparation of
membership in the EU constituted an object of special financial
assistance of the Ministry of Health in the framework of the
"National Program of Accession to the EU". This report is
conceived as an overview of the Institute's activities without
aiming at specification as to which units were involved in the
various activities. As a matter of fact, most activities of the
Institute result from a combined work of several specialised and
support units.

Milan Smid

2. THE INSTITUTE'S ORGANISATION
STRUCTURE

The year 2004 saw several organisational changes aimed at
simplifying the Institute's management and making its activity
more efficient after accession to the EU. A Pharmaceuticals
Surveillance Division was set up in Regulatory Affairs
combining the Laboratory Control, Distribution Control and
Inspection branches into one functional unit. A new
Registration Administration Section was established within
the Registration Branch to provide administrative support to
authorisation of medicinal products. The SUKL's organisation
chart valid as of 31 December 2004 was, however, slightly
modified at the beginning of 2005 and so it is not an accurate
reflection of the current SUKL structure. The valid organisational
structure can be found on the Institute's website.

The interlinking between the various units across the
Institute in relation to certain specific areas of its work is
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 2004:

« Team for Borderline Products, which co-ordinates the
activities of the various units in relation to the
classification of questionable cases of "borderline"
products in the appropriate regulatory regime;

« Team for the Quality of Pharmaceuticals, which
ensures the co-ordination of activities of the various units
in addressing problems related to the quality of
pharmaceuticals;

« Team for Information Technologies (Info-team), which
drafts concepts of the development of information
technologies 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;

. Development Team, which prepares proposals for the
Institute's long-term policy, especially in relation to major
organisational and operational changes, and to the
preparation of draft plans of the Institute's activity, and is
involved in their evaluation;

. Employees' Council, which addresses the issues of the
employee-employer relationship;

« Name Interchangeability Evaluation Team, which
evaluates the probability of confusion of names and the
consequences ensuing from potential confusion;

« Penalty Team, which ensures standard approach
towards determination of the amount, imposition and
collection of penalties;



Organizaéni schéma ustavu platné k 31.12.2004
Organisational Structure as of 31.12.2004
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« tym pro pokuty, ktery zajiStuje standardni pfistup
ke stanoveni vySe, ukladani a vymahani pokut,

« poradni sbor pro klinicka hodnoceni Ié€iv, ktery
projednava pfi zapojeni externich odborniku
predloZené klinické studie,

« poradni sbor pro nova léciva, ktery pfi zapojeni
externich odbornikl provadi hodnoceni pfipravkd,
v€etné posuzovani hodnoticich zprav k vybranym
[éCivym pFipravkim a podili se na schvalovani
novych registraci, rozSifeni indikaci nebo zavadéni
nového davkovaciho rezimu u jiz registrovanych
pfipravkd,

« pediatricky tym, ktery zpracovava hodnotici
zpravy k lécivym pfipravkim uréenym pro détské
pacienty, vyjadfuje se k regulaénim pravidlim
vztahujicim se k pediatrii, zajiStuje komunikaci
s profesnimi skupinami v pediatrii,

o tym pro posuzovani zasadni podobnosti, ktery
s zabyva zejména hodnocenim bioekvivalencnich
studif,

« poradni sbor pro zaméstnanecké otazky slozeny
ze zastupcl jednotlivych Gtvara.

3. ZOHLEDNENI POLITIKY USTAVU V JEHO

CINNOSTI, NEJVYZNAMNEJSi CINNOSTI

Politika ustavu je uvedena na vnitini strané obalky
vyrocni zpravy. V prubéhu roku 2004 nedoslo k jejim
zménam.

a) K naplnéni bodu a) politiky ustavu sméfovala
veSkera dozorova a posuzovaci ¢innost popsana v této
vyroéni zpravé. ZvySeni odborného standardu prace
zaméstnancl potfebné pro naplnéni tohoto bodu je
dosahovano systémem vzdélavani a pracovnimi kontakty
a porovnavanim pracovnich vystupl s obdobnymi vystupy
zahrani€nich instituci. K tomuto bodu sméfoval i systém
planovani a vyhodnocovani €innosti a rizik a intenzivni
zapojeni Ustavu do pfipravy pravnich predpisl. K zajisténi
soucinnosti provozovatell pfispivalo vydavani upfes-
nujicich informaci, komunikace s regulovanymi subjekty
a vefejné informaéni akce. Ustav podporoval samo-
regulaéni mechanismy, at jiz Slo napfiklad o systém
etickych komisi v oblasti klinického hodnoceni IécCiv i
regulaéni organy ustavené sdruzenimi farmaceutickych
vyrobcl nebo profesnimi organizacemi zdravotniki
a asociacemi pacientd.

b) Po vstupu do EU se vytvofily nové podminky
k uplatiovani spoleé¢nych standardli se zahrani¢nimi
regulaé¢nimi ufady, a to téméf ve v8ech oblastech
regulacnich ¢innosti. Souvisi s tim i tendence k odbor-
nému poradenstvi tam, kde ustav mUze poskytnout
expertizu v ramci stavajicich kapacit. K zvySeni efektivity
pfispivalo i rozSifovani védomosti manazerské povahy
u vedoucich pracovnikll na vSech urovnich vedeni.
Porovnavani pfistupu a hledani optimalnich feSeni
pfispivala prace multidisciplinarnich fesitelskych tymu
a komunikace s regulovanymi subjekty. S cilem zvySovani
efektivity bylo rozSifovano i vyuzivani modernich
informacnich technologii.

o Advisory Board for Clinical Trials, which, with the
involvement of external expertise, discusses submitted
applications for clinical trials;

. Advisory Board for New Medicinal Products, which,
with the involvement of external expertise, evaluates
products, including evaluation of assessment reports on
selected medicinal products and participates in the
process of granting new marketing authorisations,
extension of existing indications or introduction of a new
posology regime for authorised products;

. Paediatric Team, which prepares assessment reports
for medicinal products intended for paediatric use,
comments on paediatric regulatory rules and ensures
communication with paediatric health professionals;

. Essential Similarity Evaluation Team, which deals
mainly with evaluation of bioequivalence studies;

« Advisory Board for Human Resources composed of
representatives of the various branches.

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 the Annual Report. No changes to this policy were made in
the course of the year 2004.

a) The fulfilment of point a) of the Institute's policy was in
the focus of all the supervisory and assessment activity
described in this Annual Report. The increase of the employees'
professional standard necessary for attaining this goal is
reached through a training system, and through working
contacts and comparison of work outputs with similar outputs of
foreign institutions. The system of planning and assessment of
activities and risks, and the Institute's intensive involvement in
the preparation of legal regulations were also geared towards
this point. The issue of detailed information, communication with
regulated subjects, and public information events contributed to
the co-operation of providers. The Institute supported self-
regulatory mechanisms, be it e.g. the system of ethics
committees in the area of clinical trials on pharmaceuticals or
regulatory bodies set up by associations of manufacturers of
pharmaceuticals or by professional organisations of healthcare
professionals and patients' associations.

b) After accession to the EU, new conditions were created
for the application of common standards with foreign regulatory
authorities almost in all areas of regulatory activities. This is also
connected with the tendency to scientific advice wherever the
Institute can offer its expertise in the framework of its existing
capacity. A contribution to a higher efficiency was also rendered
by the broadening of managerial skills among senior officials at
all management levels. The work of multidisciplinary expert
teams and communication with regulated subjects contributed to
comparison of approaches and the quest of optimal solutions.
The increasing of efficiency was accompanied by broadening
use of modern information technologies.

c) The focus on procedures directly oriented at ensuring the
safety of pharmaceuticals and medical devices, analysis of risks
related to their use and programs for minimising these risks are
the tools facilitating an effective use of resources, while taking
into account the requirements for reducing the risks of health



c) Soustfedéni na postupy sméfujici bezprostfedné
k zajisténi bezpecénosti IéCiv a zdravotnickych prostredki,
analyza rizik spojenych s jejich pouzitim a programy pro
minimalizace téchto rizik jsou nastrojem, ktery umoznuje
efektivni vyuzivani zdrojl pfi zohlednéni pozadavkd na
snizovani rizik poSkozeni zdravi. Za efektivni vyuzivani
zdrojli byla rovnéz povaZovana osvétova ¢innost
a soustavné provadény dozor. .

d) Dusledna orientace na spolupraci s partnery v CR
i v zahrani¢i je popséana v casti 4 této zpravy. Protoze
ocekavani kladena na ustav pfesahuji jeho kapacity, bylo
zejména vyznamné hledani moznosti spoluprace tam,
kde se kapacity ustavu nedostavaji. Aktivnim zapojenim
do regulacni sité bylo mozné rozS$ifit spektrum
spolupracujicich partnerl. Pfikladem je dohodou
zakotvena spoluprace s USKVBL.

e) Transparence Cinnosti a zajisténi pfistupu
k maximu informaci souvisejicich s regulaci 1é¢iv
a zdravotnickych prostfedk( jsou zakladem k vytvofeni
otevieného vztahu k regulovanym subjektim a sméfuji
k ziskani ddvéryhodnosti. Podrobnosti k tomuto bodu
politiky jsou obsazeny zejména v Castech 4.2 a 6.3 této
zpravy. Zpétna vazba a sledovani potfeb regulovanych
subjektll byly zavedeny jako soucast systému jakosti
ustavu.

f) Cinnosti ustavu v tomto sméru jsou popsany
zejména v casti 8 této zpravy. Pro spokojenost
zaméstnancl jsou kromé& hmotné motivace vyznamné
i vztahy v instituci a moznost uplatnéni vlastniho néazoru,
at jiz jde o otazky odborné nebo vztahujici se k za-
méstnaneckym otazkam. Pro tento ucel byly vytvofeny
struktury zlepSujici informovanost zaméstnancu a jejich
zastoupeni v feSeni otazek pracovniho prostfedi
a zameéstnaneckych vztahd.

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

4.1 PI:?I'PRAVOA A PRIPOMINKOVANI PRAVNICH
PREDPISU A POKYNY SUKL

Novela zakona ¢&. 79/1997 Sb., o IéCivech, ktera byla
schvalena v roce 2003, a predpisy ES vydané v druhé
poloviné roku 2003 (smérnice 2003/63/ES a 2003/94/ES)
si vyzadaly legislativni prace na provadécich predpisech
k zékonu o léCivech. V roce 2004 byli pracovnici ustavu
aktivné zapojeni zejména do praci na dokonceni néasle-
dujicich vyhlasek:

« vyhldSka €. 288/2004 Sb., kterou se stanovi po-
drobnosti o registraci Ié¢ivych pfipravkd, jejich
zménach, prodlouzeni, klasifikaci Ié&ivych pfi-
pravkl pro vydej, pfevodu registrace, vydavani po-
voleni pro soubézny dovoz, pfedkladani a na-
vrhovani specifickych lé¢ebnych programi s vy-
uzitim neregistrovanych humannich Ié€ivych
pfipravk(, o zplsobu oznamovani a vyhodnocovani
nezadoucich ucinku lécivého pfipravku, véetné
nalezitosti periodicky aktualizovanych zprav
0 bezpecnosti, a zplUsob a rozsah oznameni
0 pouziti neregistrovaného IéCivého pfipravku
(registracni vyhlaska o léCivych pfipravcich),

damage. Public education and systematic supervision were also
considered as forms of effective use of resources.

d) A consistent focus on the co-operation with partners both
in the CR and abroad is described in chapter 4 of this report.
Since the expectations placed on the Institute exceed its
capacities, particularly important was the quest of possibilities of
co-operation in the areas where the Institute has scarce
capacities. An active involvement in the regulatory network
facilitated broadening of the spectrum of collaborating partners.
An example is the co-operation, on a contractual basis, with the
USKVLB, the SUKL's counterpart in the field of veterinary
medicine.

e) The transparency of activity and ensuring of access to a
maximum amount of information related to the regulation of
pharmaceuticals and medical devices constitute the basis for
creation of an open relationship with regulated subjects and are
oriented at the attainment of credibility. Details related to this
point of the SUKL's policy are included primarily in chapters 4.2
and 6.3 of this report. Feedback and monitoring of the regulated
subjects' needs were introduced in the Institute's quality system.

f) The Institute's activities in this direction are described
especially in chapter 8 of this report. Apart from material
motivation, also important for the employees' satisfaction are the
relations inside the institution and the possibilities for carrying
out their own view, be it in professional issues or those related
to employment. For this purpose structures were established
aimed at improving the employees' information level and their
representation in addressing the issues of work environment
and staff relations.

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

41 PREPARATION OF AND COMMENTS ON LEGAL
REGULATIONS, AND SUKL'S GUIDELINES

The amended Act no. 79/1997 Coll., on Pharmaceuticals,
which was passed in 2003, and the EC's regulations issued in
the second half of 2003 (Directives 2003/63/ES and
2003/94/ES) required legislative work on implementation
regulations of the Pharmaceuticals Act. In 2004, the Institute's
staff members were actively involved particularly in the
finalisation of the following work regulations:

« Regulation no. 288/2004 Coll., laying down details of
marketing authorisation for medicinal products, its
variations, renewal, classification of medicinal products
for dispensing, transfer of registration, issue of licences
for parallel imports, submission and design of specific
therapeutic programmes with non-registered medicinal
products for human use, the method of reporting and
assessment of adverse reactions to medicinal products,
including the requirements of periodic safety update
reports, and the method and extent of the notification of
the use of non-registered medicinal products
(Registration Regulation on Medicinal Products),

« Regulation no. 411/2004 Coll., laying down Good
Manufacturing Practice, Good Distribution Practice and



o vyhlaska €. 411/2004 Sb., kterou se stanovi sprav-
na vyrobni praxe, spravna distribuéni praxe a blizsi
podminky povolovani vyroby a distribuce [é¢Civ,
v€etné medikovanych krmiv a veterinarnich auto-
gennich vakcin, zmén vydanych povoleni, jakoz
i blizSi podminky vydavani povoleni k ¢innosti kon-
trolnich laboratofi (vyhlaSka o vyrobé a distribuci
[&Civ).

Vzhledem ke vstupu CR do EU a nutnosti okamzité
uplatnit nové pozadavky byla ustanoveni novych vyhlasek
zohlednéna v pracovnich postupech uUstavu bezprostied-
né po jejich vydani a zadatelé byli informovani prostfed-
nictvim seminari a pokynu Ustavu.

Potfeba legislativnich zmén v oblasti regulace jakosti,
bezpeénosti a ucinnosti 1éCiv vSak tim neskonéila. V roce
2004 byla schvalena rozsahlé revize evropskeé lékové
legislativy, na niz navazaly dalsi legislativni prace pracov-
nikG Ustavu na pfipravé nového zakona o léivech, ktery
tyto zmény pIné zohledni a ktery by mél nabyt u€innosti
30.10.2005.

Kromé pfipravy uvedenych predpist byli pracovnici
ustavu v prabéhu roku 2004 zapojeni do pfipominkovych
fizeni k 23 pfipravovanym ¢eskym pravnim predpistim,
vztahujicim se zejména k

o doplikdm stravy a obohacovani potravin po-
travnimi dopliky,

o podminkam uvadéni biocidnich pfipravkd a ugin-
nych latek na trh,

o pozadavkim na mnozstvi a druhy latek uréenych
k aromatizaci potravin,

o navrhu Etického kodexu nelékafského zdravotnic-
kého pracovnika,

o vyhlaSce o doplficich stravy,

« navrhu Statutu pro reformu psychiatrie,

» opatfenim pro pfedchazeni nezadoucim pfihodam
zdravotnickych prostredk,

o pozadavkim na studijni programy k ziskani zpuso-
bilosti,

o maximalné pfipustnému mnozstvi rezidui jednotli-
vych druh(l pesticidl v potravinach a potravinovych
surovinach,

o podrobnéjSim materialnim, technickym a personal-
nim poZadavkdm pro uznani zpUsobilosti praco-
vi§té poskytovatele k provadéni klinického hodno-
ceni nebo klinickych zkou8ek zdravotnickych
prostfedkl a

« hygienickym pozadavkim na kosmetické pro-
stfedky.

V roce 2004 byla zahajena pravidelna ucast pracovni-
kl dstavu na jednanich pracovni skupiny Rady pro lécivé
pfipravky a zdravotnické prostiedky pfi pfipraveé a pro-
jednavani nové evropskeé legislativy. U¢ast na téchto jed-
nanich umozfuje nejen lépe porozumét novym predpisiim
ES, ale jiz také ovlivnit jejich obsah. Pracovnici ustavu se
na zacCatku roku ucastnili zavére¢nych projednavani
revize smérnice 2001/83/ES a nafizeni pro centralizované
procedury, které nahrazuje nafizeni ¢. 2309/93, v prubéhu
roku pak pfipravy a projednavani navrhu nafizeni
Evropského parlamentu a Rady o 1éCivych pfipravcich pro
pediatrické pouziti. Kromé pfedpisl projednavanych
Radou a Evropskym parlamentem pfipravuje predpisy
technické povahy Komise ve spolupraci s ¢lenskymi staty.
Pracovnici ustavu tak byli zapojeni do zavérecné faze
schvalovani smérnice Komise 2005/28/ES, kterou se

more detailed conditions for granting manufacturing and
distribution authorisations for pharmaceuticals, including
medicated feedingstuffs and veterinary autogenous
vaccines, variations to issued authorisations, as well as
more detailed conditions for the issue of authorisations
for activity of control laboratories (Regulation on
Manufacture and Distribution of Pharmaceuticals).

In view of accession of the CR to the EU and the need of an
immediate application of new requirements, the provisions of
the new regulations were taken into account in the Institute's
operating procedures immediately after their issue, and
applicants were informed by means of the Institute's seminars
and guidelines.

Nevertheless, the need of legislative changes in the area of
regulation of quality, safety and efficacy of pharmaceuticals did
not disappear after that. The year 2004 saw the approval of a
comprehensive review of the European pharmaceutical
legislation, which was followed by a further legislative work of
the Institute's staff members on the preparation of a new Act on
Pharmaceuticals, which will reflect these changes and which
ought to come into force as of 30 October 2005.

Apart from the preparation of the above-mentioned
regulations, in the course of 2004 the Institute's staff members
were involved in 23 procedures of commenting on forthcoming
Czech regulations, related namely to the following fields:

« Food supplements and the enrichment of foodstuffs with

food supplements,

. Conditions for placing biocide products and active
substances on the market,

« Requirements for the quantity and types of substances
intended for the aromatisation of foodstuffs,

. Draft Code of Conduct for a Non-medical Healthcare
Worker,

« Regulation on food supplements,

« Draft Statute for the Reform of Psychiatry,

« Measures for preventing adverse incidents of medical
devices,

« Requirements for study programmes for acquiring
qualification,

o Maximum admissible quantity of residues of the various
types of pesticides in foodstuffs and food raw materials,

« More detailed material, technical and personnel
requirements for the accreditation of a provider's
workplace to carry out clinical trials or clinical tests of
medical devices, and

« Hygienic requirements for cosmetics.

The year 2004 marked the beginning of a regular
participation of the Institute's staff members in meetings of the
Working Group of the Council for Medicinal Products and
Medical Devices in the preparation of and discussion on new
European legislation. The participation in these meetings
facilitates not only the understanding of the EC's new
regulations, but also the exertion of influence in their contents.
At the beginning of the year, the Institute's staff members
attended the final talks on the amendment of the Directive
2001/83/EC and the regulation on centralised procedures, which
replace the Regulation no. 2309/93; in the course of the year
they also attended the preparation of and discussion on the
draft regulation of the European Parliament and the Council on
medicinal products for paediatric use. Apart from the regulations
discussed by the Council and the European Parliament, the
Institute prepared regulations of technical nature of the
Commission in co-operation with the Member States. Thus, the
Institute's staff members were involved in the final stage of the
approval of the Commission Directive 2005/28/EC, laying down
principles and detailed guidelines for Good Clinical Practice
related to the assessment of human medicinal products, as well
as requirements for the authorisation of the manufacture or
import of such products, and prior to the beginning of the
preparation of implementation regulations of the new regulation
no. 726/2005:



stanovi zasady a podrobné pokyny pro spravnou klinickou
praxi tykajici se hodnocenych huméannich [écivych
pfipravkl a také poZzadavky na povoleni vyroby ¢i dovozu
takovych pfipravkl, a do zahajeni pfipravy provadécich
nafizeni k novému nafizeni ¢. 726/2005:
« nafizeni Komise stanovujici okolnosti, kdy malé
a stfedni podniky (SME) mohou platit snizené
poplatky nebo je jich platbu odlozit nebo ziskat
administrativni podporu,
« nafizeni Komise o udélovani registraci za urcitych
podminek,
o nafizeni Komise stanovujici postup pro pfijeti
maximalnich ¢astek, podminek a zplsobl vybirani
pokut.

V ramci dokonceni pfedvstupni série oficialnich pre-
kladU predpisli ES pro oblast IéCiv organizovanych UNMZ
byli pracovnici Ustavu zapojeni do praci na prekladech 4
novych pfedpisl. Tyto pfedpisy pfedstavovaly 75 stran
v Ufednim véstniku EU a tedy i vyznamnou pracovni
zatéz, ale ziskané znalosti a zkuSenosti vyznamné
pfispély ke spravné transpozici pfedpisi ES do navrhi
Ceské legislativy. Pro doloZeni skute¢nosti, ze ¢eské
pravni predpisy implementuji veSkera ustanoveni evrop-
skych smérnic v oblasti regulace IéCiv z pohledu jejich
jakosti, bezpeénosti a uginnosti a jsou tak sluditelné
s Acquis Communautaire, byly pfedany Ministerstvu
zdravotnictvi srovnavaci tabulky pro 6 smérnic.

Pracovnici ustavu pfipravovali v souvislosti se vstu-
pem do EU podklady k zpravam pro Ceské urady i pro
instituce EU, zuC€astiovali se jednani skupiny pro otazky
spojené s problematikou volného pohybu zbozi, sluzeb
a svobody usazovani v oblasti neharmonizované sféry
ustavené Ministerstvem prdmyslu a obchodu.

Ustav pokracoval ve vydavani pokynti SUKL, které vy-
svétluji zdkonné pozadavky pro jednotlivé jim zajiStované
oblasti ¢innosti, zohlednuji pokyny vydané Evropskou
komisi a EMEA a slouzi jako pomucka pro Zadatele a re-
gulované subjekty i pro pracovniky ustavu. Tyto pokyny
jsou v ramci systému jakosti fazeny mezi fizené doku-
menty Ustavu, jsou zvefejiiovany ve Véstniku SUKL a na
internetové strance Ustavu a jsou dostupné na vyzadani
v podatelné ustavu. V roce 2004 bylo vydano celkem 22
pokyn, z toho 9 novych a 13 revidovanych:

o 2 nové a 2 revidované pokyny fady UST tykajici se

obecnéjsich aktivit ustavu,

e 3 nové a 5 revidovanych pokyn( fady REG pro

oblast registrace lécivych pripravk,

e 2 nové pokyny fady PhV pro oblast farmakovigi-

lance, nahrazujici ¢aste¢né 1 pokyn UST a 1 pokyn
REG,

o 1 novy pokyn fady KLH pro oblast klinického hod-

noceni,

« 1 novy a 2 revidované pokyny fady DIS pro distri-

butory léc¢ivych pFipravki,

« 1 novy pokyn fady LEK pro Iékamy,

« 3 revidované pokyny fady ZP pro oblast zdravot-

nickych prostredku.

V souvislosti s nabytim uc¢innosti novely zakona &. 79/
1997 Sb., o léCivech a registraCni vyhlasky €. 288/2004
Sb. byly zruSeny bez nahrady 3 pokyny SUKL.

Soucasné byli pracovnici Ustavu zapojeni do pfipravy
pokynu vydavanych Evropskou komisi a EMEA v ramci
ucasti v pracovnich skupinach a vyborech Evropské

« Commission Regulation laying down the circumstances
when small and medium-size enterprises (SMEs) can
pay reduced fees or postpone their payment or acquire
administrative support,

« Commission Regulation on the granting of registration
under certain conditions, and

« Commission Regulation laying down the procedure for
the acceptance of maximum amounts, conditions and
methods of the collection of fines.

In the framework of the completion of the pre-accession
series of the official translation of EC regulations in the area of
pharmaceuticals, organised by the Czech Office for Standards,
Metrology and Testing (UNMZ), the Institute's staff members
took part in the translation of four new regulations. These
regulations represented 75 pages in the EU Official Bulletin, and
thus a significant workload, but the acquired knowledge and
experience rendered a major contribution to the transposition of
EC regulations in Czech legislation. Correlation tables for six
directives were handed over to the Ministry of Health in order to
prove the fact that Czech legal regulations implement all
provisions of European directives in the area of the regulation of
pharmaceuticals in terms of their quality, safety and efficacy,
and thus are compatible with the Acquis Communautaire.

In the relation to accession to the EU, the Institute's staff
members were preparing data for reports for Czech authorities,
as well as EU's institutions, and took part in meetings 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.

The Institute continued to issue the SUKL's guidelines
explaining legal requirements for the various areas of activities
in its competence, taking into account the guidelines issued by
the European Commission and the EMEA, and serving as tools
for applicants and regulated subjects, 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
at the Institute's website, and are available upon request in the
Institute's mail room. The year 2004 saw the issue of a total of
22 guidelines, of which nine were new and 13 amended
guidelines:

« 2 new and 2 amended guidelines of the UST series
related to the Institute's general activities,

« 3 new and 5 amended guidelines of the REG series for
the area of registration of pharmaceuticals,

o 2 new guidelines of the PhV series for the area of
pharmacovigilance, partly replacing one UST guideline
and one REG guideline,

« 1 new guideline of the KLH series for the area of clinical
trials,

« 1 new and 2 amended guidelines of the DIS series for
distributors of pharmaceuticals,

« 1 new guideline of the LEK series for pharmacies,

« 3 amended guidelines of the ZP series for the area of
medical devices.

In relation to the coming into force of the amended Act no.
79/1997 Coll., on Pharmaceuticals, and the registration
Regulation no. 288/2004 Coll., three SUKL's guidelines were
annulled without substitution.

At the same time, the Institute's staff members were involved in
the preparation of guidelines issued by the European
Commission and the EMEA in the framework of the participation
in working groups and committees of the European Commission
and the EMEA, and guidelines issued by the group for
facilitating the mutual recognition procedure MRFG (see also
chapter 4.3). These guidelines represent a common
interpretation of European legislation for all the Member States,
describe details of common procedures, and explain legislative
requirements.



komise a EMEA a pokyn( vydavanych skupinou pro
usnadnéni procedury vzajemného uznavani MRFG (viz
také kapitola 4.3). Tyto pokyny pfedstavuji interpretaci
evropskeé legislativy spole¢nou pro vSechny &lenské staty,
popisuji podrobnosti spoleénych procedur a vysvétlu;ji
pozadavky legislativy.

4.2 MINISTERSTVO ZDRAVOTNICTVIi, STATNI

INSTITUCE A DALSI PARTNERI USTAVU V CR

Hlavnim partnerem ustavu v CR je Ministerstvo zdra-
votnictvi (MZ) zejména prostfednictvim odboru farmacie
odpovédného za regulaci IéCiv a zdravotnickych prostied-
ka, pro ktery ustav zpracovava rozbory, stanoviska, hla-
Seni a pfipominky k nejriiznéjSim materialim. Dale utvar
hlavniho hygienika (v oblasti o¢kovacich latek a potravi-
novych doplnkd), inspektorat omamnych a psychotrop-
nich latek a odbor mezinarodnich vztah(i a evropské inte-
grace. Z daldich ministerstev je ustav napojen na Mini-
sterstvo zivotniho prostfedi v agendé geneticky modifiko-
vanych organism( a oball [é¢iv. S Ministerstvem pra-
myslu jsou konzultovany prvky s dopadem na vyrobce
a reklamu léc¢ivych pfipravk( a probiha spoluprace v tzv.
neharmonizované sféfe. Ministerstvu financi jsou posky-
tovany udaje o dodavkach do lékaren a podklady pro
stanovovani cen léCiv. S Ministerstvem zahranici a Stalou
misi CR v Bruselu probihala jednani zejména ve vztahu
k projednavanym zménam farmaceutické legislativy.

Tradiéné efektivni spoluprace formou sdileni informaci,
spoleCnych pfipominkovych fizeni a spolecnych inspekci
probihala s Ustavem pro kontrolu veterinarnich bioprepa-
ratl a IéCiv. Se Statnim zdravotnim ustavem jsou pra-
videlné feSeny otazky hrani¢nich pfipravk( a obdobné se
Statnim ufadem pro jadernou bezpecnost otazky radio-
farmak. V oblasti dozoru nad trhem byly partnery Ceska
potravinarska a zemeédélska inspekce, Ceska obchodni
inspekce a Celni sprava. S Ufadem pro technickou nor-
malizaci, metrologii a statni zkuSebnictvi probihala
spoluprace pfi pfipravé norem a pfekladu evropskych
predpisu.

S hlavnimi zajmovymi subjekty Ustav zajiStoval komu-
nikaci zejména prostfednictvim tematicky orientovanych
setkani. Uskutecnila se 4 setkani pracovniki SUKL se
zastupci asociaci farmaceutickych firem/vyrobct Ié€ivych
pfipravk(, se zastupci distribu¢niho fetézce a dozorovych
organl. Cilem téchto pracovnich setkani byla vyména
informaci o probihajicich a pfipravovanych zménach
v oblasti Iékove regulace a zejména hledani cest k feSeni
problému souvisejicich se vstupem CR do Evropské unie.
Pracovni skupina pro klinickd 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
evropského formatu zadosti o povoleni/ohladSeni klinic-
kého hodnoceni, systémem prace etickych komisi a pfi-
pravou nového zakona o léCivech. Spole¢né s predsta-
viteli etickych komisi pro multicentricka hodnoceni a Fo-
rem etickych komisi pokra¢ovalo budovani systému etic-
kych komisi, zejména v oblasti spoluprace mezi jednot-
livymi komisemi a standardech prace etickych komisi pro
multicentricka hodnoceni. V oblasti farmakovigilance se

10

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

THE CR

The Institute's main partner in the CR is the Ministry of
Health (MoH), namely through its Pharmaceutical Branch
responsible for the regulation of pharmaceuticals and medical
devices, for which the Institute prepares analyses, standpoints,
reports and comments on variety of materials. Other partners
include the Division of the Chief Public Health Officer (in the
area of vaccines and food supplements), the Inspectorate of
Narcotic and Psychotropic Substances and the Division of
International Relations and European Integration. As to other
ministries, the Institute has links to the Ministry of the
Environment in the area of genetically modified organisms and
drug packages. Consultations are held with the Ministry of
Industry and Trade on issues having an impact on
manufacturers and advertising of medicinal products, and co-
operation has been under way with this ministry in the so-called
non-harmonised sphere. The Ministry of Finance receives data
on deliveries to pharmacies and 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
under way with the Institute for the State Control of Veterinary
Biopreparations and Medicaments. Questions of borderline
products have been regularly addressed with the State Health
Institute, and questions of radiopharmaceuticals 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 translation of European regulations.

The Institute communicated with the main special-interest
entities namely through meetings on particular topics. Four
meetings were organised with representatives of associations of
pharmaceutical companies/manufacturers of medicinal
products, and with representatives of the distribution chain and
supervisory bodies. These working meetings were aimed at the
exchange of information on the ongoing and forthcoming
changes in the area of drug regulation, and especially the
search for ways towards solving problems related to the CR's
accession to the EU. The working party for clinical trials,
grouping mainly 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
European format application for approval/notification of a clinical
trial, the system of work of ethics committees, and the
preparation of a 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



prohlubovala spoluprace s Ceskou lékafskou spolecnosti
Jana Evangelisty Purkyné, zejména v pfipadech komuni-
kace farmakovigilan€nich regulaénich opatfeni s odbor-
nou vefejnosti. V prabéhu roku 2004 se uskutecénily dvé
schlizky se zajmovymi skupinami, jejichz naplini byla
hlavné vyména informaci a nazort na problematiku
reklamy na léCivé pfipravky a diskuse o navrzich novely
zakona o regulaci reklamy.

Spoluprace se zaméfenim na regulaci zdravotnickych
prostfedkd je nadale udrzovana s asociacemi jako jsou
CZECHMED - Asociace vyrobcl a dodavatelt zdravot-
nickych prostfedkd a Ceska asociace dodavatell in vitro
zdravotnickych prostfedkl - CZEDMA. Pracovnici Ustavu
se také Ucastnili na koordina¢nich schiizkach pofadanych
autorizovanymi osobami k pfipravované legislativé
vztahujici se k zdravotnickym prostfedkdm.

4.3 INSTITUCE EU A DALSIi ZAHRANICNI PARTNERI
Vzhledem ke vstupu CR do EU byly mezinarodni
aktivity ustavu soustfedény v roce 2004 pfedevSim na
spolupraci s institucemi EU a ¢lenskych statli EU. Pracov-
nici Ustavu se v roce 2004 jiz rutinné ucastnili prace
evropskych pracovnich tymu v rdmci vybord a pracovnich
skupin Evropské Iékové agentury a Evropské komise.
Predev&8im za timto ucelem se uskuteénilo celkem 217
zahranicnich sluzebnich cest, kterych se zucastnilo 56
pracovnikd Ustavu. V oblasti zdravotnickych prostredki
pokracovala stejné jako v predchazejicich letech komuni-
kace s nékterymi zahrani¢nimi agenturami pro zdravotnic-
ké prostiedky.

Pravidelné se zastupci ustavu zucasthovali jednani
feditell regula¢nich Iékovych ufadd ¢lenskych statd
(Heads of Medicines Agencies), jednani Farmaceutického
vyboru pfi Evropské komisi (Pharmaceutical Committee)
a Spravni rady EMEA, cozZ jsou nejvyssi organy EU v ob-
lasti regulace IéCiv. Déle se pracovnici Ustavu ucastnili
pravidelnych jednani téchto vyborl a pracovnich skupin:

o Vybor pro humanni IéCivé pfipravky (CHMP)

o Vybor pro IéCivé pfipravky pro vzacna onemocnéni

(COMP)

Vybor pro rostlinné Iécivé pfipravky (HMPC)

skupina pro farmakovigilanci (PhVWP)

skupina pro jakost IéCivych pfipravk( (QWP)

skupina pro Géinnost Ié¢ivych pfipravkl (EWP)

skupiny pro biotechnologii (BWP)

skupiny inspektort SVP a SKP

skupina pro hodnoceni nazvl centralizovanych |éc¢i-

vych pfipravkd (NRG)

« skupina pro zajisténi jakosti prekladll textd k centra-
lizovanym lécivym pfipravkim (QRD)

« skupiny pro implementaci telematiky - EudraNet,

EuroPharm, EudraCT, EudraVigilance, TIG/JIG
o skupina pro hodnoceni regulaénich nakladd (Costing

Group)

« skupina pro usnadnéni procedury vzajemného uzna-
vani (MRFG)
o skupina pro spole¢ny systém sledovani procedur

v MRP (CTS)

o skupina pro porovnavani standard( ¢innosti v Iéko-
vych agenturach (Benchmarking)

o skupina pfi Evropské komisi pfipravujici pokyny pro
zadatele (Notice to Applicants)
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pharmacovigilance, co-operation has been deepening with the
Czech Medical Society JE Purkyne, namely in the cases of
communication of pharmacovigilance measures to professional
public. Two meetings took place in 2004 with special-interest
groups, their main content being an exchange of information
and opinions on problems of advertisement of medicinal
products, and a discussion on proposals of an amended
Advertisement Regulation Act.

Co-operation focused on the regulation of medical devices
has been also continuing with associations such as
CZECHMED - Association of Manufacturers and Suppliers 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.

43 EUINSTITUTIONS AND OTHER FOREIGN PARTNERS
In view of the CR's accession to the EU, the Institute's
international activities in 2004 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 European working teams in the framework of the
committees and working groups and parties of the European
Medicines Agency and the European Commission. Primarily for
this purpose, a total 217 business trips abroad took place, which
were attended by 56 SUKL's staff members. Just like in the
preceding years, co-operation continued in the area of medical
devices with several foreign agencies for medical devices.

The Institute's representatives regularly attended meetings
of Heads of Medicines Control Agencies of the Member States,
meetings of the Pharmaceutical Committee at the European
Commission and of the EMEA Board of Directors, which are the
EU's highest authorities in the area of drug regulation.
Moreover, the Institute's staff members attended regular
meetings of the following committees and working parties and
groups:

o Committee for Human Medicinal Products (CHMP)

Committee for Orphan Medicinal Products (COMP)

Herbal Medicinal Products Committee (HMPC)

Pharmacovigilance Working Party (PhVWP)

Quality Working Party (QWP)

Efficacy Working Party (EWP)

Biotechnology Working Party (BWP)

Inspectors” working parties of GMP and GCP

Name Review Group (NRG)

Quality Review of Documents (QRD)

Groups for the implementation of telematics - EudraNet,

EuroPharm, EudraCT, EudraVigilance, TIG/JIG

« Group for evaluating regulatory costs (Costing Group)

« Mutual Recognition Facilitation Group (MRFG)

o Group for the common system of monitoring procedures in
MRP (CTS)

« Group for comparing standards of activities in drug control
agencies (Benchmarking)

o Group at the European Commission for the preparation of
guidelines for applicants (Notice to Applicants)

o Group at the European Commission for the preparation of
guidelines implementing the Directive on Good Clinical
Practice
A total of 27 Institute's staff members were involved in 2004

in the activity of 25 working groups and committees, which

implied a significant workload. The participation in these
meetings yielded a lot of useful information and experience that



skupina pfi Evropské komisi pfipravujici pokyny imple-
mentujici smérnici ke spravné klinické praxi.

Celkem se v roce 2004 zapoijilo 27 pracovnik( Ustavu
do &innosti 25 pracovnich skupin a vybor(, coZz znamena-
lo vyznamnou pracovni zatéz. Ucast na téchto jednanich
vSak pfinesla mnoho uzite€nych informaci a zkuSenosti,
které byly dale vyuzity pfi praktickych ¢innostech ustavu,
zejména pfi pfipravé na implementaci nové legislativy
a pfi pfipravé navrh( a pokynt SUKL.

Pokracovala také spoluprace s Evropskym ustfedim
pro kvalitu 1éCiv Rady Evropy (EDQM) a siti oficialnich
laboratofi pro kontrolu Ié¢iv (OMCL). V ramci této
spoluprace se pracovnici Ustavu podileli na pfipravé
spole¢nych dokumentl pro systém jakosti podle EN ISO
17025, na spole¢nych studiich kontroly jakosti IéCiv
v obéhu, porovnavacich studiich a pfipravé referenénich
latek pro Evropsky lékopis, zucastfiovali se pracovnich
setkani OMCL, specializovanych seminar(i pro kontrolu
centralizovanych pfipravk(l. Pokracovala i spoluprace
s Evropskou Iékopisnou komisi na pfipravé dalSich
doplnkd Ph. Eur. Ed. 5.

V prvni poloviné roku 2004 pokracovaly aktivity
v ramci twinningového projektu zaméfeného na posileni
odborné kapacity Ustavu v oblasti registraci a klinického
hodnoceni, dozoru nad trhem, farmakovigilance, posileni
managementu Ustavu a zavadéni systému jakosti, ve
kterém byla partnerem Ustavu britska Iékova agentura
MHRA. Projekt probihal od fijna 2002 po dobu 20 mésicu
a za tuto dobu bylo proskoleno pfiblizné sto odborniki
z fad zaméstnancl Ustavu a externich spolupracovniki.
Ze strany MHRA se ho zucastnilo 56 expertd, ktefi b&éhem
97 navstév realizovali v SUKL celkem 559 dni Skoleni
a konzultaci. Na zacatku roku 2004 probéhl audit
vysledkd projektu, ktery provedla irska |ékova agentura
ve dvou fazich - jedné zaméfené na registrace, klinicka
hodnoceni a farmakovigilanci, druhé na inspektoréat
a laboratore. Vysledek tohoto auditu byl pozitivni a byl
akceptovan Evropskou komisi. Projekt, zakoneny
v kvétnu 2004, byl hodnocen Evropskou komisi jako velmi
uspésny a vedeni ustavu na zakladé pfinosu tohoto
projektu a doporuéeni, kterd vzesla z jeho zavérd,
zvazuje realizaci podobného projektu, ktery by byl
zamérfen na hodnoceni klinické a preklinické ¢asti
registracni dokumentace, regulaci tkani a bunék a oblast
zdravotnickych prostredku.

V roce 2004 pokraCovalo v oblasti inspekénich aktivit
zapojeni pracovnikd ustavu do ¢innosti OECD panelu
spravné laboratorni praxe. V ramci spoluprace ve
Pharmaceutical Inspection Co-operation Scheme (PIC/S)
byli pracovnici Ustavu zapojeni do prace vykonného
vyboru PIC/S, expertnich skupin (transfuzni pfipravky,
medicinalni plyny a nemocni¢ni 1ékarny).

V oblasti zdravotnickych prostfedkd vyuzival ustav
informace od nékolika zahrani¢nich kompetentnich auto-
rit, zejména britské Medicines and Healthcare Products
Regulatory Agency, slovenského SUKL a ojedinéle od
dalSich kompetentnich autorit, a nadale se podilel na pro-
gramu hlaSeni nezéadoucich pfihod (Global MD
Competent Authority Report) z Kanady. Pro ucinné
zapojeni do systému prace regulacénich instituci v oblasti
vigilance a dozorovych aktivit ve vztahu ke zdravotnickym
prostfedkim v8ak nebyly zajistény optimalni podminky.
Zejména nedoSlo mezi institucemi v CR k zavedeni
systému zajistujiciho pravidelny pfistup k informacim
z prislusnych pracovnich skupin pfi Evropské komisi
a informacim o vigilan¢nich signalech.
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were further used in the Institute's practical activities, namely in
the preparation for the implementation of new legislation and the
preparation of the SUKL's proposals and guidelines.

Also continuing was the Institute's co-operation with the
European Directorate for the Quality of Medicines (EDQM) and
the network of Official Medicines Control Laboratories (OMCLs).
In the framework of this co-operation, the Institute's staff
members took part in the preparation of common documents for
the quality system according to EN ISO 17025, in joint studies of
the quality control of medicines in circulation, comparative
studies and the preparation of reference substances for the
European Pharmacopoeia, and the attended working meetings
of the OMCLs and of specialised seminars on the control of
centralised products. Co-operation was also continuing with the
European Pharmacopoeia Commission in the drafting of further
amendments to the Ph. Eur. Ed. 5.

The first half of the year 2004 saw continuation of the
Twinning Project aimed at strengthening the Institute's expert
capacity in the area of authorisations and clinical trials,
supervision over the market, pharmacovigilance, strengthening
the Institute's management and introducing a quality system, in
which the SUKL's partner was the Medicines and Healthcare
products Regulatory Agency (MHRA) of the UK. The project
started in October 2002 and lasted 20 months, in which time
approximately a hundred experts from among the Institute's
employees and external collaborators were trained. Participating
in it on the side of the MHRA were 56 experts who, during 97
visits to SUKL, delivered a total of 559 days of training and
consultations. At the beginning of the year 2004, an audit was
made of the project results by the Irish Medicines Control
Agency in two stages: one focused on marketing authorisation,
clinical trials and pharmacovigilance, and the other with focus
on inspectorate and laboratories. The result of the audit was
positive and was accepted by the European Commission. The
project, completed in May 2004, was evaluated by the European
Commission as very successful and the Institute's management,
on the basis of the contribution of this project and
recommendations stemming from its conclusions, considers a
similar project that would be focused on the assessment of
clinical and pre-clinical part of dossiers, regulation of tissues
and cells, and the sphere of medical devices.

In the area of inspection activities, the year 2004 saw a
continuous involvement of the Institute's staff members in the
activity of the OECD panel of Good Laboratory Practice. In the
framework of the Pharmaceutical Inspection Co-operation
Scheme (PIC/S), the Institute's staff members were involved in
the work of the PIC/S Executive Committee and of expert
groups (blood products, medicinal gases and hospital
pharmacies).

In the area of medical devices, the Institute was using
information from several competent foreign authorities, namely
the Medicines and Healthcare Products Regulatory Agency of
the UK, the Slovak SUKL, and occasionally also from other
competent authorities, and it continued to be involved in the
program of reporting on adverse drug reactions (Global MD
Competent Authority Report) of Canada. Nevertheless, optimal
conditions have not been ensured for an efficient involvement in
the system of work of regulatory institutions in the area of
vigilance and supervisory activities in relation to medical
devices. In particular, no system was introduced between
institutions in the CR that would ensure a regular access to
information from the respective working parties and groups at
the European Commission and to information on vigilance
signals.



4.4 JINE MEZINARODNI AKTIVITY

V roce 2004 stejné jako v predchazejicich letech probi-
haly pracovni kontakty s evropskou ustfednou WHO
v Kodani i s centrem WHO v Zenevé v oblasti lékové
informatiky, tvorby a aplikace ATC systému, hodnoceni
terapeutické hodnoty IéCiv a jejich uziti v praxi (DURG),
farmakovigilance a nezadoucich u¢inkd. V ramci této
spoluprace bylo oponovano 14 monografii vydavanych
WHO pro oblasti spravné vyrobni a distribu¢ni praxe,
oblast registraci, zejména stability a bioekvivalence,
a oblast rostlinnych lécivych pfipravki. Ustav stejné jako
v pfedchozich letech plisobil jako aktivni ¢len Mezinarodni
spoleénosti |ékovych bulletini (International Society of
Drug Bulletins).

S Radou Evropy probihala spoluprace ve dvou spe-
cificky vymezenych oblastech, a to pro 1éCivé pfipravky,
jejichz vydej je umoznén bez lékarského predpisu, a pro
koordinaci vynucovani prava v pfipadé poruSovani lékové
legislativy.

Pokracovala také spoluprace s nékolika zahrani¢nimi
asociacemi regula¢nich profesionald (DGRA, ESRA,
PEFRAS, BIRA, EUROMED) a informaénimi a vzdéla-
vacimi agenturami (DIA, EUDIPHARM, IBC, Forum, IIR).
Na vybranych akcich téchto instituci pracovnici ustavu
informovali domaci i zahraniCni vefejnost o Cinnosti
ustavu, regulaci l1éCiv v CR a technikach pfekonani obdobi
pfed vstupem do EU. Proti pfedchazejicim rokim vsak
musely byt tyto aktivity z kapacitnich divodi omezeny.
Podnéty pro praci ustavu pfinasela i vyména informaci
s nadnarodnimi asociacemi farmaceutickych vyrobcl
(EFPIA, EGA, AESGP, IFPMA) a zahrani¢nimi asocia-
cemi vyrobcl zdravotnickych prostfedku.

Pracovnici Ustavu se Uc¢astnili seminafl, workshop,
konferenci, kongresl a nejrGznéjSich tréninkovych akci
pofadanych EMEA, regula¢nimi agenturami ¢lenskych
statd, WHO i zahraniénimi asociacemi regulaénich
profesionalll a informaénimi a vzdélavacimi agenturami,
a to zejmeéna v aktivni roli pfednasejicich, ale i pasivné
v ramci vzdélavani. UCast na téchto akcich byla vyznam-
nou soucasti vzdélavani pracovnik( Ustavu.

4.5 INFORMACE O PRUBEHU REALIZACE A NA-
PLNENI CiLU PROJEKTU "PRIDRUZOVANI
K EU"

V ramci vladniho Nérodniho programu pro pfidruzo-
vani k EU byly od roku 1999 definovany dlouhodobé
ukoly souvisejici s pfipravou na vstup CR do EU. Pro
SUKL byly stanoveny nelegislativni ukoly v oblasti léCiv,
které byly pribézné plnény. V roce 2004 byly realizovany
nasledujici ukoly:

o Dosazeni EU standardu garanci diivérnosti pro zacha-
zeni s podklady pfedlozenymi Zadateli o registrace,
povoleni vyroby, klinické hodnoceni aj., véetné zava-
déni elektronické komunikace se Zadateli a pfipravy
na zavedeni spole¢ného formatu registraéni dokumen-
tace v elektronické formé (e-CTD)

« Prehodnoceni registrovanych Ié€ivych pfipravkd z po-
hledu aplikace pozadavk( EU

o Zaclenéni pokynt Evropské komise a Vyboru pro hro-
madné vyrabéné lécCivé pfipravky (CPMP) do posu-
zovani léc¢ivych pfipravkd v pribéhu registraéniho
fizeni a do regulaénich procesl

44 OTHER INTERNATIONAL ACTIVITIES

Just like the preceding years, the year 2004 saw a
continuation of working contacts with the WHO European centre
in Copenhagen and with the WHO Centre in Geneva in the area
of drug informatics, the development and application of the ATC
system, the assessment of therapeutic value of drugs and their
practical use (DURG), pharmacovigilance and adverse drug
reactions. In the framework of this co-operation, expert opinions
were given on 14 monographs published by the WHO for areas
of Good Manufacturing and Distribution Practice, the area of
marketing authorisation, especially stability and bioequivalence,
and the area of herbal medicinal products. Just like in the
preceding years, the Institute continued to be an active member
of the International Society of Drug Bulletins.

Co-operation with the Council of Europe was continuing in
two specifically defined spheres: OTC medicinal products, and
coordination of enforcement activity in cases of breaches of
drug legislation.

Co-operation was also continuing with several foreign
associations of regulatory professionals (DGRA, ESRA,
PEFRAS, BIRA, EUROMED) and with information and
education agencies (DIA, EUDIPHARM, IBC, Forum, IIR). In
selected events held by these institutions, the Institute's staff
members informed both the national and foreign public on the
SUKL's activity, on drug regulation in the Czech Republic, and
on techniques used for overcoming the period prior to accession
to the EU. Contrary to the preceding years, however, these
activities had to be limited for capacity reasons. Impulses to the
Institute's work were given by the exchange of information with
supranational associations of pharmaceutical manufacturers
(EFPIA, EGA, AESGP, IFPMA) and foreign associations of
manufacturers of medical devices.

The Institute's staff members attended seminars,
workshops, conferences, congresses and various types of
training events organised by the EMEA, regulatory agencies of
the Member States, the WHO and foreign associations of
regulatory professionals and information and educational
agencies, both actively in the role of lecturers and passively in
the framework of training. The participation in these events was
an important part of the education of the Institute's staff
members.

45 INFORMATION ON THE PROCESS OF
IMPLEMENTATION AND FULFILMENT OF TASKS OF
THE PROJECT "ACCESSION TO THE EU"

In the framework of the Government's National Program for
Accession to the EU, long-term tasks have been defined since
1999 with respect to the preparation of the CR's accession to
the EU. The SUKL was given non-legislative tasks in the area of
pharmaceuticals, which have been gradually fulfilled. The
following tasks were implemented in 2004:

o Attainment of the EU standard of guarantees of
confidentiality in handling of documents submitted by
applicants for marketing authorisation, manufacturing
authorisations, approval of clinical trials, etc., including the
introduction of electronic communication with applicants and
preparation for the implementation of the electronic format of
dossiers (e-CTD)

« Reassessment of authorised medicinal products from the
point of view of the application of EU requirements

« Integration of guidelines of the European Commission and
the Committee for Proprietary Medicinal Products (CPMP)
into the assessment of medicinal products in the course of
MA procedure and into regulatory processes

o Completion of the infrastructure for the sector of human
medicinal products, including investments in the



Dobudovani infrastruktury pro sektor humannich I1éCiv,
véetné investic do rekonstrukce laboratofi, modernizace
vybaveni laboratofi a vypocetni techniky, zvySovani
kvalifikace zaméstnancl a spole¢né inspekce, prové-
feni dosazeného standardu €innosti, napf. akreditaci aj.
Dosazeni EU standardu pro systém farmakovigilance
v€etné napojeni na systém rychlého varovani EU
Provéreni inspektoratu spravné vyrobni praxe a kon-
trolnich laboratofi ustavu inspektory britské lékové
agentury v ramci twinningového projektu

Regulace klinického hodnoceni 1é¢ivych pripravkl
podle smérnice 2001/20/ES, v€etné napojeni na
systém EMEA

Obhéajeni standardu inspekéniho dozoru spravné vy-
robni praxe u zahrani¢nich vyrobcl léCivych pfipravkd
registrovanych v CR

Zaclenovani do procedury vzajemného uznavani a do
spole¢nych aktivit Clenskych statu.

Vysledky plnéni téchto Ukoll jsou promitnuty v jednot-
livych kapitolach této vyro¢ni zpravy, zejména v €asti 5
zpravy. PInéni ukoll bylo v oblasti neinvestiéni zajisto-
vano za finan¢ni podpory MZ (viz ¢ast 7.1).

5. CINNOST USTAVU

5.1. AGENDA CELKEM

Zakladem systému administrativni spravy dokumentd
ustavu je od 1.1.2002 elektronicka spisova sluzba - SSL
GINIS. Béhem roku 2004 bylo v SSL GINIS evidovano
39 380 doru¢enych pisemnosti (v pfedchazejicim roce
29 392) a 25 465 odeslanych pisemnosti (v pfedcha-
zejicim roce 19 235). Celkem tak doslo k meziroénimu
narlistu evidované agendy ustavu o dalSich 33 % (obr.1).
Kromé standardni agendy se podstatné zvysSil i pocet
pozadavkl instituci statni spravy na ustav. V mnoha
pfipadech Slo o stanoviska vyzadovana ve velmi kratkych
terminech. Napfiklad jen ze strany Ministerstva
zdravotnictvi a dalSich ustfednich spravnich organd bylo
v roce 2004 evidovano 81 takovych terminovanych
zadosti 0 zavazna stanoviska, z nichz 48 bylo pozado-
vano nejdéle do 10 dnl. Sprava dokumentl v odpo-
védnosti administracniho oddéleni zahrnuje i zajiStovani
provozu archivnich prostor (mimo hlavni budovu Ustavu),
kde jsou na celkové ploSse 1 160 m? ulozeny pfevazné
registracni dokumentace IéCivych pfipravku.
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reconstruction of laboratories, modernisation of laboratory
equipment and computer technology, increasing the
employees' qualification and joint inspections, testing the
attained standard of activities, e. g. accreditations, etc.
Attainment of the EU standard in the pharmacovigilance
system including connection to the EU Rapid Alert system
Review of the inspectorate of Good Manufacturing Practice
and control laboratories by inspectors from the MHRA (UK)
in the framework of the Twinning Project
Advertising in the area of medicinal products - introduction of
a surveillance system according to the EU standards
« Regulation of clinical trials on medicinal products according
to the Directive 2001/20/ES, including connection to the

EMEA system
« Vindication of the standard of inspection supervision of

Good Manufacturing Practice at foreign manufacturers of

pharmaceuticals authorised in the CR;

« Involvement in the mutual recognition procedure and joint
activities of Member States.

The outcomes of fulfilment of these tasks are reflected in
individual chapters of this Annual Report, namely in chapter 5.
The tasks were pursued with the financial support of the Ministry
of Health, (see part 7.1).

5. THE INSTITUTE’S ACTIVITY

5.1. OFFICE WORKIN TOTAL

As of 1 January 2002, the system of the Institute's
administrative management of documents is based on the SSL
GINIS system of electronic record service. Registered in the
SSL GINIS in the course of 2004 were 39,380 received
documents (29,392 in the previous year) and 25,465 sent
documents (19,235 in the previous year). This implies a year-
on-year increase of the Institute's registered office work by
another 33 % (Fig.1). Apart from standard office work, there was
a major rise of the number of requests sent by state
administration institutions to the Institute. In many cases,
SUKL's opinions were requested within very short deadlines.
For instance, only the Ministry of Health and other central
administration institutions sent 81 such time-limited requests for
relevant opinions in 2004, of which 48 were requested within
deadline of maximum ten days. The management of documents
in the competence of the Administration Department also
includes the operation of archives premises outside the
Institute's main building where mostly dossiers are stored on a
total area of 1,160 m?.
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V roce 2004 bylo soustfedéno feSeni agendy odvolani
do oblasti pravni a regula¢ni podpory. Celkem bylo
zpracovano 96 odvolani do rozhodnuti ustavu, a to
v oblastech registra¢ni, inspekéni a zdravotnickych
prostfedkd (tab.1). Z tohoto poctu bylo 44 odvolani
vyfeSeno tzv. autoremedurou, tj. Ustav sam zrusil vydané
rozhodnuti a v fizeni bylo pokracovano. 52 odvolani bylo
pfedano k feseni MZ CR a ve vSech téchto pfipadech MZ
CR odvolani zamitlo a potvrdilo rozhodnuti ustavu.

In 2004, the office work regarding appeals was concentrated
in the area of legal and regulatory support. A total 96 appeals
against the Institute's decisions were processed, namely in the
spheres of marketing authorisation, inspection and medical
devices (Table 1). Out of this number, 44 appeals were solved
through the so-called self-remedy, i.e. the Institute itself
cancelled an issued decision and the procedure continued. 52
appeals were forwarded to the Ministry of Health of the CR, and
in all these cases the MoH CR refused the appeals and
confirmed the Institute's decisions.

Tabulka 1. Piehled odvolani podanych v roce 2004
Table 1. Survey of appeals lodged in 2004
Agenda Pocet | Autoremedura Pfedano MZ CR MZ odvolani vyhovélo| MZ odvolani zamitlo
Area celkem Self-remedy |Forwarded to MoH CR Appeals accepted a potvrdilo rozhodnuti
Total by MoH SUKL
number Appeals refused and
SUKL's decisions
confirmed by MoH
REG 87 42 45 0 45
INS 7 2 5 0 5
ZP/MDs 2 0 2 0 2
96 44 52 0 52
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5.2 REGISTRACE LECIVYCH PRIPRAVKU
5.2.1 Agenda zadosti o registraci a prodlouzeni
registrace

Pocet pfijatych zadosti o registraci byl v roce 2004
srovnatelny s poétem pfijatych zadosti v roce 2003,
zatimco poclet zadosti o prodlouzeni registrace byl
v porovnani s rokem 2003 podstatné vyS$si (tab. 1).
Ponékud se snizil podil zadosti o registraci, které byly pfi
vstupni kontrole hodnoceny jako vyhovujici - u zadosti
pfijatych béhem roku 2004 splfiovalo vSechny pozadavky
na uplnost podkladl pouze 19,9 % zadosti o registraci
(v roce 2003 to bylo 24,7 %). U zadosti o prodlouzeni byl
naopak podil formalné vyhovuijicich Zadosti vyssi (47,6 %)
nez v predchazejicim roce (36,7 %). Z podnétu SUKL
nebo samotného zadatele bylo zastaveno ve fazi vstupni
kontroly 25 zadosti o registraci a 19 zadosti o prodlouzeni
registrace. U 87 zadosti o registraci byla registra¢ni doku-
mentace Uplné nebo ¢astecné predlozena v elektronické
formé. V porovnani s rokem 2003 (46 zadosti) tedy evi-
dentné vice Zadatell vyuziva elektronického zpracovani
podklada.

5.2
5.2.1

AUTHORISING OF MEDICINAL PRODUCTS
Applications for new marketing authorisation and
renewals

The number of applications for new marketing authorisation
received in 2004 was comparable with the number of
applications received in 2003, while the number of applications
for the renewal of marketing authorisation was substantially
higher than in 2003 (Table 1). There was a slight drop in the
number of MA applications that were assessed as compliant at
the check-in: as to applications received in the course of 2004,
only 19.9 % complied with all the requirements for the
completeness of documents (in 2003 it had been 24.7 %). On
the other hand, as to applications for renewal, the proportion of
formally compliant applications was higher (47.6 %) than in the
previous year (36.7 %). At the initiative of SUKL or applicants
themselves, 25 applications for marketing authorisation and 19
applications for renewal were stopped at the check-in stage. In
87 cases the dossiers in support of applications for marketing
authorisation were submitted either completely or partially in
electronic form. Thus, in comparison with the year 2003 (46
applications), apparently more applicants have been using the
electronic processing of documents.

Tabulka 1. Poéty Zadosti pfijatych administraénim oddélenim v priibéhu roku 2004 a porovnani s rokem 2003
Table 1. Numbers of applications received by the Administration Department in 2004 and comparison with
2003
Zadosti o registrace Zadosti o prodlouzeni Zastaveni zadosti ve fazi
Applications for Applications for vstupniho posouzeni dokumentace
marketing renewal of marketing Nové registrace a prodlouzeni
authorisation authorisation Halted applications due
to incomplete dossiers
at check-in
New marketing authorisations
and renewals
Pocet v roce 2004
(% roku 2003) 492 921 25+ 19
Number in 2004 (106 %) (130 %) (147 %)
(% against 2003)

Jiz od prvnich mésici po vstupu CR do EU vysoky
podil pfedlozenych zadosti pfedstavovaly zadosti
o registraci procedurou vzajemného uznavani (MRP) - viz
obr. 1. Od 1.5.2004 do konce roku bylo v ramci této pro-
cedury predlozeno 259 zadosti s CR jako zu€astnénym
Clenskym statem, pouze jedina zadost byla Zadatelem
stazena a bylo vydano 35 rozhodnuti o registraci. Pro
pfipravky dfive registrované narodni procedurou bylo
umoznéno zafazeni léCivého pfipravku do procedury
vzajemného uznavani postupem, kdy je vydano nové
rozhodnuti o registraci se zachovanim stejného nazvu,
registraéniho ¢isla i kédd SUKL, a v roce 2004 probéhly
timto zpisobem 3 procedury. Koncem roku 2004 byly
také zahajeny prvni 2 procedury MRP, v nichz byla CR
referenénim Clenskym statem.
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Since the first months of the CR's accession to the EU, a
high proportion of submitted applications were applications for
authorisation through the mutual recognition procedure (MRP) -
see Fig. 1. From 1 May 2004 to the end of the year, 259
applications were submitted in the framework of this procedure
with the CR as the Concerned Member State; only one
application was withdrawn by the applicant, and 35 marketing
authorisations were issued. 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; three such procedures took place in
2004. The end of the year 2004 also saw the start of two MRP
procedures, in which the CR was the Reference Member State.



Obr. 1.
jednotlivych mésicich po vstupu CR do EU

Pocéty zadosti o registraci procedurou vzajemného uznavani a narodni procedurou predlozené v

Fig. 1. Numbers of applications for marketing authorisation through the mutual recognition procedure,
submitted in the various months after the CR's accession to the EU
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Pocet zastavenych zadosti o registraci se v roce 2004
zvysil ze 158 v roce 2003 na 255, nebot pfed vstupem do
EU byla zastavena na Zadost Zadatell velka ¢ast zadosti,
které nemohly byt dokon¢eny narodni procedurou po
vstupu do EU, protoze jiz byly registrovany v nékterém
z Elenskych statu.

V prdbéhu roku doslo k ukonéeni narodnich registraci
pfipravki registrovanych v navaznosti na centralizovanou
proceduru v EU a po vstupu CR do EU se rozsifila plat-
nost centralizovanych registraci EU i na CR. Pro zajisténi
dostupnosti textt souhrnl Udaju o pfipravku a pribalovych
informaci centralizovanych pfipravkd v ¢estiné probihala
uzka spoluprace s Evropskou lékovou agenturou. Nad
ramec standardni kontroly zaménitelnosti nazva lécivych
pfipravk( provadéné na vyzadani a v souvislosti s poda-
nim zadosti o registraci ¢i zménu registrace se uskutec-
nila kontrola potencialni zaménitelnosti nazvl vSech
existujicich centralizovanych pfipravki s pfipravky, které
jsou registrovany v CR.

V pfipadé rozhodnuti o registraci se jednalo o 88 roz-
hodnuti udélenych pro "samostatné" zadosti o registraci,
152 rozhodnuti bylo vydano pro zadosti s odkazem na
udaje referenéniho pfipravku na zakladé dolozeni zasadni
podobnosti, at jiz Slo o zadosti generické ¢i hybridni.
2 rozhodnuti byla udélena pro homeopatika (tab. 2).
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The number of halted applications for marketing
authorisation increased from 158 in 2003 to 255 in 2004
because, prior to accession to the EU, applicants withdrew a
large amount of applications that could not be completed in the
national procedure after accession since they had been
authorised in one of the Member States.

In the course of the year, national authorisations were
terminated of the products authorised in relation to the
centralised procedure in the EU and, 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. Beyond the framework of the standard control of the
interchangeability of names of medicinal products made upon
request and in relation to the new submissions or variations, a
control was carried out of potential interchangeability of names
of all the existing centralised products with those that are
authorised in the CR.

From among the issued marketing authorisations, 88 were
based on "self-standing" applications, and 152 decisions were
issued with reference to data of the reference product on the
basis of essential similarity to data of reference products, be it
generic or hybrid applications. Two marketing authorisations
were granted to homeopathics (Table 2).



Tabulka 2. Pravni zaklad a povaha zadosti, pro které byla v roce 2004 udélena rozhodnuti o registraci

Table 2. Legal basis and types of applications that were granted marketing authorisations in 2004
Pocet reg. Pocet kodu
cisel Number
Number of codes
of MA numbers
Samostatné zadosti / Self-standing applications 88 276
Samostatna s vlastnimi experimentalnimi udaji 38 136
Self-standing supported by own experimental data
Samostatna v navaznosti na centralizovanou proceduru EU
pred vstupem 0 0
Self-standing following the EU centralised procedure prior to
accession
Samostatna s vlastnimi experimentalnimi Udaji v navaznosti
na proceduru vzajemného uznavani EU pred vstupem 8 10
Self-standing supported by own experimental data following
the EU MRP prior to accession
Samostatna s bibliografickymi udaji 49 130
Self-standing supported by bibliographic data
Zadosti o registraci s odkazem (generické, hybridni) / 152 784
Applications with reference (generic, hybrid)
Homeopatikum / Homeopathics 2 4
Celkem / Total 242 1340

5.2.2 Agenda zadosti o zménu v registraci a prevody
registrace

V roce 2004 doslo v dlsledku nabyti G¢innosti vyhlas-
ky &. 473/2000 Sb. a zméné v pravidlech predkladani
zmén ke zvySeni poctu pfedkladanych zadosti o zménu
v registraci. Pocet vyfizenych Zadosti u zmén typu | se
meziro¢né zvysil. Proti zpracovani 3 559 zmén v roce
2003 bylo na zakladé 5 697 predlozenych ohlaseni
zmény typu | celkem vyfizeno 6 324 (zahrnuje i zadosti
z roku 2003 a 577 zmén pfibalové informace a obalu).
U zmén typu Il vzrostl pocet vyfizenych zmén o 33 % - na
zakladé 1 190 zadosti bylo vyfizeno 1 237 zmén typu II.
Tento narlst byl zplUsoben také nutnosti harmonizovat
nékteré dfive registrované léCivé pfipravky se stavem
platnym v EU. PoCet negativnich rozhodnuti u zmén se
zvySil, coz bylo ve vétsiné pfipadl zpusobeno zménou
postupu vyfizovani zmén typu | v souvislosti s nabytim
ucinnosti novely zakona o IéCivech v ¢ervnu 2003. V roce
2004 bylo zamitnuto a zastaveno celkem 579 zmeén.
V pfipadé vyfizovani zmén typu | byly i pfes narust
zadosti zavéry pfijimany ve |haté 30 dnl. Sdéleni
o schvaleni zmény bylo odesilano Zzadateli v primérné
Ihaté 2,2 mésice. Velice brzy po vydani rozhodnuti
o registraci v ramci MRP byly pfedlozeny Zadosti o zmény
registrace, pficemz jesté v roce 2004 bylo pfijato 29 zmén
typu 1A a 6 zmén typu IB.

V souvislosti s nabytim ucinnosti novely zékona bylo
dale vyfizeno 626 zadosti o pfevod registrace (tab. 3),
z nichz 4 byly zamitnuty a 2 stazeny.
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5.2.2 Applications for variation to a marketing
authorisation and transfers of marketing
authorisation

Owing to the fact that the Implementation Regulation
(Decree) no. 473/2000 came into force and that there was a
change in the rules for submission of applications for variation,
the year 2004 saw an increase in the number of applications for
variation to a marketing authorisation. The number of processed
applications for variations of Type | increased year-on-year. As
against the processing of 3,559 variations in 2003, on the basis
of 5,697 notifications of variations of Type I, a total of 6,324
applications were processed (including applications from 2003
and 577 variations to patient information leaflet and packaging).
In case of variations of Type Il, the number of processed
variations increased by 33 % - on the basis of 1,190
applications, 1,237 variations of Type Il were processed. This
rise was also caused by the need to harmonise some of the
already authorised medicinal products with the conditions valid
in the EU. The number of negative decisions on variation
increased, which in most cases was due to a change in the
method of processing variations of Type | in relation to the fact
that the amended Act on Pharmaceuticals had come into effect
in June 2003. The year 2004 saw the rejection and withdrawal
of a total of 579 variations. In case of processing variations of
Type |, despite the growth in the number of applications,
conclusions were made within an average time limit of 2.2
months. Very soon after the issue of the marketing authorisation
in the framework of MRP, applications for variation were
submitted, and 29 variations of Type IA and six variations of
Type IB.

Furthermore, in relation to the coming into force of the
amended law, 626 applications for a transfer of marketing
authorisation were processed (Table 3), four of which were
rejected and two withdrawn.



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

2004
Table 3. Numbers of issued new marketing authorisations, variations to and renewals of marketing
authorisations in 2004
Nové Prodlou- | Zmény | ZményPl | Prevod Zmény | ZruSeni | Zamitnuti | Zastaveni | Oprava
registrace Zeni typul aobalu |registrace | typull |registrace | Zmény | registrace |rozhodnuti
New MAs | Renewal | Variations | Variations| Transfer | Variations |Withdrawal| Rejection |Suspension| Corr. of
oftypel | inPland | of MA | of Typell | of MA |of variation| ofrMA | decision
packaging
Pocet
celkem
Tolal 242 424 6324 577 626 1237 769 283 69 45
number

5.2.3 Agenda zadosti o zménu zplisobu vydeje a dal-
Si specifické agendy navazujici na registrace

Bylo pfijato 24 zadosti o posouzeni vydeje bez Iékaf-
ského predpisu, 3 zadosti se pfesunuly z roku 2003. Cel-
kem bylo zpracovano 17 stanovisek pro pfipady, kdy
nebylo mozné vyuzit precedentu rozhodnuti z minulosti,
z nichz ve 3 pripadech byl vydej bez Iékarského predpisu
zamitnut. Stanoviska se stejné jako v pfedchozim roce
vztahovala jak k zafazovani pfipravkl s obsahem |é¢i-
vych latek dosud dostupnych pouze na lékarsky predpis,
tak k novym lékovym formam nebo vétSim velikostem
baleni v porovnani s dosud registrovanymi volné prode;j-
nymi pfipravky. V procesu posuzovani na pfelomu roku
2004/2005 zlstalo 10 zadosti.

V oblasti vyhrazenych 1é€iv bylo pfijato 14 Zadosti,
z roku 2003 se nepresunula zadna zadost. Celkem byla
vydano 10 kladnych stanovisek k zafazeni mezi vyhraze-
na léciva, zadna zadost nebyla zamitnuta a 4 zadosti
zUstavaji v procesu posuzovani.

5.2.4 Pfehodnocovani dokumentaci jiz registrova-
nych pfipravk(

V roce 2004 pokraCovalo prfehodnocovani registraéni
dokumentace dfive registrovanych lécivych pfipravkl
v souvislosti s blizicim se vstupem do EU a nutnosti
dodrzet jednotny standard vSech registrovanych pfipravk
odpovidajici pozadavkiim EU (tzv. akce UPDATE).
V ramci této ¢innosti byly postupné vyzadovany podklady
ke vSem pfipravkliim registrovanym do konce roku 1997
s vyjimkou homeopatik, tradi¢nich fytofarmak a pfipravkl
registrovanych zjednodu$enymi postupy na zakladé
registrace uskutec¢néné v EU. V souvislosti s pfehod-
nocovanim registraénich podkladli vzrostl pocet zrusenych
registraci na dvojnasobek v porovnani s rokem 2003.

5.2.5 Odvolani proti rozhodnuti a chyby v rozhodnu-
tich

Oproti lofiskému roku se zvysil pocet odvolani proti
rozhodnuti Ustavu v oblasti registraci (z 43 v roce 2003 na
87 v roce 2004, viz 5.1). PoCet oprav rozhodnuti klesl
0 22 %. Celkovy pocet administrativnich oprav v rozhod-
nutich a pfilohach ¢&inil 45, tedy 0,5 % vSech rozhodnuti
vydanych v souvislosti s registraci (tab. 3).
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5.2.3 Applications for a change of the method of
dispensing and other specific types of post-
authorisation work

Twenty-four applications for dispensing without medical
prescription were received; three applications were transferred
from the year 2003. A total of 17 opinions were elaborated in
cases where it was impossible to use precedent decisions from
the past, three of which rejected the dispensing without medical
prescription. Just like in the previous year, the opinions were
related to the inclusion of medicinal products containing active
substances so far available only on prescription, as well as to
new pharmaceutical forms or larger package sizes in
comparison with OTCs registered so far. Ten applications
remained in the process of assessment at the turn of the years
2004/2005.

As regards selected pharmaceuticals, 14 new applications
were submitted and no application was transfered from the year
2003. Ten positive opinions on clasification as selected
pharmaceutical were issued, no application was rejected and
four applications are pending.

5.2.4 Reassessment of dossiers of already authorised
products

Continuing in the year 2004 was the reassessment of
dossiers of already authorised medicinal products in relation to
the forthcoming accession to the EU, and to the need of
adherence to a single standard of all authorised products (the
so-called UPDATE project). In the framework of this activity,
documents were gradually requested for all the products
authorised before the end of 1997, excluding homeopathics,
traditional phytopharmaceuticals, and products authorised
through simplified procedures on the basis of authorisation
carried out in the EU. In relation to the reassessment of
dossiers, the number of withdrawn MAs doubled in comparison
with the year 2003.

5.2.5 Appeals against decisions and errors in decisions

As against the previous year, the number of appeals against
the Institute's decisions in the area of granting marketing
authorisations increased (from 43 in 2003 to 87 in 2004, see
5.1). The number of corrections in decisions dropped by 22 %.
The total number of administrative corrections in decisions and
annexes equalled 45, i.e. 0.5 % of all decisions issued in
relation to authorisation (Table 3).



Tabulka 4. Zastaveni fizeni ¢i zamitnuti u jednotlivych typl zadosti

Table 4. Withdrawals or rejections for the various types of applications

Typ zadosti Pocet celkem Zastaveno Zastaveno Zamitnuto
Type of application Total number na zadost firmy rozhodnutim SUKL Rejected

Withdrawn by Withdrawn by
applicant SUKL s decision

Registrace

Marketing authorisation = el £ e
Prodlouzeni registrace

Renewal of MA e 120 2 =
Zmeny registrace typu |

Variations- type | S5 A 2l =5
Zmeény registrace typu Il

Variations- type Il 2k & 7 ’
Celkem

Total 971 630 69 272
5.3. POSUZOVANi HRANICNICH PRIPRAVKU, 5.3 ASSESSMENT OF BORDERLINE PRODUCTS, WORK

AGENDA POUZIVANI NEREGISTROVANYCH
PRIPRAVKU, VYDAVANI STANOVISEK KE
SPECIFICKYM LECEBNYM PROGRAMUM

V ramci agendy posuzovani hrani¢nich pripravkd
a vydavani rozhodnuti k zafazeni vyrobku nedo$lo v ob-
lasti spoluprace s ostatnimi spravnimi urady k zadnym
podstatnym zménam. V pribéhu roku probihaly pravi-
delné pracovni schlizky, zejména se zastupci Statniho
zdravotniho ustavu, jejichz zavéry majici vyznam z hle-
diska informovanosti terénu o moznostech pouziti
nékterych slozek v doplnicich stravy, byly prabézne
zvefejiilovany na webové strance SUKL. Z hlediska
celkového trendu predkladanych poctd Zadosti doslo
k vyznamnému poklesu na téméf 1 poctu zadosti roku
pfedchoziho, coz lze vysvétlit zejména lepSi infor-
movanosti Zadatell o principech rozliSovani hrani¢nich
pfipravk( a vyuzivanim pfedbéznych konzultaci pfed
podanim zadosti.

Rozhodnuti byla ze strany Ustavu dlsledné vydavana
v zdkonem stanovené spravni Ihté. V 11 pfipadech ustav
rozhodl o zafazeni vyrobku mezi léCiva. Proti rozhodnutim
ustavu vydanym v roce 2004 nebylo podano zadné
odvolani.
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RELATED TO USE OF NON-AUTHORISED
PRODUCTS, ISSUE OF OPINIONS ON SPECIFIC
THERAPEUTIC PROGRAMMES

In the framework of the assessment of borderline products
and issuance of decisions on product classification there were
no major changes in co-operation with the other administrative
authorities. Regular working meetings took place during the
year, particularly with representatives of the State Health
Institute. Their conclusions, relevant for the information of the
field on a possible use of some components in food
supplements, were continuously published on the SUKL's
website. With respect to the overall trend of the numbers of
submitted applications, there was a major drop to almost one
fourth as against the previous year, which can be explained
mainly by the fact that applicants were better informed on the
principles on distinguishing borderline products, the use of
preliminary consultations prior to the submission of applications.

The Institute's decisions were consistently issued within the
administrative time limit set forth by the law. In eleven cases the
Institute decided to include a product among pharmaceuticals.
No appeal was lodged against the Institute's decisions issued in
2004.



Tabulka 1. Hraniéni pfipravky

Table 1. Borderline products
Nedoreseno |Pocet Pocet Z toho pocet |Z toho Prechazi do
za minulé zadosti vydanych zamitnuti zastaveni / nového
obdobi Number of rozhodnuti Of which: stazeni obdobi
Unfinished in | applications | Number of number of Of which: Transferred
the previous issued rejections number of to the new
period decisions suspensions | period

/ withdrawals

Zadost o rozliseni

hrani¢nich

pFipravku

Applications for 2 51 44 3 1 9

distinguishing

borderline products

Stanovisko

k hraniénim

pfipravkiim na

zadost jinych uradt

a instituci 0 7 7 1 0 0

Opinion on

borderline products

at the request of

other authorities

and institutions

V oblasti sledovani ozndmeni o pouziti neregistrova-
nych pfipravk( doslo k dalSimu mirnému navySeni poctu
hlaseni ziskanych od lékafd. Bylo pfijato celkem 1 704
oznameni, z toho 1 703 se tykalo alopatickych pfipravki
a 1 oznameni homeopatického pfipravku. Oznameni se
vztahovala k 1é¢bé 2 155 pacientl. Z hlediska indikaci se
nejvice pripravkd pouzivalo pro pokrocily nemalobunéény
karcinom plic, kolorektélni karcinom, karcinom prsu,
dermatitis herpetiformis Duhring a tézké kozni zanéty.
Ackoliv maji po€ty oznameni o pouziti neregistrovanych
pfipravkd vzrastajici tendenci, Ize na zakladé porovnani
s Udaji od distributor(i realné predpokladat, Ze rozsah
tohoto zplisobu pouzivani IéCiv je mnohonasobné vyssi.

V oblasti vydavani stanovisek k zadostem o specifické
léCebné programy nedoslo k zdsadnim zménam ve
spektru pfipravkd a indikaci. Z hlediska charakteru
zadosti o specifické 1é¢ebné programy Slo pouze o dva
pfipady skute€ného compassionate use, kdy pouzité
pfipravky nebyly dosud nikde registrovany, a touto formou
byla umoznéna lécba zavaznych onemocnéni. Ve vétsiné
pfipadl se formou specifickych 1é¢ebnych programi
nahrazovala nedostupnost jiz registrovanych pfipravka,
realizovalo pfedbéZzné uvedeni na trh pfipravk(
v registraénim fizeni a nebo $lo o pfipravky pro vzacna
onemocnéni.
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The area of monitoring notifications on the use of non-
authorised products saw another slight increase in the number
of reports received from physicians. A total of 1,704 notifications
were received, of which 1,703 referred to allopathic products
and one notification to a homeopathic product. The notifications
were related to the treatment of 2,155 patients. As for
indications, the largest number of products was used for
advanced non-small-cell lung carcinoma, colorectal carcinoma,
breast carcinoma, dermatitis herpetiformis Duhring, and severe
skin inflammations. Although the numbers of notifications of the
use of non-authorised products have a growing tendency, in
reality it can be expected, based on comparison with
wholesalers' data, that the extent of this method of the use of
pharmaceuticals is much higher.

In the area of issuing opinions on applications for specific
therapeutic programmes there were no major changes in the
spectrum of products and indications. With respect to the nature
of applications for specific therapeutic programmes, there were
only two cases of a real compassionate use, when the products
used had not yet been authorised in any country, and this form
allowed for the treatment of severe diseases. In most cases, the
form of specific therapeutic programmes replaced the
unavailability of already authorised products, constituted a
preliminary marketing of products undergoing the authorisation
procedure, or they were orphan medicinal products.



Tabulka 2. Specifické Ié¢ebné programy (SLP)

Table 2. Specific therapeutic programmes (STP)
NedoireSeno Pocet zadosti |Pocet vydanych Z toho Zastaveni/ * Prechazi do
za minulé Number of stanovisek nedoporuceno stazeni nového obdobi
obdobi applications Number of Of which not Suspensions / | Transferred to
Unfinished issued recommended Withdrawals the new period
in the previous decisions
period
SLP
STP 5 52 30 7 3 27

* Zastaveno - stazeno predkladatelem programu po obdrZeni pfipominek SUKL
* Withdrawn by the applicant following receipt of SUKL comments

5.4 KLINICKE HODNOCENI LECIVYCH PRIPRAVKU
Pro posuzovani zadosti o povoleni a ohlaseni klinické-
ho hodnoceni IéCivych pfipravkl se podafilo naplnit per-
sondlni obsazeni, coZz umoznilo dosdhnout v€éasného
a kvalifikovaného posuzovani zadosti a aktivniho zapojeni
do mezinarodni spoluprace v oblasti klinickych hodno-
ceni. V pribéhu roku 2004 bylo celkem pfijato o 44 za-
dosti vice nez v roce 2003, pocet zadosti o studie bioekvi-
valence se zvySil dvojnasobné (z 23 na 47). Dlouhodoby
trend celkového poctu predkladanych zadosti je od roku
1998 stabilizovan, pohybuje se primérné okolo 300 za-
dosti za rok. Vyznamnym zpisobem se nezménily pocty
posouzenych zadosti podle fazi, charakteru zadavatele
a klinickych indikaci. Tak jako v minulych letech pfevazuiji
mezinarodni multicentricka klinicka hodnoceni lll. faze
provadéna zahrani¢nimi zadavateli v onkologickych
a kardiovaskularnich indikacich.

5.4  CLINICAL TRIALS ON PHARMACEUTICALS

The Clinical Trials Department worked fully staffed since the
second quarter of 2004, which allowed for timely and qualified
assessment of applications, and active involvement in
international co-operation in the area of clinical trials. The total
number of applications received in the course of 2004 increased
by 44 as against 2003, the number of applications for
bioequivalence trials doubled (from 23 to 47). As for the total
number of submissions, the long-term trend remains stable
since 1998, the average number being approximately 300
applications per year. There was no major change in the
numbers of applications assessed by phases, the type of
sponsor and clinical indications. Prevailing just like in the
preceding years are international multi-centric clinical trials of
phase Il carried out by foreign sponsors in oncological and
cardiovascular indications.

Tabulka 1. Pocty posouzenych zadosti v roce 2004 podle faze klinického hodnoceni
Table 1. Numbers of assessed applications in the year 2004 by phase of clinical trial

Faze | 9
Phase |

Faze Il

Phase Il =
Faze lll

Phase Ill 17
Faze IV

Phase IV 5
Bioekvivalence 47
Bioequivalence
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Tabulka 2.
Table 2.

Indikaéni skupiny
Indication groups

Indikaéni skupiny klinickych hodnoceni posouzenych v roce 2004
Indication groups of clinical trials assessed in 2004

Pocet
Number

Zdravi dobrovolnici
Healthy volunteers

41

ORL
ORL

2

Revmatologické
Rheumatologic

18

Gynekologické
Gynaecologic

5

Metabolické vady+Endokrinologie
Metabolic defects + Endocrinology

18

Dermatologické
Dermatologic

12

Ophtalmologické
Ophtalmologic

Hematologické
Haematological

Psychiatrické
Psychiatric

23

Respiracni
Respiratory

17

Imunologické
Immunological

Urogenitalni
Urogenital

11

GIT
GIT

27

Infekéni
Infectious

Onkologické
Oncological

53

CNS
CNS

21

Kardiovaskularni
Cardiovascular

28

Pediatrické
Paediatric

19

Ostatni
Other

Rozdéleni do jednotlivych indikaénich skupin neni
zcela presné, protoze néktera klinicka hodnoceni zahrnuji
vice indika¢nich skupin (napf. hemato-onkologické).

Zakonem stanovené ¢asové lhaty 30/60 dnli na po-
souzeni zadosti nebyly dodrzeny pouze ve 2 pfipadech.
V 53 pripadech bylo ze strany zadavatele pozadano
o prodlouzeni doby posouzeni (klinicka hodnoceni podlé-
hajici povoleni a ohlaSovana klinicka hodnoceni s biotech-
nologickymi pfipravky). Pouze ve 43 pfipadech probéhl
proces posouzeni bez uplatnéni pfipominek k predloZzené
dokumentaci.

Po vstupu CR do Evropské unie byla zahajena vyme-
na informaci s EMEA tykajici se klinickych hodnoceni.
Zahdjilo se zadavani udaji o klinickych hodnocenich do
EudraCT databaze, bylo zavedeno pouzivani evropského
formulafe zadosti, véetné predkladani jeho elektronické
verze v xml. formatu, a ¢innost byla rovnéz zaméfena na
pfipravu systému farmakovigilance v klinickych hodnoce-
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The division into the various indication groups is not
completely accurate because some clinical trials include several
indication groups (e.g. haemato-oncological).

There were only two cases when the time limits of 30/60
days set forth by the law for the assessment of applications
were not complied with. In 53 cases the sponsors asked for
prolongation of the assessment period (clinical trials subject to
authorisation and notified clinical trials involving bio-
technological products). Only 43 studies were assessed without
comments having been made on the submitted dossiers.

After accession of the CR to the European Union, an
exchange of information was initiated with the EMEA concerning
clinical trials. Population of the EudraCT database with data on
clinical trials was launched; the use of the European application
form was introduced, including submission of its electronic
version in the xml. format, and activity was also focused on the
preparation of the pharmacovigilance system in clinical trials,
including training of staff members in the area of entering
SUSAR reports in the Eudravigilance.

In January 2004, on the basis of the SUKL screening, the



nich, véetné proskoleni pracovnikl v oblasti zadavani
hlaSeni SUSAR pro Eudravigilance.

V lednu 2004 byly ministerstvem zdravotnictvi na
zakladé provéfeni SUKL urCeny prvni etické komise pro
multicentricka hodnoceni, v prabéhu roku jich vzniklo
celkem osm. S etickymi komisemi, zejména s etickymi ko-
misemi pro multicentricka hodnoceni, se podafrilo navazat
funkéni spolupraci. Koncem roku 2004 vznikla Pracovni
skupina pro multicentrické etické komise, jejiz naplni bude
mimo jiné zajisténi standardizace prace etickych komisi,
vzdélavani ¢lenl, prace na tvorbé standardnich postupu
a pokynu pro etické komise. VSechny stavajici etické
komise pro multicentickd hodnoceni byly provéfeny
s ohledem na standardy spravné klinické praxe a jejich
¢innost byla prodlouzena na dalsi rok.

Kromé posuzovani zadosti o povoleni/ohlaseni klinic-
kého hodnoceni bylo v roce 2004 posouzeno 18 projekt(,
pfevazné grantovych, z nichz 8 bylo vyhodnoceno jako
navrh klinického hodnoceni podiéhajici regulaci 1éCivych
pFipravku.

Tabulka 3. Klinické hodnoceni

Ministry of Health appointed the first ethics committees for multi-
centric trials; a total of eight of them were set up in the course of
the year. A functional co-operation was successfully established
with ethics committees in particular with those for multi-centric
trials. The end of 2004 saw the set-up of a Working Group for
multi-centric ethics committees that, among other things, will be
in charge of standardising the work of ethics committees, their
members' training, drafting of standard procedures and
guidance documents for ethics committees. All the existing
ethics committees for multi-centric trials were screened with
respect to standards of Good Clinical Practice, and their activity
was extended for the following year.

Apart from the assessment of applications for approval/
notifications of clinical trials, 18 projects were assessed in 2004,
most of them funded from grants, eight of which were concluded
as proposals of clinical trials subject to regulation of medicinal
products.

Table 3. Clinical trials
NedorfeSeno |Pocet Pocet Z toho pocet |Z toho Prechazi do
za minulé zadosti vydanych zamitnuti zastaveni / nového
obdobi Number of rozhodnuti Of which: stazeni obdobi
Unfinished in | applications | Number of number of Of which: Transferred
the previous issued rejections number of to the new
period decisions suspensions | period

/ withdrawals

Zadost o povoleni

KH

Application for 12 34 42* 4 6 4

approval of clinical

trials

Ohlaseni KH

Notification of 27 279 275% 16 10 31

clinical trials

* Nejedna se o rozhodnuti ve smyslu spravniho radu.

* Decisions do not have the character defined in administrative regulations.

5.5 FARMAKOVIGILANCE

Rok 2004 pfinesl stabilizaci zakladni odborné kapacity
ustavu v oblasti farmakovigilance a vytvofil podminky pro
plnohodnotné zapojeni Ustavu do spoluprace v ramci
Evropské unie v této oblasti. Od zékladniho zpracovani
podezfeni na nezadouci U€inky a periodickych zprav
o bezpecénosti jednotlivych pfipravkl se aktivity Ustavu
vyznamné posunuly ve sméru pro-aktivni farmakovigi-
lance jak rastem publikacni €innosti, tak poétem vyzev
drzitellm rozhodnuti o registraci k aktualizaci textd
provazejicich pfipravek na zakladé védeckého pokroku.
SUKL se napojil na celoevropskou databazi a systém
elektronické vymeény informaci o pfipadech nezadoucich
ucinkd - systém EudraVigilance.
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5.5 PHARMACOVIGILANCE

The year 2004 has brought stabilisation of the Institute’s
basic expert capacity in the area of pharmacovigilance, and
created conditions for the SUKL’s full involvement in co-
operation in the framework of the European Union in this area.
From basic processing of suspected ADR reports and periodic
safety update reports on individual products, the Institute’s
activities made significant steps forward towards pro-active
pharmacovigilance, both in terms of a growth of publication
activity and the number of appeals to marketing authorisation
holders to update the texts accompanying their products on the
basis of scientific progress. The Institute was connected to the
all-European database and the system of electronic exchange
of information on cases of adverse reactions — the
EudraVigilance system.



Celkem bylo pfijato 1 491 hlaseni o podezieni na ne-
zadouci ucinky z uzemi Ceské republiky, pfi¢emz primar-
nich hlaSeni (t.j. prvnich unikatnich hladeni pfipadu) bylo
1 312 a néslednych (follow-up) hlaseni 179. Vyrazné
vzrostl pocet hlaSeni obdrzenych prostfednictvim drziteld
rozhodnuti o registraci, a to na celkovy pocet 405. Od
Iékara, véetné hygienikd bylo obdrZzeno 907 hlaseni.
V8echna hlaseni drzitelt rozhodnuti o registraci byla dle
zakonnych kritérii zavazna, z hlaseni lékar(i bylo zavaz-
nych 230. Tato hlaseni byla bez identifikace |ékafe a pa-
cienta neprodlené oznamena pfislusnym drziteldm roz-
hodnuti o registraci. Ve spolupraci s nimi byl pak syste-
maticky sledovan dalsi vyvoj pfipadu (follow-up). Velkou
vétSinu nezavaznych reakci tvofi postvakcinacni reakce,
které sice nespliuji kritéria zavaznosti dle zakona o 1é¢i-
vech, ale €asto jsou zdravotné vyznamné a vyzaduji
lékarsky zéasah.

Pristup k vyhodnocovani spésnych hlaseni na pode-
zfeni ze zavaznych a neo¢ekavanych nezadoucich uginku
ze tfetich zemi se méni v souvislosti se zavadénim sys-
tému EudraVigilance a vstupem CR do procedury vza-
jemného uznavani. PoCet téchto hlasSeni stale stoupa
a dnes Cini zhruba 30 000 ro¢né. Ustav pfipravil systé-
moveé zmeény tak, aby bylo mozno vyhodnocovat hlaSené
nezadouci Ucinky z celého svéta u téch pfipravk(l, pro
které jsme referenénim statem v procedufe vzajemného
uznavani.

V' ramci prabézného sledovani bezpecnosti byly zhod-
noceny celkem 1 164 zpravy zaslané v ramci zadosti o
prodlouzeni registrace, bez Iékafského zhodnoceni bylo
zpracovano 396 PSUR k narodné registrovanym pfiprav-
kiim a 183 PSUR k centralné registrovanym pfipravkdm.
Na zakladé zachycenych problém( s bezpecnosti 1éCiv
bylo odeslano celkem 36 vécnych vyzev k vyjadreni
drzitele a k aktualizaci textd SPC a pfibalovych informaci,
coz je dosud nejvySsi pocet v historii Ustavu. Také v
oblasti hodnoceni PSUR ustav integruje svou odbornou
kapacitu do systém( EU a je pfipraven na zapojeni do
procedury vzajemného uznavéani. V oblasti narodnich
registraci generickych pfipravkl dochazi k pfechodu na
systém EU PSUR Work Sharing.

Agenda farmakovigilan¢niho oddéleni navazovala na
agendu Vyboru pro IéCivé pfipravky EMEA (CPMP/
CHMP) a Pharmacovigilance Working Party. Pfehodno-
ceni léCivych pfipravki provedena ve statech EU byla
systematicky zohledriovana také v CR.
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A total of 1,491 reports on suspected adverse drug reactions
detected on the territory of the Czech Republic were received,
of which 1,312 were primary reports (i.e. the first unique case
reports), and 179 were follow-up reports. There was a sharp
increase in the number of reports received through marketing
authorisation holders, totalling 405 cases. Received from
physicians, including public health officers, were 907 reports. All
reports sent by marketing authorisation holders were serious
according to criteria laid down by the law, while physicians
reported 230 such cases of serious adverse reactions. These
reports, without the physician’s or patient’s identification, were
immediately forwarded to the concerned marketing authorisation
holders. Then, in co-operation with them, there was a
systematic follow-up of the cases. A large majority of non-
serious reactions are post-vaccination reactions, which do not
comply with the criteria of seriousness according to the Act on
Pharmaceuticals, but they often have health relevance and
require a medical intervention.

The approach towards assessment of urgent reports on
suspected serious and unexpected adverse reactions from third
countries has been changing in relation to the introduction of the
EudraVigilance system and incorporation of the CR in the
mutual recognition procedure. The number of such reports has
been rising steadily, and today reaches about 30,000 reports
per year. The Institute prepared system changes in order to be
able to assess reported adverse reactions from all over the
world for those products, for which we are a reference member
state within the mutual recognition procedure.

In the area of periodic safety monitoring, a total of 1,164
reports were assessed that had been sent within applications for
renewal of marketing authorisation, 396 PSURs concerning
nationally authorised products, and 183 PSURs concerning
centrally authorised products were processed without medical
assessment. On the basis of detected problems of drug safety,
a total of 36 relevant appeals were sent to holders to express
their opinions, and to update SPC texts and package leaflets,
which is the highest number witnessed so far in the Institute’s
history. Also in the area of the assessment of PSURs, the
Institute has been integrating its capacity in the EU systems,
and it is ready to join the mutual recognition procedure. In the
area of national marketing authorisation for generic products,
there is an on-going transition to the EU system of PSUR Work
Sharing.

The work of the Pharmacovigilance Department was linked
to the work of the Committee for Proprietary Medicinal Products
of EMEA (CPMP/CHMP) and the Pharmacovigilance Working
Party. Reassessment of medicinal products carried out in the
EU member states was systematically reflected also in the CR.



Obr.1 Pocet narodnich hlaseni podezreni na nezadouci u¢inky
Fig. 1 Number of suspected adverse drug reactions reports from the Czech Republic
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5.6 LABORATORNIi KONTROLA

V roce 2004 byly provedeny sekci laboratorni kontroly
rozbory vzork( podle niZze uvedenych tabulek.

5.6 LABORATORY CONTROL

In 2004 the Laboratory Control Branch carried out analyses
of samples in the scope shown in the following tables.

Tabulka 1. Dozor nad kvalitou Ié€iv na trhu prostiednictvim laboratornich rozborli podle pfedem pfiprave-
nych projektil uzavienych v roce 2004
Table 1. Supervision over the quality of marketed pharmaceuticals through laboratory analyses according
to pre-designed projects concluded in 2004

Nazev projektu
Project Name

Pocet
analyzovanych
pripravku
Number of
analysed
products

Pocet

analyzovanych

vzorkd
Number of
analysed
samples

Vyhovuijici
Compliant

Nevyhovuijici
Non-compliant

Pocet
pripominek
k registraéni
dokumentaci
Number of
comments on
dossiers

Pripravky nové
registrované

v letech 1999-2000
Products newly
registered

in 1999-2000

52

79

77

Kontrola jakosti
vybranych
pripravku

Quality control of
selected products

14

14

Pripravky
vybranych
vyrobcu
Products of
selected
manufacturers

29

26

Pripravky
obsahujici

silicné drogy nebo
z nich pripravené
extrakty

Products
containing
essential oil drugs
and extracts from
them

18

15

Celkem
Total

72

140

132

Pozn.: Komentované vysledky, véetné hodnoceni jednotlivych projektd ukonéenych v r.2004 a v roce pfedchazejicim
byly zvefejnény ve Véstniku SUKL €.10, str.28-34 (2004).
Note: Commented results, including the assessment of individual projects completed in 2004 and 2003, were

published in the Vestnik SUKL (SUKL Bulletin) no. 10, pp. 2834 (2004).

Pro nové projekty roku 2004 byly ziskany vzorky jed-
nak odbérem v terénu, jednak od drziteld registracniho
rozhodnuti. Prace na nékterych projektech budou pokra-
Covat v roce 2005. Jiz ukonené rozbory jednotlivych
vzork(l v ramci feSenych projektl pak budou vykazany v
hodnotici tabulce po uzavieni celého projektu.

- Pripravky nové registrované v roce 2001 — cilem je
provéfeni metod a jakosti nové registrovanych pfiprav-
ka uvedenych do obéhu. Vybér byl proveden se zamé-
fenim na generika s velkou spotfebou. Projekt bude
dokoncen v roce 2005.

- Projekt na kontrolu jakosti generickych pripravku - ci-
lem je ovéfeni jakosti generik, zejména velkoobjemo-
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Samples for new projects launched in 2004 were received
both through collection in the field, and from marketing
authorisation holders. Work on some projects will continue in
2005. The completed analyses of individual samples in the
framework of developed projects will be shown in an
assessment table after the completion of the entire project.

- Products newly authorised in 2001 — the goal is to verify the
methods and quality of newly authorised products that were
placed on the market. The selection was made with a focus
on generics characterised by high consumption. The project
will be completed in 2005.

- Quality control of generic products — the goal is to verify the
quality of generics, especially high-volume ones, and to
compare their quality to a reference product. The project will



vych, a srovnani jejich jakosti s referenénim pfiprav-

kem. Projekt bude postupné dokonéovan podle perso-

nalnich a zejména pfistrojovych kapacit. Projekt je

rozdélen do nasledujicich skupin:

a) pfipravky obsahujici amlodipin

b) pfipravky obsahujici enalaprili hydrogenomaleas

c) pripravky obsahujici omeprazol

d) pfipravky obsahujici acetylcystein

e) pripravky obsahujici vybrana antibiotika — azithro-
mycin, roxithromycin, klarithromycin

Pripravky s rizikem vyskytu padélku — ovéfeni, zda na

proceed in steps depending on availability of staff and
particularly device capacities. It is divided into the following
groups:

a) products containing amlodipin

b) products containing enalaprili hydrogenomaleas

¢) products containing omeprazol

d) products containing acetylcystein

e) products containing selected antibiotics — azithromycin,

roxithromycin, clarithromycin
Products with a risk of occurrence of counterfeits —
verification whether counterfeits of selected pharmaceuticals
are marketed.

trhu se nevyskytuji padélky vybranych IéCiv.

Tabulka 2. Propousténi Sarzi stanovenych lééivych pfipravka

Table 2. Batch release of specified medicinal products
Druh pfipravku Pocet LP Pocet nahlasenych Propusténo Laboratorné Celkem
Type of product Number of Sarzi na zakladé ovéreno propusténo
medicinal Number of certifikatu vzorki / poolt Released in total
products reported batches Released on the Laboratory
basis of certificate controlled
samples / pools
Krevnf derivaty 45+1* 313 261 46+6" /33 313
Blood derivatives
Vakciny CR
Vaccines made 5) 34 0 34 34
in CR
Vakciny dovoz
Imported vaccines & LA L & Lk

* IMMODIN (CR)
* IMMODIN (CR)
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Tabulka 3. Laboratorni kontrola Ié¢iv a pomocnych latek na vyzadani jinymi dtvary ustavu, jiné organizace
statni spravy nebo EDQM

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

Pocet vzorki Z toho vyhovuje Nevyhovuje
Number of samples Of which: compliant Non-compliant

Podezreni na zavadu
v jakosti léciva

Suspected defect of 27 15 12
pharmaceutical quality

Vzorky k registraci 38
Samples for registration
ADRs

Podezreni na padélky,
(RKP, Policie, SZPI)
Suspected counterfeits 8 8 0
(RKP, Police, SZPI)

Pro OKL
For regional control 44 40 4
laboratories

Mezinarodni studie
v ramci OMCL

International studies 38 38 0
within OMCL

Ovéreni jakosti referenénich
latek pro Ph. Eur., resp. CL
Quality verification of 6 6 0
reference substances for
Ph. Eur., or CzPh

Ovéreni navrhti Iékopisnych
monografii

Verification of draft 8 8 0
pharmacopoeial monographs
INS

INS

Celkem
Total 349 332 17

38 0

180 179 1
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Tabulka 4. Dalsi rozbory
Table 4. Other analyses

Zadatel
Applicant

Pocet vzorku

Number of samples

Z toho vyhovuje
Of which: compliant

Nevyhovuje
Non-compliant

LAB - vnitini kontrola jakosti
cisténé vody

LAB - internal control of
purified water quality

48

48

Lékarny — mikrobiologicka
kontrola vod

Pharmacies — water
microbiological control

15

11

Certifikaty na jakost Iécivych
(pomocnych) latek

Quality certificates of active
substances (excipients)

15

12

Tamda — LAL test
Tamda - LAL test

Energoaqua — rozhodci
analyza

Energoaqua — arbitration
analysis

Celkem

Total 82

V sekci laboratorni kontroly bylo provedeno 713 kom-
pletnich rozbor(l vzorkd. Pocet vzorkl hodnocenych jako
nevyhovujici Cinil 4,6 % (v roce 2003 5,4 %, v roce 2002
8,3 %), coz odpovida priméru uvadénému ostatnimi
OMCL. Zavady léciv a pomocnych latek se tykaly
zejména mikrobidlni Cistoty Cisténé vody pfipravované v
Iékarnach, niz§iho obsahu ucinnych latek, vzhledu Iéciv
atd.

5.7 DOZOR V OBLASTI PRIPRAVY, VYDEJE

A PRODEJE LECIV

V zavéru roku 2004 bylo v evidenci Ustavu vedeno
2 241 lékaren, 235 odlou€enych oddéleni vydeje léCiv
a zdravotnickych prostfedkl, 5 lékaren patficich do
resortu ministerstva obrany, 332 schvalenych vydejen
zdravotnickych prostfedk(l, 166 prodejcl vyhrazenych
IéCiv, 44 oddéleni nuklearni mediciny zdravotnickych
zafizeni, 16 pracovist pfipravujicich autovakciny. Pocet
l[ékaren vykazal v roce 2004 meziroéni nardst o 81
Iékaren a pokracoval tak pravidelny meziro¢ni nardst od
roku 1990 (obr. 1). Dozor v oblasti pfipravy, vydeje
a prodeje |éCiv provadéji pracovnici sekce lékarenstvi
a kontroly distribuce, v pfipadé oddéleni nuklearni
mediciny zdravotnickych zafizeni ve spolupréaci
s pracovniky sekce laboratorni kontroly.
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The Laboratory Control Branch carried out 713 complete
sample analyses. The number of samples identified as non-
compliant equalled 4.6 % (in 2003 it was 5.4 %, in 2002 8.3 %),
which corresponds to the average level reported by the other
OMCLs. Defects of pharmaceuticals and excipients identified by
the Laboratory Control Branch were related especially to
microbial purity of purified water prepared in pharmacies, lower
contents of active substances, visual aspect of pharmaceuticals,
etc.

5.7 SUPERVISION IN THE AREA OF PREPARATION,

DISPENSING AND SALE OF PHARMACEUTICALS

By the end of the year 2004, the Institute’s records
contained 2,241 pharmacies, 235 detached departments
dispensing medicinal products and medical devices, five
pharmacies under the Ministry of Defence, 332 authorised
dispensaries of medical devices, 166 vendors of selected
pharmaceuticals and 44 nuclear medicine departments in
healthcare establishments. The number of pharmacies showed
a year-on-year increase in 2004 by 81 pharmacies, which
testifies to continuation of the regular year-on-year growth since
1990 (Fig. 1). The supervision in the area of preparation,
dispensing and sale of pharmaceuticals is carried out by staff
members of the Pharmacy and Distribution Control Branch, in
the case of nuclear medicine departments in healthcare
establishments in co-operation with staff members of the
Laboratory Control Branch.



Obr. 1.
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V ramci kontrolni ¢innosti bylo provedeno 1 117 kon-
trol Iékaren spojenych s odbérem lécivych pripravkl. Poc¢-
ty zjisténych zavad, v¢etné rozliSeni podle jejich zavaz-
nosti, jsou uvedeny v tabulce 1. Z celkového poctu prove-
denych inspekci Iékaren bylo 64 % bez zavad nebo
s drobnou zavadou, u zbylych 36 % lékaren byla zjiténa
vyznamna nebo kriticka zavada. Na zakladé zjisténych
nedostatkl inspektofi v 11-ti Iékarnach pozastavili
pfipravu lIéCiv a v jednom pfipadé doslo k pozastaveni
¢innosti 1ékarny. V roce 2004 byla uloZzena pouze jedna
pokuta, a pfipravuje se ulozeni dalich 8 pokut. Pokuta
nebyla ulozena pokud Iékéarna neprodlené provedla
napravna opatfeni. Divodem ulozeni pokuty ve vétsiné
pfipadl bylo nesplnéni nebo poruseni povinnosti
stanovené v § 43 a § 48 zakona ¢. 79/1997 Sb., o 1éCi-
vech tim, ze jakost, u€innost a bezpecnost 1é€Civ nebyla
zabezpecéena z nasledujicich divodu:

-k pfipravé IécCivych pfipravkl byly pouzity 1écivé

a pomocné latky po uplynuti doby pouzitelnosti,

- termolabilni 1é¢ivé pfipravky byly uchovavany v rozpo-
ru s rozhodnutim o jejich registraci,
- vlékarné nebyl pfitomen farmaceut.

Dal$im divodem k ulozeni pokuty bylo, Ze 1éCivé pfi-
pravky vydavaly osoby bez pozadovaného vzdélani. Du-
vodem ulozeni pokut byly také pretrvavajici zavady, které
Iékarny neodstranily do stanoveného terminu.

Oproti roku 2003 klesl celkovy podil 1ékaren s klasifi-
kaci inspekéniho nalezu 0 a 1 (bez zavad nebo s drobnou
zavadou) asi 0 3 %. Z toho jedno procento tvofily Iékarny
bez zévad a zbyvajici 2 % byly I1ékarny s drobnou zava-
dou (klasifikace 1). V roce 2004 byly inspekce v Iékar-
nach zaméfeny na sledovani péti nejcastéjSich zavad.
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In the framework of control activity, 1,117 pharmacies were
inspected and the inspections included the collection of samples
of medicinal products. Numbers of detected defects, including
classification according to their seriousness, are given in Table
1. Out of the total number of inspected pharmacies, 64 % were
without deficiencies or with a minor defect, while a major or
critical defect was detected in the remaining 36 % of
pharmacies. On the basis of detected deficiencies, inspectors
suspended the preparation of pharmaceuticals in eleven
pharmacies, and in one case they suspended the activity of the
entire pharmacy. The year 2004 saw the imposition of only one
fine, and the imposition of other eight fines is being prepared. In
most cases, the reason for imposing a fine was the
inobservance or a breach of the obligation laid down in Art. 43
and 48 of the Act no. 79/1997 Coll., on Pharmaceuticals, owing
to the failure to guarantee the quality, efficacy and safety of
pharmaceuticals for the following reasons:

- Active substances or excipients after the expiry of their
shelf-life were used for the preparation of medicinal products;

- Thermolabile medicinal products were kept in contradiction
to the respective registration decision;

- No qualified pharmacist was present in the pharmacy.

Another reason for the imposition of a fine was that
medicinal products were dispensed by persons without the
required education. Yet another reason consisted in lingering
defects that pharmacies had been ordered to rectify by a fixed
deadline.

As against the year 2003, the total share of pharmacies
without detected defects or with a minor defect (classification 0
and 1) dropped by some 3 %. One per cent of this
corresponded to pharmacies without defects, and the rest were
pharmacies with a minor defect (classification 1). Inspections in
pharmacies in 2004 were focused on monitoring five most
frequent defects. Table 2 shows the numbers of pharmacies
where the monitored defects were detected in 2004, and their



Tabulka 1. Inspekéni dozor nad Iékarnami, oddélenimi nuklearni mediciny, pracovisti pfipravujicimi auto-
vakciny, hygienickymi stanicemi, zdravotnickymi zafizenimi a prodejci vyhrazenych léciv

Table 1. Surveillance over pharmacies, nuclear medicine departments, centres preparing auto-vaccines,
public health centres, health establishments and vendors of selected pharmaceuticals

Pocet inspekci | Z toho cilenych Hodnoceni urovné Zasahy/sankce
(provedenych) Of which: Evaluation Interventions/
Number of targeted Sanctions
inspections
made
0 1 2 8 A B C
Sty 1117 27 248 | 469 | 300 | 100 | 11 1 1
Pharmacies
ONM
Departments of 12 5 5 1 1 0 0 0
nuclear medicine
Pracovisté pripravujici
autovakciny 0
Centres preparing
autovaccines
Zdravotnicka zarizeni
Healthcare 19 1 7 1 1 1
establishments
Prodejci vyhrazenych
leciv 87 43 |14 | 7 | 12 5 4
VSPs

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

Klasifikace zavad / Classification of defects

0 - bez zavad/ no defects

1 - drobna zévada / minor defect

2 - vyznamna zavada / major defect

3 - kriticka zavada / critical defect

Zasahy/sankce v pripadé Iékaren / Interventions/sanctions at pharmacies

A - pozastaveni pfipravy / suspension of preparation

B - pozastaveni provozu / suspension of operation

C - pokuta/ fine

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

A-0

B - pozastaveni prodeje vyhrazenych IéCiv / suspension of sale of selected medicinal products
C - pokuta/ fine
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Tabulka 2.
nych lékaren (1 117)

Pocty lékaren, u kterych se objevily sledované zavady vzhledem k celkovému poctu kontrolova-

Table 2. Numbers of pharmacies where monitored defects were detected in relation to the total number of
inspected pharmacies (1,117)
SLEDOVANE ZAVADY 2004 OPAKOVANE ZAVADY
MONITORED DEFECTS REPEATED DEFECTS
Pocet % Pocet %
Number Number

A) léCivé a pomocné latky s proSlou dobou
pouzitelnosti - neuchovavany oddélené 71 6.4 18 16
Active substances and excipients with expired ’ ’
shelf-life — not stored separately

B) teploty uchovavani IéCiv neodpovidaji
pozadavkum 263 23,5 52 47
Storing temperature of pharmaceuticals not
meeting the requirements

C)nepfitomen farmaceut na pracovisti 8 07 5 02
No pharmacist present

D)zavazné nedostatky v kusové evidenci 50 45 3 0.3
Serious defects in records of individual pieces ’ ’

E) nedostatky v dokumentaci k pfistrojum
Shortcomings in documents related to devices ties 174 & CL

V tabulce 2 jsou uvedeny pocty Iékaren, u kterych se
objevily sledované zavady v roce 2004 a jejich procen-
tualni vyjadfeni vzhledem k celkovému poctu inspekci.
V druhé ¢asti tabulky jsou uvedeny pocty lékaren, ve
kterych se sledované zavady opakovaly dvakrat za sebou
a jejich procentudlni vyjadreni vzhledem k poCtu inspekci.

V roce 2004 bylo vydano 460 stanovisek k Cinnosti
|ékaren, z toho se 84 vztahovalo k Uvodnim inspekcim
novych lékaren a 13 k novym odlou¢enym oddélenim
vydeje 1éCiv. Déle probéhlo 28 uvodnich inspekci vydejen
ZP, 228 konzultaci tykajicich se pfistrojového vybaveni
stavajicich lékaren nebo vystavby novych Iékaren a proble-
matiky souvisejici s vyhlaSkou ¢. 255/2003 Sb. Probéhla
kontrola ve 2 hygienickych stanicich, které provadégji
fyzikalné-chemické a mikrobiologické rozbory Cidténé vody
pro lékarny a kontrola 19 zdravotnickych zafizeni zamére-
na na uchovavani a neopravnény vydej léCiv.

V databazi prodejcl vyhrazenych lééiv (dale PVL) je
zaevidovano 166 prodejcu, pfi¢emz u 87 subjektd pro-
béhla v roce 2004 kontrola. Z tohoto poctu byly zavéry
kontroly vyhodnocovany pouze u 76 PVL, zbyvajicich 11
subjektll mélo v dobé kontroly platné povoleni, ale tuto
¢innost neprovozovali. Zavéry kontrol byly rozliSovany
s ohledem na zavaznost zjiSténych zavad. Z celkového
poctu kontrolovanych PVL bylo 75 % bez zavad nebo
s drobnou zavadou, u zbylych PVL byla zji§téna vyznam-
na nebo kriticka zavada. Oproti roku 2003 klesl celkovy
podil PVL s klasifikaci 0 a 1 asi 0 6 %. Z toho 4,5 % tvofili
PVL bez zavad (klasifikace 0) a zbyvajici 1,5 % byli PVL
s drobnou zavadou (klasifikace 1). Pfi inspekcich PVL
jako nejCastéjsi identifikovanou zavadou byl prodej vyhra-
zenych lé¢iv osobami bez osvédéeni o odborné zplso-
bilosti PVL. Na zakladé zjisténych nedostatkl inspektofi
v 5 pfipadech pozastavili prodej vyhrazenych 1é¢iv
a v jednom pfipadé byla uloZzena pokuta.

V roce 2004 pokracovaly inspekce oddéleni nuklearni
mediciny (ONM) zdravotnickych zafizeni, z celkového
poCtu 44 ONM byla provedena inspekce u 12 pracovist.
Z tohoto poctu inspektovanych ONM bylo 41,7 % pra-
covist bez zavad, 41,7 % pracovist mélo drobnou zavadu
a u 16,6 % pracovist byla nalezena vyznamna nebo
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percentage in relation to the total number of inspections. The
second part of the table gives numbers of pharmacies where the
monitored defects repeated twice in a row, and their percentage
in relation to the number of inspections.

In 2004 460 opinions on the activity of pharmacies were
issued, of which 84 were related to initial inspections of new
pharmacies and 13 opinions concerned new detached
dispensing departments. Furthermore, 28 initial inspections of
dispensaries of medical devices were carried out, 228
consultations were held on the equipment of the existing
pharmacies or construction of new pharmacies, and on
problems related to the Regulation no. 255/2003 Coll. Inspected
were two public health service stations that carry out
physicochemical and microbiological analyses of purified water
for pharmacies, and 19 healthcare establishments were
inspected with respect to the unauthorised keeping and
dispensing of pharmaceuticals.

The database of vendors of selected pharmaceuticals
(VSPs) contains 166 vendors, of which 87 were inspected in
2004. Out of this number, inspection conclusions were
assessed only for 76 VSPs; the remaining eleven subjects had
a valid authorisation at the time of 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, 75 % were without defects or with a
minor defect, while a major or critical defect was detected in the
remaining VSPs. The total share of VSPs with the classification
0 and 1 dropped by some 6 % as against the year 2003. Out of
this, 4.5 % corresponded to VSPs without defects (classification
0), and the remaining 1.5 % were VSPs with a minor defect
(classification 1). The most frequently identified defect at VSPs’
inspections was the sale of selected pharmaceuticals by
persons without authorisation and professional qualification as
VSPs. On the basis of detected non-compliances, inspectors
suspended the sale of selected pharmaceuticals in five cases
and imposed one fine.

The year 2004 saw the continuation of inspections of
nuclear medicine departments (NMDs) in healthcare
establishments; out of the total number of 44 NMDs, 12
departments were inspected. Out of this number of inspected
NMDs, 41.7 % were without defects, 41.7 % had a minor defect
and 16.6% of departments had a major or critical defect.
Standards for centres preparing human autogenous vaccines
have been mapped out and an inspection procedure to be
implemented next year was established..



kriticka zavada. Probéhlo zmapovani standardd podle
kterych postupuji pracovisté pfipravujici humanni auto-
genni vakciny a byl vypracovan postup pro provadéni
kontrol v nasledujicim roce.

Byly provedeny inspekce v 19 zdravotnickych zafize-
nich. Jednalo se o Uvodni inspekce a proto byly hodnoce-
ny zavéry kontroly pouze u 10 zafizeni. Z tohoto poctu
jedno zafizeni bylo bez zavad, 7 zafizeni mélo drobnou
zavadu a zbyvajici 2 zafizeni méla vyznamnou nebo
kritickou zavadu.

Pfi kontrolach lékaren inspektofi odebrali 2 859 vzork(l
[éCivych pfipravk(, 798 vzorkd ¢isténych vod, na zadost
distributora se v laboratofich OKL vydalo 468 certifikatl
[éCivych a pomocnych latek a na zadost Iékaren nebo
jinych subjektl se analyzovalo 441 vzork{l. Pro porovnani
jsou uvedeny v tabulce 3 vysledky rozbor( provedenych ve
vSech OKL v letech 1999 az 2004. Z celkového poctu
odebranych lékarenskych vzorkl bylo mikrobiologicky
ovéfeno 248 vzorkd, z tohoto poétu bylo 25 % nevyho-
vujicich. Za ucelem mikrobiologického rozboru se odebralo
285 vzork(l ¢isténych vod, z nichz bylo 24,2 % mikro-
biologicky zavadnych. Z tabulky 3 je patrné, Ze pocet
nevyhovujicich lékarenskych vzorku je stale vysoky, ale Ize
konstatovat, ze od roku 1999 dochazi v Iékarnach
k mirnému zlepSovani kvality pfipravovanych léCivych
pfipravk( a podil nevyhovujicich vzork( mirné klesa.
Tabulka 4 uvadi podil jednotlivych typd zavad Iékarenskych
vzork( v letech 1998 - 2004. Je patrné, Ze i kdyz pocet
nevyhovujicich 1ékarenskych vzork(l v roce 2004 klesl,
zavaznost zavad se vyrazné nezménila. Nejéetnéjsi
zavadou byl nevyhovujici obsah u¢inné latky, u kterého se
pocet nalez( snizil proti roku 2003 o 3,3 % ale i tak tento
nalez tvoril nadpoloviéni ¢ast (54,3 %) z celkového poctu
nevyhovujicich vzorkd. Vyznamnéjsi rozdil proti minulému
roku byl zaznamenan jedté u nevyhovujici celkové
hmotnosti, kde se vyskyt zavad zvysil 0 2,7 %.

Ve vztahu k Cinnosti Iékaren, zdravotnickych zafizeni,
ve kterych se poskytuje zdravotni péée a prodejcl
vyhrazenych IéCiv bylo vyfizeno 49 podnétd, kterymi byl
SUKL upozornén na porusovani nékterych ustanoveni
zakona €. 79/1997 Sb., o Iécivech. V lékarnach se
podnéty tykaly nedostateéného personalniho obsazeni
nebo podezfeni, ze I1ékarna neodpovida vécnému a tech-
nickému vybaveni dle pozadavku vyhlasky ¢. 49/1993 Sb.
Ve zdravotnickych zafizenich bylo Setfeni vétSinou
zamérfeno na neopravnény vydej [éCiv pfimo v ordinaci
a nevyhovuijici zpusob uchovavani 1éCiv.

Inspections of 19 healthcare establishments were carried
out. They were initial inspections, and therefore their
conclusions were assessed only for ten establishments. Out of
this number, one establishment was without defects, seven
establishments had a minor defect and the remaining two had a
major or critical defect.

While inspecting pharmacies, inspectors took 2,859 samples
of medicinal products and 798 samples of purified water. At
distributors’ request, laboratories of the regional departments
issued 468 certificates or active substances and excipients and,
at the request of pharmacies or other subjects, 441 samples
were analysed. For the sake of comparison, Table 3 shows the
results of analyses made in all the regional departments in the
years 1999-2004. Out of the total number of samples taken
from pharmacies, 248 samples were tested for microbial purity,
and 25 % of this number were non-compliant. For
microbiological analyses, 285 samples of purified water were
taken, of which 24.2 % were microbiologically impure. Table 3
clearly indicates that the number of non-compliant samples from
pharmacies continues to be high, but it can be stated that since
1999 there has been a slight improvement in the quality of
medicinal products prepared in pharmacies and the number of
non-compliant samples has been moderately decreasing. Table
4 gives the proportion of the various types of defects of samples
taken from pharmacies in the years 1998 — 2004. It is clear that,
although the number of non-compliant samples taken from
pharmacies dropped in 2004, the seriousness of defects did not
change much. The most frequent defect was a non-compliant
content of an active substance, where the number of findings
decreased by 3.3 % as against 2003 but, despite that, this
accounted for more than a half (54.3 %) of the total number of
non-compliant samples. A more important proportion as against
the previous year was seen in non-compliant total weight where
the occurrence increased by 2.7 %.

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

Tabulka 3. Vysledky analyz Iékarenskych vzork( a Ié€ivych a pomocnych latek

Table 3. Results of analyses of samples prepared in pharmacies, active substances and excipients
Lékarenské vzorky v % Cisténé vody v % Certifikaty léc¢ivych
Samples collected Purified water samples (%) a pomocnych latek v %
in pharmacies (%) Quality certificates for active
substances and excipients (%)
1999|2000| 2001|2002 | 2003| 2004 [ 1999|2000 | 2001 | 2002|2003 | 2004 | 1999|2000 |2001 | 2002|2003 | 2004
Vyhovuje |55 416751706 |75,5 |78,2| 79,4 | 79,8|81,3 | 80,8 82,8 88,2 [88,3 |88,5(93,2(92,7| 95 |96,9 | 97,9
Complies
Nevyhovuje
adjustaci
Does not 85|166(123(86 |80 |72 | — | — | —|— | —|— | —|— | —|—|— | —
comply with
dispensing
Nevyhovuje
Does not 16,4 (15,9(17,1(15,9|13,8|13,4|20,2(18,7|18,2(17,2 |11,8 (11,7 |11,5/8,6 | 7,3 | 5 | 3,1 | 2,1
comply




Tabulka 4. Podil jednotlivych typtl zavad

Table 4. Percentage of the various types of defects
Typ zavady 1998 1999 2000 2001 2002 2003 2004
Type of defect % % % % % % %
Nevyhovujlof obsah ginne latky 333 | 551 | 521 | 554 | 589 | 576 | 543
Non-compliant content of active substance
sineuLel cel e il 103 | 168 | 154 | 197 | 179 | 135 | 162
Non-compliant total weight
Nevyhovuijici ¢isténé vody
Non-compliant purified water 136 14,0 21,3 171 15,9 20,2 20,6
Nevyhovuijici galenické zpracovani
Non-compliant galenical processing 7,1 95 6.7 35 47 5.7 54
Nevyhovujici mikrobiologicka nezavadnost
Non-compliant microbial purity or sterility 1.7 2.2 1.8 0.7 0.9 0.6 08
Zamény v totoznosti UCinnych a pomocnych latek
Mix-ups of active substances and excipients 1,6 24 2,7 36 17 24 2,7
Nevyhovuijici adjustace
Faulty dispensing 32,4 = = = - = -
5.8 DOZOR V OBLASTECH VYROBY A DISTRIBU- 5.8. SUPERVISION IN THE AREAS OF MANUFACTURE

CE LECIV, SPRAVNE LABORATORNI A KLINIC-
KE PRAXE

Vyroba a distribuce Iéciv

Aktualizované seznamy dozorovanych provozovatell
v oblasti vyroby, distribuce a vyzkumu léciv jsou uvedeny
na internetové strance SUKL.

V oblasti vyrobcl (v€etné zafizeni transfuzni sluzby)
bylo provedeno celkem 135 inspekci, jejichz povahu uva-
di tabulka 2. U vyrobcl Ié¢ivych pfipravk( byla zazname-
nana 2 neuspokojiva hodnoceni v porovnani s 6 v roce
2003. U zafizeni transfuzni sluzby (ZTS) byl zaveden jako
rutinni ¢innost systém naslednych kontrol. Uroven kvality
prace vyrobcl véetné ZTS se zda podle zavéru kontrol
stabilni. Celkem bylo provedeno 123 inspekci distributor(
CasteCné zajistovanych ze strany regionalnich pracovist
SUKL.

Pocet povoleni vyroby vydanych pro ZTS se sta-
bilizoval (7 novych povoleni v roce 2004). Rovnéz pocet
jinych typd povoleni vyroby osciluje pomérné stabilné v
poslednich letech mezi 5 a 15 pfipady za rok. V pfipadé
dalSich povoleni nebo jejich zmén nedoslo k vyraznéjsSim
zménam oproti pfedchozimu roku. Bylo vydano celkem
760 ruznych certifikatt (pokles o cca 30 %), z ¢ehoz je
vyrazné nejvys$si pocet certifikatd vydanych na lécivé
pfipravky (651). Pocet vyrobcU a distributori se vyrazné
nezmeénil. V roce 2004 byla dokoncena certifikace
vyrobcll 1é¢ivych latek, ktefi byli nositeli poveleni k vyro-
bé podle puvodni legislativy.

V oblasti zavad v jakosti Ié¢iv doSlo jiz druhy rok k
mirnému nardstu po¢tu podnétl - vétsina se tykala Iéci-
vych pfipravkd. Ve vSech pfipadech zasahy provadéli
sami provozovatelé, SUKL jejich opatfeni pouze monito-
roval ¢i korigoval. ,Rychla vystraha“ SUKL nebyla vydana
zadna, nebyl vydan ani zadny ,Rapid Alert* do zahranici.
O vSech stazenych pfipravcich byl terén informovan pro-
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AND DISTRIBUTION OF PHARMACEUTICALS, GOOD
LABORATORY AND CLINICAL PRACTICES

Manufacture and distribution of pharmaceuticals

Updated lists of supervised operators in the area of
manufacture, distribution and research of pharmaceuticals are
accessible at the SUKL’s website.

In the area of manufacturers (including blood centres), a
total of 135 inspections were carried out, the character of which
is listed in Table 2. Two assessments were unsatisfactory as
against six in the year 2003. The system of follow-up
inspections was introduced as a routine activity at blood
centres. The quality level of the work of manufacturers,
including blood centres, seems to be stable according to
inspection conclusions. A total of 133 inspections were carried
out at distributors, partly by the SUKL's regional centres.

The number of manufacturing authorisations issued for
blood centres stabilised (seven new licences in 2004). Similarly,
the number of other types of manufacturing authorisations has
been relatively stable in recent years, equalling five to fifteen
cases a year. In case of other licences or their modifications,
there were no major changes as against the previous year. A
total of 760 different certificates were issued (a decrease by
some 30 %), of which the markedly highest number of
certificates was issued for medicinal products (651). The
number of manufacturers and distributors did not change much.
The year 2004 saw the completion of the certification of
manufacturers of Active Pharmaceutical Ingredients who were
holders of manufacturing authorisations according to the original
legislation.

Defects in the quality of pharmaceuticals

In the area of defects in the quality of pharmaceuticals, there
was a slight increase of the number of reports for a second year
— most reports were related to medicinal products. All the
interventions were carried out by the operators themselves, the
SUKL only monitored or corrected their measures. No SUKL'’s
“Rapid Alert” was issued nationally, nor sent outside the CR.
The field was informed on all the withdrawn products through
the SUKL’s website, Zdravotnicke noviny (Medical Gazette)



stfednictvim internetovych stranek SUKL, Zdravotnickych
novin, Véstniku SUKL a v mési¢nich intervalech byly
informovany také Krajské ufady a daldi instituce, pro-
stfednictvim elektronické poS$ty také distributofi IéCivych
pfipravk( a nékteré Iékarny.

Prostfednictvim systému rychlého varovani (Rapid
Alert System) zemi EU, MRA PIC/S ustav pravidelné pfi-
jima a vyhodnocuje informace o zavadach v jakosti 1éCiv.
Pocet téchto podnétl je srovnatelny s rokem 2003. Na
zakladé ziskanych informaci systémem rychlého varovani
byly provedeny 2 zasahy. Jeden podnét byl pfedan
USKVBL. Dobfe probiha vzajemna vyména informaci se
SUKL v Bratislavé. Ze strany SUKL bylo obdrzeno 29
podnétd.
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Vestnik SUKL (SUKL Bulletin), and regional authorities and
other institutions were also informed in monthly intervals, and
through electronic mail also distributors of medicinal products
and some pharmacies.

Through the Rapid Alert System of the EU countries, MRA
PIC/S, the Institute regularly received and evaluated information
on defects in the quality of pharmaceuticals. The number of
received reports was comparable to the year 2003. On the basis
of information received through the Rapid Alert System, two
interventions were made. One report was forwarded to the
Institute for State Control of Veterinary Biopreparations and
Pharmaceuticals (USKVBL). A good exchange of information
has been continuing with the SUKL in Bratislava from where 29
reports were received.



Tabulka 1. Agenda zadosti v oblasti vyroby a distribuce Ié¢iv
Applications in the area of manufacture and distribution of pharmaceuticals

Table 1.

Nedoreseno*
Still open*

Pocet zadosti
Number of
applications

Pocet
vydanych
rozhodnuti
Number of
issued
decisions

Z toho pocet
zamitnuti
Of which:
number of
rejections

Z toho
zastaveni/
stazeni
Of which:
suspension/
withdrawal

Prechazi do
nového obdobi
Transferred to
the new period

Povoleni k
vyrobé Ié€ivych
pripravkd
Authorisations
for manufacture
of medicinal
products

11

12

19

Povoleni k
éinnosti ZTS
Authorisations
for operation of
blood centres

Povoleni k
¢innosti dovozce
ze 3. zemi
Authorisations
for activity of
importer from
3rd countries

*%

Povoleni k
¢innosti kontrolni
laboratore
Authorisations
for operation of
control laboratory

Povoleni k
¢innosti - vyroba
hodnocenych
pripravkd
Authorisations

— manufacture of
investigational
products

Zména povoleni
k cinnosti
vyrobce [éCivych
pripravku
Changes in
authorisations
for manufacture
of medicinal
products

31

28

Zména povoleni
k Cinnosti ZTS
Changes in
authorisations
for operation of
blood centre

34

30

Zména povoleni
k cinnosti
dovozce ze

3. zemi
Changes in
authorisation for
import from

3rd countries

*%
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Zména povoleni
k cinnosti
kontrolni
laboratore 3 2
Changes in
authorisation for
operation of
control laboratory

Zména povoleni
k cCinnosti -
vyroba
hodnocenych 5 2
pripravkd
Changes in
authorisation for
operation —
manufacture of
investigational
products

ZruSeni povoleni
vyroby

Cancelled 2 2
manufacturing
authorisations

Povoleni
distribuce LP
Authorisation for 5 o7 29
distribution of
medicinal
products

Zména povoleni
distribuce LP
Changes in
authorisation for 13 60 68
distribution of
medicinal
products

Zru$eni povoleni
distribuce LP
Cancelled
authorisations 16 16
for distribution
of medicinal
products

* Do zacatku hodnoceného obdobi (do 1.1.2004)

*  Prior to the start of the evaluated period (before 1 Jan 2004)
** V roce 2004 se vyroba nerozdélovala

**  Manufacture was not divided in 2004
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Tabulka 2. Provedené kontroly a jejich vysledky

Table 2. Performed inspections and their outcomes
Pocet Povaha inspekce Hodnoceni Sankce
inspekci Nature of inspection urovné SVP Sanctions
Number of nebo SLP*
inspections Evaluation of level
of GMP or GLP*
Planovana | Na zadost Cilena
Planned firmy Targeted
At the firm’s
request

Vyrobci léCivych dobfe — 3 1 pokuta
pripravkd 36 21 13 2 uspokojivé — 17
Manufacturers of neuspokojivé - 2
medicinal products
ZTS dobfe — 27 1 pokuta
Blood centres 44 37 6 1 uspokojivé — 9

neuspokojivé — 5
Dovozci ze 3. zemi dobfe — 5
Importers from 3rd 14 14 uspokojivé — 6
countries
Kontrolni laboratore dobfe — 2
Control laboratories 14 10 4 uspokojivé — 11

neuspokojivé — 1
Vyrobce hodnocenych 2 2 dobie — 1
pripravkl X uspokojivé — 1
Manufacturers of
investigational
products
Vyrobce lécivych latek
Manufacturers of APIs 27 8 !
Spravna distribuéni dobfe — 91 10 pokut
praxe 123 71 47 5 uspokojivé — 24
Good Distribution neuspokojivé — 2
Practice kritické — 1
Spravna klinicka praxe 3 1
Good Clinical Practice
Etické komise 7 10
Ethics committees (Gvodnich)
Spravna laboratorni
praxe 6 5 1 Iuje — 5
Good Laboratory spinuje
Practice

(Glossary: pokuta — fine; dobfe — good, uspokojivé — satisfactory; neuspokojivé — unsatisfactory; dvodnich — initial; splfiuje —

compliant)

Pozn.: * hodnoceni Urovné nebylo provadéno pfi kazdé inspekci
Note: * evaluation of level was not carried out at every inspection
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Tabulka 3. Vydané certifikaty
Table 3. Issued certificates

Pocet zadosti
o vydani certifikatu
Number of applications
for certificates

Pocet vydanych certifikatt
Number of issued certificates

Vyrobci léCivych latek
Manufacturers of APIs

24

24

Viyrobci léGivych pfipravki (+ZTS)
Manufacturers of medicinal products (+ blood centres)

30

30

Kontrolni laborator
Control laboratories

5

Lécivy pfipravek
Medicinal products

651

651

Léciva latka
APIs

47

47

SLP
GLP

Tabulka 4. Zavady v jakosti
Table 4. Quality defects

Pocet podnéti
Number of reports

Zasah
Intervention

Monitorovano
Monitored

206

Stazeno*
Withdrawn*

Pozastaveno
Suspended

Zavada bez
stazeni
Defect without
withdrawal*

Uvolnéno
Released

Léciveé latky

APIs 5

- 1

Pomocné latky

Excipients 6

- 2

Léciveé pfipravky

Medlcinal products 1165

11 12

*Klasifikace zavad:

Lécivé pripravky: tf. I. - 6, tf. Il. — 11, tf. Ill. - 20
Lécive latky: tf. . — O, tf. Il. = 1, tF. [ll. - 2

Pomocné latky: tf. I. — O, tf. Il. — 4, tF. Ill. — 2

* Classification of defects:

Medicinal products: class | — 6; class Il — 11; class Il — 20.
APIs: class | - 0; class Il - 1; class Il - 2.

Excipients: class | — 0+ class Il — 4; class Il - 2.

,»Rychlé vystrahy*
“Rapid Alerts”

Pocet
Number

Rozeslano v CR
Sent out in CR

0

Varovani zaslano do zahranici
Rapid Alert sent abroad

0

Obdrzeno varovani ze zemi
EU, PIC/S
Rapid Alerts received from
EU, PIC/S

77 - z toho 2 zasahy v CR
Of which: 2 interventions in the CR

Obdrzeny informace ze SUKL,
SR nad ramec rozsahu
spoluprace EU

Recieved information from the
SUKL, SR, beyond the
framework of the EU
co-operation

29

40




Spravna laboratorni praxe

V r. 2004 bylo evidovano celkem 11 drzitelt Certifika-
tu spravné laboratorni praxe s pfevazujicim rozsahem
¢innosti toxikologické studie, ktefi jsou zafazeni do
Narodniho programu SLP. V r. 2004 bylo inspektovano 6
drzitel( certifikatu.

Spravna klinicka praxe

V prabéhu roku byly provadény systematické inspekce
multicentrickych etickych komisi. Tyto inspekce byly pod-
kladem pro ziskani statutu etickych komisi opravnénych
k posuzovani multicentrickych klinickych hodnoceni. Kro-
mé nich se uskutecnily dalSi 4 inspekce pracovist
provadéjicich klinické studie.

DOZOR V OBLASTI REKLAMY NA LECIVE PRI-
PRAVKY

5.9

V roce 2004 bylo dofeSeno v ramci dozorové ¢innosti
nad reklamou na lécivé pfipravky vSech 24 pfipad
rozpracovanych z roku 2003. Spolu s 92 novymi podnéty
se Ustav zabyval celkem 116 podnéty, coz predstavovalo
meziroéni nardst o 84 %. V roce 2004 vzrostl pocet
pfipadd v oblasti reklamy na IéCivé pFipravky feSenych
SUKL oproti roku 2003 z 63 na 116. Z 50 uzavfenych
pfipadl byla v 9 pfipadech udélena pokuta, pficemz
celkova vysSe ulozenych pokut dosahla ¢astky jeden
milion pét set tficet jeden tisic pét set korun.

Podnéty na Setfeni mozného poruSeni zédkona
o regulaci reklamy se tykaly ve 49 % reklamy zamérené
na Sirokou verejnost, ve 38 % reklamy uréené odborné
vefejnosti a ve 13 % byla reklama zaméfena na obé
cilové skupiny.

Nejvétsi objem Setfenych podnétl (84,5 %) predsta-
vovala reklama v komunikaénich médich, sponzorovani
a poskytovani dar(i tvofilo 8,6 % pfipadl, poskytovani
reklamnich vzorkud 1é€ivych pfipravkl 5,2 %. Poprvé byl
feSen podnét na nespravné provadéné postmarketingové
studie, které se na Setfenych pfipadech podilely 1,7 %.

Good Laboratory Practice

A total of eleven holders of the certificate of Good
Laboratory practice were registered in 2004 with toxicological
studies as the prevailing scope of activities, which are included
in the National Program of GLP. Six certificate holders were
inspected in 2004.

Good Clinical Practice

Systematic inspections of multi-centric ethics committees
were carried out in the course of the year. These inspections
served as a basis for the acquisition of the statute of ethics
committees authorised to assess multi-centric clinical trials.
Apart from them, other four inspections took place in centres
performing clinical studies.

5.9 SUPERVISION IN THE AREA OF ADVERTISING OF

MEDICINAL PRODUCTS

All the 24 cases open in 2003 in the framework of
supervision over the advertising of human medicinal products
were concluded in 2004. Together with 92 new reports, the
Institute examined a total of 116 reports, which represented a
year-on-year increase by 84 %. The year 2004 saw a rise in the
number of cases in the area of advertising of human medicinal
products (HMPs) examined by the SUKL as against 2003 from
63 to 116. Out of 50 concluded cases, nine were concluded with
a fine and the total amount of imposed fines reached 1,531,500
Czech crowns.

Reports on the investigation of suspected breaches of the
Advertising Regulation Act related to advertising targeted at
general public in 49 %, advertising designed for professional
public in 38 %, and 13 % of advertising was aimed at both target
groups.

The largest volume of investigated reports (84.5 %)
corresponded to advertising in media, while sponsoring and
donations equalled 8.6 % of cases, and the provision of
promotional samples of HMPs represented 5.2 %. For the first
time, a report was examined that was related to incorrectly
performed postmarketing studies, which had a 1.7 % share in
the investigated cases.

Tabulka 1. Setfené pFipady ve vztahu k porudeni predpist v oblasti reklamy na 1é¢ivé pfipravky

Table 1. Cases examined for a breach of regulations in the area of advertising of medicinal products

Prijaté pripady/Reported cases Uzavriené pripady
Concluded cases

Oznamovatel

Announcers a) b) c) d) e) f) 9) X v z

Prevedené pripady z roku 2003

Cases transferred from 2003 | £ ] L & v € ] i g

Noveé prijaté pripady v r. 2004

New cases received in 2004 8 : L 44 7 E € € L g

Celkem

Total 9 6 2 58] 10 2 32 7 33 10

a) soukromé osoby/private persons; b) anonym/anonyms; ¢) denik nebo Casopis/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 competent authorities; y - nebylo zahajeno SR/Admin.
procedure was not opened; z - bylo zahajeno SR/Admin. procedure was opened
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Pocet pripadl prevedenych z roku 2003
Number of cases transferred from 2003

Tabulka 2. Vystupy z pfipadi feSenych ve vztahu k poruseni predpistl v oblasti reklamy na lécivé pripravky
Outcomes of cases of a breach of regulations in the area of advertising of medicinal products

24

Pocet pfipadu prfijatych v roce 2004
Number of cases received in 2004

92

Pocet feSenych pripadi celkem
Number of examined cases in total

116

Rozpracované pripady na konci roku 2004

Open cases by the end of 2004

66

Uzavrené pripady celkem
Concluded cases in total

50

Podil uzavienych pripadti v r. 2004 v %
Percetage of concluded cases in 2004

43

Tabulka 3. Predbézna stanoviska a posouzeni reklam na HLP za rok 2004
Table 3. Preliminary opinions and assessments of HWIPs advertising in 2004

Pocet prijatych zadosti o posouzeni
Number of received applications

76

Pocet vydanych stanovisek
Number of issued opinions

73

Procento vyrizenych zadosti

Percentage of processed applications

96

Tabulka 4. Uzaviené pfipady feSené ve vztahu k poruseni predpist v oblasti reklamy na lé¢ivé pripravky

Table 4.

SUKL nebyl pfisludny pro feseni ”
SUKL was not competent authority
Vraceno oznamovatel 5
Returned to announcer
Postoupeno pfisl. organtim* 5
Referred to competent authorities*
SUKL fesil jako pFislusny organ 43
Examined by SUKL as competent authority
Nebylo nezahajeno spravni fizeni - celkem 33
Admin. procedure was not opened - total
Z toho reklama v souladu se zakonem 9
Of which: advertising in conformity with law
nedostatek dikazu 5
lack of evidence
zruSeni zavadovych webovych stranek >
removal of infringing websites
drobna poruseni zakona - vydano doporuceni 17
minor breaches of law - recommendation issue
Bylo zahajeno spravni fizeni - celkem 10
Admin. procedure was opened - total
spravni fizeni zastaveno 1
admin. procedure suspended
spravni fizeni ukon¢eno bez odvolani 7
admin. procedure concluded without appeal
spravni fizeni ukon¢eno s odvolanim >
admin. procedure concluded with appeal
Uzaviené pripady celkem 50
Concluded cases in total
Udélené pokuty 9
Imposed fines
Vyse udélenych pokut /K¢)
Amount of imposed fines (Kc) 1531 500
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Concluded cases of a breach of regulations in the area of advertising of medicinal products

* Krajskym zivnostenskym ufadiim, Radé pro
rozhlasové a televizni vysilani, MZ CR aj.

* To regional trade authorities, Council for
Radio and TV Broadcasting, MoH CR, etc.



NejCastégji feSenym pfipadem nezakonné reklamy bylo
poruseni ustanoveni § 5a odst. 2 pism. a) zakona, kdy
predmétem reklamy urcené Siroké verejnosti byly pfiprav-
ky, jejichz vydej je vazan pouze na lékafsky pfedpis. V
odborném tisku nejCastéji reklamy nespliovaly kritéria
pfipominkové reklamy nebo neobsahovaly veSkeré
povinné udaje (poruSeni § 5b odst. 2 zakona). Pokuta
byla nej¢astéji ukladana za klamavou reklamu, za chybé-
jici povinné udaje v reklamé uréené odbornikiim a za
reklamu na preskripéné vazany lécivy pripravek uréenou
Siroké vefejnosti. V ramci jednoho pfipadu bylo ¢asto
feSeno vice reklamnich material(, z nichz nékteré byly
uréeny odbornikiim a jiné Siroké vefejnosti. DalSi ¢innost
byla v oblasti reklamy na 1éCivé pfipravky smérovana na
vzdélavani a prevenci. Velmi vyuzivanou sluzbou, kterou
SUKL v rdmci prevence poruSeni zdkona o regulaci
reklamy poskytoval, bylo pfedbézné posuzovani navrhi
reklam a vydavani stanovisek k problematice reklamy.
SUKL na vyzadani poskytl pfedbézna posouzeni —
stanoviska v 73 pfipadech.

Na konci roku 2004 na zakladé zadani SUKL byl pro-
fesionalni agenturou proveden mezi lékafi prizkum, ktery
zahrnoval otazky tykajici se chovani farmaceutickych
firem v oblasti reklamy IéCivych pFipravk(. Tento pru-
zkum identifikoval néktera jednani farmaceutickych firem
i Iékafu, kterd se neslucuji s pravnimi predpisy.

5.10 ZDRAVOTNICKE PROSTREDKY

V roce 2004 ustav v oblasti zdravotnickych prostfed-
ki zajistoval ¢innosti kontrolniho charakteru, které jsou
mu ulozeny zakonem ¢&. 123/2000 Sb., o zdravotnickych
prostfedcich ve znéni pozdéjSich pfedpist (dale jen
zakon).

The most frequently examined case of illicit advertising was
a breach of the provisions of Art. 5a, par. 2, letter a), of the Act
when the object of advertising designed for general public were
prescription-only medicinal products. The most frequent
shortcoming of advertisements in professional press was that
that they did not comply with criteria of reminder advertisements
or did not contain all the mandatory data (breach of Art. 5b, par.
2 of the Act). A fine was imposed most frequently for deceitful
advertising, for mandatory data missing in advertising designed
for professionals, and for advertising of prescription-only
medicinal products to the general public. Within a single case,
several promotional materials were examined, some of which
were intended for professionals and others for the general
public. Another part of the activity in the area of advertising
HMPs was targeted at education and prevention. A frequently
used service provided by the SUKL in the framework of
prevention of breaches of the Advertising Regulation Act was
the preliminary assessment of proposals of advertisements of
HMPs and the issue of opinions on promotion issues. The
Institute issued upon request preliminary assessments —
opinions in 73 cases.

At the end of 2004, on the basis of the SUKL’s assignment,
a professional agency carried out a survey among physicians
that included questions related to behaviour of pharmaceutical
companies in the area of advertising of medicinal products. This
survey identified some behaviour of both pharmaceutical
companies and doctors which was not compliant with legal
regulations.

5.10 MEDICAL DEVICES

In 2004 the Institute in the area of medical devices ensured
surveillance, imposed on it by the Act no. 123/2000 Coll., on
Medical Devices, as amended (hereinafter only “the Act”).

Tabulka 1. Prehled o inspekcich a zavadach u zdravotnickych prostredktli (ZP) zji§ténych v ramci kontrolni
Cinnosti sekce
Table 1. Overview of inspections and defects of medical devices (MDs) detected within inspection activity
of the branch
Pocet Povaha inspekce Hodnoceni zavad Pokuty
inspekci Type of inspection Assessment of Fines
Number of defects
inspections
Kontroly Planované| Cilené D \' K
Inspections Planned / na Mi Ma (o
podnét
Targeted /
at initiative
ZP u poskytovatel zdravotni péce
MDs at healthcare providers 80 79 1 23 200 0 0
KH ZP u poskytovatell zdrav. péce
CT MDs at healthcare providers el &l ¢ 2 L= ! g
KZ ZP u poskytovatelli zdrav. péce 4 4 0 5 1 0 0
CTest MDs at healthcare providers
NP ZP u poskytovatell zdrav. péce
AA MDs at healthcare providers 12 R 12 ¢ ¢ L e
NP ZP u vyrobct, distributort
AA MDs at manufacturers, 14 NA 14 0 0 0 0
wholesalers

ZP — zdravotnicky prostiedek, KH ZP — klinické hodnoceni ZP, KZ ZP — klinickd zkouSka ZP, NP ZP — nezadouci

pfihoda ZP,

MD — medical device; CT MD - clinical trial of MD; CTest MD — clinical test of MD; AA MD — adverse incident of MD
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Zavady v oblasti kontrol zdravotnickych prostfedk
jsou rozdéleny na zavady drobné - D, které nepredstavuji
ve svém dusledku ohrozeni zdravi pacientd, vyznamné -
V, které mohou ohrozit zdravi nebo vést k chybnému
zpUsobu |é¢by a kritické - K, jejichz disledkem muze byt
zavazné ohrozeni zdravi nebo Zivota.

Kontroly zdravotnickych prostfedk( u poskytova-
telli zdravotni péce ve statnich i nestatnich zdravotnic-
kych zafizenich byly zaméfeny na vybrané skupiny pro-
stfedku:
aktivni, se zvySenym rizikem pro uzivatele nebo

tfeti osoby (tfidy Ill, IIb a ¢aste¢né lla) — pfevazné
pristroje hemodialyzacni, ventilatory plic a defibrila-
tory

aktivni implantabilni — kardiostimulatory, kardiover-
tery/defibrilatory

s méfici funkci — pfevazné oéni tonometry
diagnostika in vitro

neaktivni, zafazené do klasifika¢nich tfid |, lla a llb.

Kontroly u poskytovatelll se soustfedily na prokazani
plnéni pozadavkd ve smyslu § 40 zdkona, které nejvice
souvisi se zajisténim bezpecnosti a funkénosti zdravot-
nickych prostfedkl pfi jejich pouZiti pfi poskytovani
zdravotni péce. V obdobi pfed vstupem CR do EU byla
provadéna kontrola, maji-li poskytovatelé kopie ujisténi
o tom, ze vyrobce nebo dovozce vydal k pfislusnému ZP
prohladeni o shodé. Mezi 80 kontrolovanymi subjekty byly
nemocnice, kardiologicka centra, dialyza¢ni pracovisté,
lazné, o¢ni ambulance a soukroma odborna laboratof.
V ramci kontrol ZP s méfici funkci (stanovenych méfidel)
bylo provedeno 9 spole€nych kontrol s inspektory Ceské-
ho metrologického institutu.

Defects in the area of MD inspections are divided into minor
— Mi defects, the consequence of which does not represent a
danger to patients’ health, major — Ma defects, which can pose
a danger to health or lead to an erroneous treatment method,
and critical — C defects the consequence of which can be a
serious danger to health or life.

Inspections of medical devices at healthcare providers
in state and non-state healthcare establishments were focused
on selected groups of medical devices:
active with a higher risk for users or third persons
(classes lll, llb and partly lla) — mostly haemodialysis
devices, lung ventilators and defibrillators,
active implantable MDs — pacemakers, cardioverters/
defibrillators,
with a measuring function — mostly eye tonometers,
in vitro diagnostic MDs,
non-active MDs included in classes |, lla and llb.

Inspections at providers were focused on proving the
compliance with requirements ensuing from Art. 40 of the Act,
which have the biggest importance for guaranteeing the safety
and functionality of medical devices when they are used for
health care provision..

In the period prior to the CR’s accession to the EU,
providers were inspected whether they had copies of
affirmations that a manufacturer or an importer had issued a
declaration of conformity of the concerned MD.

The 80 inspected subjects included hospitals, cardiological
centres, dialysis units, spas, ophthalmic outpatient departments,
and a private specialised laboratory.

In the framework of inspections on MDs with a measuring
function (defined gauges), nine joint inspections were carried
out by inspectors of the Medical Devices Branch and the Czech
Metrological Institute.

Tabulka 2. Struktura zjisténych zavad v oblasti kontrol ZP u poskytovatell zdravotni péée v roce 2004

Table 2. Structure of defects identified in the area of inspections of MDs at healthcare providers in 2004
Zavady Zavady Zavady
drobné |vyznamné | kritické

Minor Major Critical
defects defects defects
Pocet kontrolovanych ZP Pocet provedenych kontrol
Number of inspected MDs Number of inspections made 23 158 0
392 80
Pocet kontrolovanych dokumentd*
Number of inspected subjects* 0 42 0
588
Celkovy pocet zavad
Total number of defects 23 200 0

* splnéni pozadavkl pro pouzivani ZP (ujisténi o prohlaseni o shodé, prohlaseni o shodé nebo oznaceni CE znackou)
* Compliance with the requirements for the use of MDs (assurance on a declaration of compliance or indentification

with a CE symbol).

Vysledky kontrol ukazuji, ze i po Ctyfech letech platnos-
ti zakona nejsou pozadavky a povinnosti z ného vyplyva-
jici pro poskytovatele zdravotni péce ve vSech zdravotnic-
kych zafizenich dostate¢né vzité. Jedna se predevsim
0 nedostate¢né vedenou evidenci pouzivanych zdravot-
nickych prostfedkd, chybéjici navody k pouziti v ¢eském
jazyce, nedostatky v zaznamech o servisu, udrzbé a in-
struktazi odborné obsluhy. Ve srovnani s rokem 2003
doslo k mirnému nardstu jak drobnych, tak vyznamnych
zavad. Na zékladé vysledku kontrol byla s poskytovateli
zdravotni péc¢e zahajena 2 spravni fizeni.
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Inspection results show that, after four years of the validity of
the law, the requirements and obligations ensuing from it for
providers in all healthcare establishments are still not sufficiently
assimilated. This mainly applies to poorly kept records of MDs in
use, missing instructions for use in the Czech language,
deficiencies in the records of service, maintenance and
instructions to operators. In comparison with the year 2003
there has been a moderate increase in both minor and major
defects. On the basis of inspection outcomes, two administrative
procedures were opened with healthcare providers.

Monitoring was carried out in 2004 concerning the providers’
readiness to meet the legal requirements chiefly related to



V roce 2004 byl proveden monitoring o pfipravenosti
poskytovatell zdravotni péce plnit zakonem stanovené
pozadavky tykajici se zejména staré pfistrojové techniky
ve smyslu § 52 novely zédkona. Zavéry Setfeni u 156
zdravotnickych zarizeni byly poskytnuty Ministerstvu
zdravotnictvi a zvefejnény na webovych strankach SUKL.
K této problematice byla provedena rozsahla informacni
kampan (pfednasky, seminat, informace ve Véstniku a na
webovych strankach SUKL, konzultace).

Kontroly provadéni klinického hodnoceni a klinic-
kych zkousek zdravotnickych prostfedklt u poskyto-
vatell zdravotni péce byly zaméreny pfevazné na hod-
noceni prostfedk(l ve tfidé rizika I, lla a Ilb. Kontrolovany
byly rovnéz zavére¢né zpravy o klinickém hodnoceni ZP,
které byly namatkové vybrany v pribéhu kontrol. Pfi vy-
béru kontrolovanych pracovist se vychazelo ze seznamu
zdravotnickych zafizeni, ktera byla MZ CR povéfena
k provadéni klinického hodnoceni zdravotnickych pro-
stfedkd.

Zkontrolovano bylo celkem 72 zdravotnickych pro-
stfedk(l, z toho 68 prostfedkd v ramci klinického hodno-
ceni na zakladé literarni reSerSe a 4 v ramci kontroly
klinické zkousky. Pocet a struktura zjiSténych zavad jsou
uvedeny v tabulce 2. Mezi vyznamné zavady se fadi
napf. nedolozeni navodu k pouziti/pfibalové informace
v Ceském jazyce a nedostate¢né podklady pro klinické
hodnocené daného zdravotnického prostfedku. V oblasti
kritickych zavad byl zjistén nesoulad v postupu hodno-
ceni s dostupnou literaturou, technickou dokumentaci, na
zékladé kterych mélo byt posuzovatelem provedeno
klinické hodnoceni. Protoze ve stanoveném terminu byly
kritické zavady odstranény, nebyl diivod zahajovat sprav-
ni fizeni. V pfipadé klinickych zkou$ek zdravotnickych
prostfedkl byly jako vyznamna zavada nalezeny neupiné
plany zkousky. V roce 2004 bylo rovnéz prostudovano
131 zavérecnych zprav klinickych hodnoceni zdravot-
nickych prostfedk(l. Z tohoto poctu bylo zjisténo 9 drob-
nych zavad (napf. nebyl uveden vyrobce zdravotnického
prostfedku, chybélo datum zahgjeni/ukonéeni klinického
hodnoceni zdravotnickych prostfedk() a 11 vyznamnych
(napf. neuplna citace odbornych publikaci, chybél podpis
statutarniho zastupce poskytovatele zdravotni péce). Lze
konstatovat, ze po vstupu Ceské republiky do Evropské
unie doslo ve srovnani s predchozimi roky k vyznamné-
mu poklesu poctu provadénych klinickych hodnoceni
u poskytovatelll zdravotni péce (pocet klinickych hodno-
ceni zdravotnickych prostiedkd v letech: 2002 — 1 388,
2003 — 2 071 a 2004 — 268).

Po vice jak Ctyfech letech platnosti zakona ma vétsina
klinickych pracovist zapojenych do provadéni klinickych
hodnoceni zdravotnich prostfedkl a klinickych zkousek
zdravotnickych prostfedkl tyto €innosti systémové oSe-
tfeny.

Setieni nezadoucich pfihod. Pfi Setfeni nezadoucich
pfihod souvisejicich s pouzivanim zdravotnickych pro-
stfedkd byly pfednostné Setfeny, stejné jako v lonském
roce, nezadouci pfihody, které mély vztah ke zdravot-
nickym prostfedkiim pouzivanym v Ceské republice. Na
zakladé vysledku Setfeni byla zahajena 2 spravni fizeni.
V ramci Setfeni nezadoucich pfihod zdravotnickych pro-
stfedk( bylo provedeno 9 spolecnych kontrol s inspektory
Ceské obchodni inspekce.

V roce 2004 vystoupil pocCet hlaseni nezadoucich pfi-
hod zdravotnickych prostfedk(l na 398 proti 365 v roce
2003. Pomér pfijatych a uzavienych pfipadd nezadoucich
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obsolete devices in accordance with Art. 52 of the amended act.
The conclusions of the monitoring of 156 healthcare
establishments were provided to the Ministry of Health and
published at the SUKL’s website. An extensive information
campaign was organised on this issue (lectures, a seminar,
information in the SUKL Vestnik/Bulletin, and consultations).

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 llb. Also
assessed were final reports on clinical trials of MDs that had
been selected at random in the course of inspections. The
selection of inspected centres was based on the list of
healthcare establishments authorised by the MoH CR to
perform clinical trials of medical devices.

A total of 72 medical devices were inspected, of which 68
MDs in the framework of clinical trials based on literary
research, and four in the framework of the inspection of clinical
tests. The number and structure of identified defects are given
in Table 2. Major defects included e.g. missing instructions for
use/package information in the Czech language and insufficient
documents for the clinical trial of a given medical device.
Identified in the sphere of critical defects was a discrepancy
between the trial procedure and the available literature and
technical documents, on the basis of which the appraiser was to
make a clinical trial. Because critical defects were rectified
within the set time limit, there was no reason for opening an
administrative procedure. In the case of clinical tests of medical
devices, incomplete test plans were identified as a major defect.
Also studied in 2004 were 131 final reports on clinical trials of
medical devices. Out of this number, nine minor defects were
identified (e.g. the manufacturer of the MD was not mentioned,
the start/end date of a clinical trial was missing), and eleven
major defects (e.g. incomplete quoting of specialised
publications, missing signature of a statutory representative of a
healthcare provider). It can be stated that after the Czech
Republic’s accession to the European Union there has been a
significant decrease in the number of clinical trials performed at
healthcare providers as against the preceding years (years and
the respective numbers of clinical trials of MDs: 2002 — 1,388;
2003 - 2,071; and 2004 — 268).

After more than four years since the law came into force,
most clinical centres involved in clinical trials of medical devices
and clinical trials of medical devices have system procedures for
carrying them out.

Investigation of adverse incidents. In the field of the
investigation of adverse incidents related to the use of medical
devices priority was given — just like in the preceding years — to
adverse incidents connected to medical devices used in the
Czech Republic. On the basis of investigation results two
administrative procedures were opened. Within investigation of
adverse incidents of medical devices, inspectors of the Medical
Devices Branch and the Czech Commercial Inspection (COI)
carried out nine joint inspections.



Tabulka 3. Struktura pfijatych a uzavienych hlaseni nezadoucich pfihod podle kategorie dle normy CSN EN
ISO 15 225

Table 3. Structure of received and closed reports on incidents by categories in conformity with the
standard CSN EN ISO 15 225

Rok 2004 / Year 2004
Prijata hlaseni NP ZP Pomer
rijata hiasenl | uzavienych
Received reports on AA MDs m:izé,per:icﬁ;azng a pii jat)’ych
Kéd - nazev kategorie ZP . 3 Uza’\fren’a na konci hlasenlo
Prevedena U hlaseni ku 2004 NP ZP v %
hiaseni NP zp | NOVe prijata | NP ZP o Percentage
Code-name of category of MDs 2 roku 2003 hlageni NP ZP Closed pen of closed
Reports on Newly reports on ri\p X sﬁlsDon and recieved
recieved AA MDs S R T
AA MDs reports on at the end ApA Frive
ranaierey | A MDs
01 - aktivni implantabilni prostfedky
active implantable MDs 2 13 14 6 93
02 - anestetické a respiracni
prostiedky 5 9 12 2 86
anaesthetic and respiratory MDs
03 - stoma’_tologické prostredky 0 3 3 0 100
dental devices
04 - eIektro/mec_hanické prostfedky 3 51 49 5 91
electro/mechanical devices
05 - nemocnicni vybaveni (inventar) 1 12 9 5 69
hospital equipment (inventory)
06 - in vitro diagnostické prostfedky
in vitro diagnostic MDs S 9% 9 0 9
07 - nea!divrjl’ implantabilni p'rostfedky 3 73 70 3 92
non-active implantable devices
08 - oftalmické a optické prostredky
ophthalmic and optical devices 1 1 12 1 100
(_)9 - nastroje pro opakované pouziti 1 19 19 1 90
instruments for repeated use
10 - prostiedky pro jednorazové
pouziti 5 79 77 9 92
disposable devices
11 - technické pomucky pro postizené
technical aids for disabled persons 4 = 17 2 (20
12 - prostf. pro diagnost. a terapii
zafeni
2 1 14 7
devices for radiation diagnostics o 6 6
and therapy
Celkem / Total 82 398 892 38
430 430
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pfihod ZP byl v roce 2004 90 % (tabulka 4). Nejvyssi
narlst pfijatych hladeni byl zaznamenan v kategoriich 06
a 10 (tabulka 3).

The year 2004 saw a continuation of the number of reports
on adverse incidents of MDs to 398 from 365 in 2003. The
proportion of received and closed cases of adverse incidents in
2004 was 90 % (Table 4). The biggest increase of received
reports was in the categories 06 and 10 (see Table 3).

Tabulka 4. Pocet hlaseni nezadoucich pfihod zdravotnickych prostiedku

Table 4.

Number of reports on adverse incidents of MDs

Pocet rozpracovanych hlaSeni prevedenych z roku 2003

Number of opened reports transferred from 2003 32
Pocet pfijatych hladeni v |. — IV. ¢tvrileti 2004 398
Number of reports received in 1Q — 3Q 2004

Pocet uzavienych hlaseni v I. — V. ¢tvrtleti 2004 392
Number of reports closed in 1Q — 3Q 2004

Pocet rozpracovanych hlaSeni na konci IV. Ctvrtleti 2004 38
Number of opened reports at the end of 4Q 2004

5.11 VYNUCOVANI PRAVA

Ve druhé poloviné roku 2004 byla zahajena nova
aktivita Uustavu zaméfena na vynucovani prava (tzv.
enforcement), koordinovana oddélenim regulacni koordi-
nace a pravni podpory. ReSeny jsou externi podnéty i pfi-
pady vybrané pracovniky Ustavu. Byly navazany kontakty
s Policii CR, SZPI a COI a spoluprace s nimi. S Celni
spravou bylo zahajeno rychlé pfedavani informaci o zadr-
zenych lécivych pfipravcich v terénu a na posStovnich
Ufadech a vzajemné proskolovani pracovnikd. V ramci
spoluprace ¢lenskych statd v oblasti potirani protipravni-
ho nakladani s lécivymi pfipravky ustav zahdjil aktivni
spolupréci s pfislusnymi organy ostatnich &lenskych
stat(l, a to vCetné celnich a policejnich organd.

V lonském roce byly feSeny pfipady neopravnéného
prodeje lé¢ivych pripravkd na trzistich a u benzinovych
pump. V8echny krajské zivnostenské urady byly infor-
movany o moznosti pfedavat ustavu podnéty na pripadny
prodej |é¢ivych pFipravkl zjistény pfi jejich béznych
kontrolach. Celkem bylo ukon&eno 6 spravnich fizeni pro
neopravnény prodej IéCivych pfipravkd uzavienych uloze-
nim pokuty.

Byl pfipraven projekt sledovani nabidek [éCivych
pfipravkll na internetu a byly aktivné vyhledavany webové
stranky porusujici zakon o léCivech. Nezakonna nabidka
IéCivych pfipravku je rozsahla - celkem 17 stranek, z toho
15 na prodej anabolickych steroid(, 1 na prodej pripravku
na lécbu erektilni dysfunkce, 1 na lek podporujici hubnuti.
Ustav s vyuzitim zakona ¢. 480/2004 Sb., o nékterych
sluzbach informaéni spole€nosti pozadal o odstranéni
takovychto webovych stranek a zatim v 7 pfipadech k
odstranéni webovych stranek poruSujicich zakon
o léCivech skutec¢né doSlo. Dale bylo v 9 pfipadech, které
neni mozno odstranit na zakladé uvedeného zakona,
podano trestni oznameni na provozovani webovych
stranek nabizejicich |éCivé pfipravky a zaroven byl podan
podnét Celni spravé, ktera ma rovnéz pravomoc jako
organ ¢inny v trestnim fizeni.
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5.11 ENFORCEMENT

A new activity was initiated in the second half of the year
2004 geared towards the enforcement of law, coordinated by
the Department of Regulatory and Legal Support. Both external
reports and cases selected by the Institute’s staff members are
handled. Contacts were established with the Police of the CR,
the State Agricultural and Food Inspection (SZPI) and the
Czech Trade Inspection (COIl), and mutual co-operation was
started. A rapid exchange of information was initiated with the
Customs Administration on medicinal products seized in the
field and at post offices, plus mutual training of staff members.
In the framework of co-operation of the EU Member States in
the area of combating unlawful handling with medicinal
products, the Institute started active co-operation with
competent authorities of the other Member States, including
customs and police.

In 2004 cases of unauthorised sale of medicinal products at
market places and petrol stations were addressed. All regional
trade licensing offices were informed on the possibility of
submitting reports to the Institute concerning unauthorised sale
of medicinal products detected at their routine inspections. A
total of six administrative procedures were completed for
unauthorised sale of medicinal products by the imposition of a
fine.

A project was prepared for monitoring offers of medicinal
products on the Internet, and an active search was made of
websites breaching the Act on Pharmaceuticals. The illicit offer
of medicinal products is extensive — a total of 17 websites, of
which 15 offer sale of anabolic steroids, one for the sale of
products for the treatment of erectile dysfunction, and one for a
slimming supporting drug. The Institute, availing of the Act no.
480/2004 Coll., on Certain Services of Information Society,
asked for the removal of such websites, and seven infringing
websites have been actually removed so far. Furthermore, in
nine cases, where the removal cannot be reached on the
grounds of the above-mentioned law, a complaint was lodged
against the operation of such websites offering medicinal
products and, at the same time, a notification was submitted to
the Customs Administration, which also has the authority of a
body responsible for penal proceedings.



5.12 TVORBA NOREM A LEKOPISNA CINNOST

V oblasti normotvorné ¢innosti bylo v roce 2004 ko-
mentovano 55 navrh( prekladl evropskych norem a 11
normaliza¢nich dokument( z oblasti ISO a CEN.

Do tisku byly pfedany rukopisy Ceského lékopisu
2002 — Dopliiku 2003 a Ceského lékopisu 2002 —
Doplfiku 2004 (dale jen Dopl. 2003, Dopl. 2004) a byly
provedeny korektury obou soubor(, obsahujici 323 a 341
¢lankl a stati (CL 2002-Dopl. 2004 viz tabulka 1).
Zpracovana byla narodni ¢ast Dopliku 2003, do které
bylo zafazeno 13 novych a 10 reviznich ¢lankd, a narodni
¢ast Doplriku 2004, ktera obsahuje 4 nové a 5 reviznich
¢lankl. V obecnych ¢astech narodnich ¢asti Doplniku
2003 a Doplriku 2004 byly doplnény a revidovany nebo
pfipraveny v plném znéni tabulky, do kterych byly
promitnuty nové pfedpisy v souvislosti se zménou
zakona €. 167/1998 Sb. Z narodni ¢asti Dopliku 2003
bylo vypusténo 7 ¢lankd, které byly nahrazeny ¢lanky
evropskymi, v Doplfiku 2004 byly takto vypustény 4
Clanky.

Tabulka 1. Cesky Iékopis

5.12 SETTING OF STANDARDS AND PHARMACOPOEIAL
ACTIVITIES

In the year 2004, in the sphere of the standard-setting
activity, the Institute commented on 55 draft translations of
European standards and 11 standardisation documents in the
area of ISO and CEN.

Manuscripts of the Czech Pharmacopoeia 2002 —
Supplement 2003 (Ph. B. 2002 — Add. 2003) and the Czech
Pharmacopoeia 2002 — Supplement 2004 (hereinafter Add.
2003 and Add. 2004) were sent to the press, and proof-reading
was made of both files containing 323 and 341 monographs and
chapters (see the following table for Ph.B. 2002 - Add. 2004).
Also compiled was the national part of the Supplement 2003, in
which 13 new and 10 revised monographs and articles were
included, and the national part of the Supplement 2004, which
contains four new and five revised monographs. In general
sections of the national parts of the Supplement 2003 and 2004,
tables were completed and revised or prepared in full wording,
reflecting new regulations related to the amended Act no.
167/1998 Coll. Seven monographs were left out from the
national part of the Supplement 2003, and they were replaced
by European monographs; similarly four monographs were left
out from the Supplement 2004.

Table 1. Czech Pharmacopoeia

CL 2002-Dopl. 2004 Obecné stati + tabulky Monografie Celkem
Ph. B. 2002-Add. 2004 General chapters + tables Monographs Total

nové revidované nové revidované

new a opravy new a opravy

revised revised
and corrected and corrected

EVIOpSKaCust 3 17 69 170 259
European part
Narodni cast
National part v et 4 5 14
Celkem 3 17+7 73 175 275
Total

Zahajena byla pfiprava Ceského Iékopisu 2005 (dale
jen CL 2005), ktery je z hlavni ¢asti pfekladem Ph. Eur.
Ed. 5 a Suppl. 5.1 a 5.2. Texty obou doplfikl byly po
kompletaci pro tiskarnu zpfistupnény elektronicky pracov-
nikim ustavu. Pro vydani Dopl. 2003 a Dopl. 2004 na
CD-ROMu byly pro Gradu pfipraveny materidly umoz-
rujici vydat v elektronické podobé Uplné znéni Iékopisu.

O zavaznosti evropskych Iékopisnych vydani jsou
zverejiiovany informace ve Véstniku SUKL a na interneto-
vé strance Ustavu.

Preparation started of the Czech Pharmacopoeia 2005
(hereinafter Ph. B. 2005), the bulk of which is a translation of
Ph. Eur. Ed. 5 and Suppl. 5.1 and 5.2. The texts of both
supplements were made accessible in electronic form to the
Institute’s staff members after they had been completed for the
printing house. Materials were prepared for the publication of
the Suppl. 2003 and the Suppl. 2004 on CD-ROM for Grada
publishers, facilitating the complete version of the
pharmacopoeia in electronic form.

Information on the mandatory character of supplements to
the European Pharmacopoeia is published in the Vestnik SUKL
(SUKL Bulletin) and at the Institute’s website.
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6. ZPRACO\!ANi A POSKYTOVANI
INFORMACI

6.1. INFORMACNI TECHNOLOGIE

Na zac¢atku roku 2004 byl pIné uveden do provozu
datovy server s vybavenim pro praci s registracnimi
dokumentacemi v elektronické podobé. Byla zlepSena
mistni pocitacova sit, zvySena rychlost pfipojeni na
internet a podle pokynu Ministerstva informatiky byla
zapocCata rekonstrukce internetovych stranek Ustavu tak,
aby byla pfistupna i pro uzivatele s riznymi handicapy, at
jiz zdravotnimi ¢i technickymi. Byl vytvofen zabezpeceny
kanal pro spojeni s EMEA pfes internet a instalovan
zabezpedeny server pro pfistup k EU Extranetu v ramci
projektu Ministerstva zahrani¢nich véci. Na konci roku
bylo zapocato se zabezpe€enym pfipojenim regiondlnich
pracovist k pocitacové siti ustavu pfes internet. VSechny
databaze v systému Oracle byly pfevedeny z Oracle
verze 8 na Oracle verze 9. RozSifeno bylo poskytovani
vybranych Udaji z databaze lécivych pfipravkll externim
subjektim pres webové stranky ustavu.

DATABAZE LECIVYCH PRIPRAVKU A SLEDO-
VANi DODAVEK DO LEKAREN

6.2.

V souvislosti se vstupem CR do EU se databéaze
registrovanych pfipravkl rozsifila o udaje o lécivych
pfipravcich registrovanych centralizovanou procedurou.
Data o téchto pfipravcich jsou ziskavana z nékolika zdroju
a s EMEA jsou vedena jednani o jejich efektivnéjSim
predavani. V lorfiském roce tak pfibylo do databaze 261
pfipravkl s timto typem registrace. V souvislosti s evrop-
skymi postupy registraci byla databaze pfizpisobena za-
davani evropskeého registracniho Cisla. V ramci doplrno-
vani databaze pribézné dochazi k pfidélovani koédd
SUKL, vedeni identifika¢nich udaji vyrobcl a drziteld,
vkladani dat pro ATC skupiny, DDD, omamné a psycho-
tropni latky, pfipravky podléhajici hlaSeni SUKL, BSE/TSE
riziko, potencial pro doping a nové lé€ivé a pomocné latky
podle aktualizovanych Iékopisl. Knihovna komponent se
rozrostla o 250 novych komponent.

Celkem bylo k 31.12.2004 v databézi IéCivych pfiprav-
ku evidovano 4 979 pfipravkd podle registracnich Cisel
a 20 360 pripravkd podle kodd SUKL. | pfes 207 nové
udélenych registraci s 1 158 variantami pfipravk( podle
koédl doslo proti roku 2003 k poklesu celkového poctu
v§ech variant registrovanych pfipravkld. Ke zruseni
registrace dochazelo pfevazné na zadost drzitele nebo
tim, Ze drzitel registrace nepredlozil udaje k prodlouzeni
registrace. Z 914 registracnich ¢&isel pfipravkil odpovida-
jicich 1 744 kéddm, u nichz byla v roce 2004 ukon¢ena
registrace, nebylo v pribéhu roku dodavano do Iékaren
612 pfipravkd podle registracnich ¢isel a 2 567 podle
kéda. Celkem nebyla v prdbéhu roku hlasena distribuce
do lékaren u 886 registracnich Cisel (18 %) a u 7 839
kodl (39 %). Rusenim rozhodnuti o registraci neobchodo-
vanych pfipravkd tak postupné klesa podil registrovanych
pfipravk(, které se neobjevuji na trhu v CR.
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6. PROCESSING AND PROVISION OF
INFORMATION

6.1 INFORMATION TECHNOLOGY

A data server equipped for processing registration dossiers
in electronic form was made fully operational early in 2004. The
local area network was enhanced, the speed of the connection
to Internet was increased and, in conformity with instructions of
the Ministry of Informatics, the Institute's website reconstruction
was started in order to make it accessible also to users with
different handicaps, either medical or technical. A safe channel
was established for the Internet connection with the EMEA, and
a safe server was installed for accessing the EU Extranet in the
framework of a project of the Ministry of Foreign Affairs. The
end of the year saw the launch of a safe Internet connection of
regional centres to the Institute's computer network. All the
databases in the Oracle system were transferred from Oracle
version 8 to Oracle version 9. There was also an extension of
the provision of selected data from the database of medicinal
products to external subjects through the Institute's website.

6.2 DATABASE OF MEDICINAL PRODUCTS AND

MONITORING OF DELIVERIES TO PHARMACIES

In relation to accession of the CR to the EU, the database of
authorised products was extended to include data on medicinal
products authorised through the centralised procedure. Data on
these products have been acquired from several sources, and
talks have been held with the EMEA on their most efficient
transfer. Thus, 261 products with this type of authorisation were
added to the database. With respect to European MA
procedures, the database was adapted to the entering of the
European MA number. In the framework of the database
population, SUKL codes have been continuously allocated,
identification data of manufacturers and marketing authorisation
holders are kept, data for ATC groups, DDD, narcotic
psychotropic substances, products subject to notification to the
SUKL, BSE/TSE risk, doping potential, and new active
substances and excipients according to updated
pharmacopoeias are entered.

As of 31 December 2004, a total number of 4,979 products
were registered in the database of medicinal products by
marketing authorisation numbers and 20,360 products by SUKL
codes. Despite 207 new marketing authorisations with 1,158
presentations of products, there was a drop in the total number
of all presentations of authorised products as against the year
2003. Withdrawals were chiefly at the marketing authorisation
holder's request or because a MA holder had failed to submit
data for renewal. Out of 914 MA numbers of products
corresponding to 1,744 codes, for which marketing authorisation
expired in 2004, 612 products were not supplied to pharmacies
in the course of the year by MA numbers and 2,567 by codes.
Distribution to pharmacies was not reported in the course of the
year of a total of 886 MA numbers (18 %) and 7,839 codes (39
%). Thus, the withdrawal of marketing authorisation on non-
marketed products causes a gradual decline of the share of
authorised products that fail to show up on the Czech market.



Tabulka 1. Vybrané podskupiny registrovanych Iégivych pfipravka evidované v databazi SUKL k 31.12.2004
Table 1. Selected sub-groups of medicinal products registered in the SUKL's database as of 31 Dec 2004

Reg. Cisla Reg. kody

Reg. numbers Reg. codes
Celkem lécivych pripravkl (bez homeopatik) 4979 20 360
Medicinal products (excl. homeopathics) in total
Jgdnosloikové 5794 11 971
Single component
Viceslozkové
Multiple component 2l ek
LéC. pripravky centralizované registrované 261 2012
Centralised medicinal products
Vyroba/propousténi CR*
Manufacture/release CR* 984 2603
Vyroba/propousténi EU*
Manufacture/release EU* S Jedie
OTC celkem
OTC total 1059 3 362
Vyhrazend léCiva
Selected pharmaceuticals s =
OTC a vyhrazena léciva povahy rostlinnych pfipravk 163 348
OTC and selected pharmaceuticals of herbal character
Homeopatika
Homeopathics e 6582

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

Tabulka 2. Udaje o uéinnych latkach, OTC pfipravcich a homeopatikach v roce 2004
Table 2. Data on active substances, OTC products and homeopathics in 2004

Pocet
Number

Uginné latky obsaZené v registrovanych pfipravcich (k 31.12.2004)* 2191
Active substances contained in authorised products (as of 31 Dec. 2004)*
OTC a vyhrazena léciva
OTC and selected pharmaceuticals
dodavky do Iékaren a prodejciim (baleni) 121 032 198
deliveries to pharmacies and vendors (packages)
dodavky do lékaren a prodejciim (K&)
deliveries to pharmacies and vendors (CZK) 7118194 273
dodavky do lékaren a prodejciim (DDD)
deliveries to pharmacies and vendors (DDD) SETGNE S
DDD/1000/den
DDD/1000/day [E=2
Homeopatika
Homeopathics
dodavky do lékaren (balenf) 1080 746
deliveries to pharmacies (packages)
dodavky do lékaren (K¢)
deliveries to pharmacies (CZK) CYE U,

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

* Including herbal drugs; salts, esters and complexes derived from one active part of molecule are considered as a
single active substance
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Obr. 1.
Fig. 1.

Pocty registracnich ¢isel podle roku registrace, stav od roku 1970 k 31.12.2004
Quantities of MA numbers by the year of authorisation; from the year 1970 as of 31 Dec 2004
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Pravidelné kazdy mésic je v elektronické formé vyda-
van ciselnik SUKL, ve kterém je vybér dat z databaze
Ié¢ivych pFipravkd ustavu. Informace o registrovanych
pfipravcich ¢&i informace o pfipravcich, u kterych dojde,
pfip. doslo k zaniku registrace jejim neprodlouzenim, jsou
zverejnovany pravidelné ve Véstniku SUKL. Kazdy mésic
je provadén vybér dat pro Ministerstvo zdravotnictvi
o omamnych a psychotropnich latkach a Ctvriletné jsou
zpracovavany udaje o objemu lécCivych pfipravkl
dodavanych do Iékaren a dalich zdravotnickych zafizeni
(tzv. spotfeby Ié¢iv). Kumulované udaje jsou zvefej-
novany (obr. 3 - 5). Tyto udaje indikuji, ze do Iékaren bylo
v roce 2004 dodano celkem pfiblizné 327 milion(i baleni
IéCivych pfipravkl, pfedstavujicich pfiblizné 4,8 miliardy
definovanych dennich davek (DDD). Hodnota téchto
dodavek byla nejvySe 55,85 mld. K¢ (kalkulovano podle
udaja distributorll s odhadem maximalniho vyuziti distri-
bucni/lékarenské marze). Pokud by dodané pfipravky byly
vsechny pouzity pacienty v CR, jeden ob&an CR by rotné
v priméru spotfeboval 32,1 baleni s 469,85 DDD v hod-
noté 5469 K¢.

V navaznosti na poradni funkci zastupce ustavu v Ka-
tegorizaéni komisi MZ jsou pfipravovany materialy pro
jednani kategoriza¢ni komise Ministerstva zdravotnictvi,
véetné Udaju o objemech dodavek distributorl do zdra-
votnickych zafizeni a informaci o zanikajicich pfipravcich.

poctu baleni v letech 1993-2004

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 has
expired or will expire because it has not been renewed, is
published regularly in the Vestnik SUKL (SUKL Bulletin).
Monthly review 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 (Fig. 3 - 5).
These data indicate that approximately 327 million packages of
medicinal products were supplied to pharmacies in 2004,
representing about 4.8 billion defined daily doses (DDD). The
value of these deliveries was 55.85 billion CZK at most
(calculated from the wholesalers' 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 have consumed an average of 32.1 packages containing
469.85 DDD valued at 5,469 CZK.

In connection with the consultative status 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 wholesalers' supplies to healthcare
establishments and information on expiring products.

Celkovy objem dodavek lééivych pFipravki do lékaren a dalSich zdravotnickych zafizeni v CR v

Total volume of deliveries of medicinal products to pharmacies and other healthcare

establishments in the CR in 1993 -2004 (no. of packages)

—

—

B7,89 95,6
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44,5 p7.3) 63,48 173.9
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Obr. 4. Horni odhad finanénich prostfedki vynalozenych na lécivé pfipravky dodané do Iékaren a dalSich

zdravotnickych zafizeni v CR v letech 1993-2004
Fig.4. Upper estimate of expenditure spent on medicinal products delivered to pharmacies and other

healthcare establishments in 1993 -2004
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Obr. 5. Horni odhad pramérné ceny baleni Ié&ivych pFipravk( v CR v letech 1993-2004
Fig. 5. Upper estimate of average retail price per package in the CR in 1993-2004
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6.3 INFORMACNI AKTIVITY A VYUKOVA CINNOST
Informacni aktivity ustavu zahrnovaly provozovani
informacéniho stfediska, knihovny, komunikaci s médii,
a vydavani periodickych i neperiodickych publikaci.

Informacni stfedisko zodpovidalo dotazy jak laické, tak
odborné verejnosti obdrzené telefonicky, e-mailem (i pfes
internetové stranky) a pisemné. Celkovy pocet zodpoveé-
zenych dotazl v roce 2004 byl 2 446, nejvice dotazl
sméfovalo na oblast registrace IéCiv. Pfehled struktury
zodpovézenych dotazl informaénim stfediskem a struk-
tura tazatell jsou uvedeny v tabulkach 1 a 2.

Tabulka 1.

Dotazy v informacnim stredisku v roce 2004

6.3 INFORMATION AND TRAINING ACTIVITIES

The Institute's information activities included the operation of
the Information Centre, the library, communication with the
media, and the issue of periodical and special publications.

The Information Centre answered enquiries of both the lay
and professional public received by phone, e-mail (including the
website) and in writing. The total number of answered enquiries
in 2004 was 2,446, most of which were related to the area of
marketing authorisations for pharmaceuticals. A survey of the
structure of enquiries answered by the Information centre and
the structure of enquirers are given in Tables 1 and 2.

Table 2. Inquiries received by the Information Centre in 2004

Oblast Pocet
Area Number
Registrace Iécivych pfipravku 1273
Authorisation of medicinal products

Lékopisy, nazvy ucinnych a pomocnych latek 109
Pharmacopoeia, names of active substances and excipients

Problematika tykajici se jinych pracovist (SzU, MZ, USKVBL, toxikologie) 304
Problems related to other centres (‘'SZU’, MoH, ‘USKVBL’, toxicology)

Vyrobci, drzitelé rozhodnuti o registraci a jejich obchodni zastoupeni 177
Manufacturers, MA holders and their business representatives

Schvaleni prostfedkd zdravotnické techniky 63
Approval of medical devices

Inspekéni problematika 147
Inspection problems

HlaSeni zavad €i informace o hlaSenych zavadach 37
Reports on defects or information on reported defects

Lékarenstvi 136
Service for pharmacies

Seminare a aktivity Ustavu 39
Seminars and activities of the Institute

Cinnosti sekce laboratorni kontroly 19
Activities of the Laboratory Control Branch

Klinické hodnoceni a farmakovigilance 122
Clinical trials and Pharmacovigilance

Celkem

Total 2

Tabulka 2. Okruhy tazatel( obracejicich se na informacéni stfedisko v roce 2004

Table 2. Types of enquirers addressing the Information Centre in 2004

Tazatel Podil dotazil %

Enquirer Percentage of
enquiries

Lékarny

Pharmacies 33

Nemocnice, [ékafi 12

Hospitals, physicians

Vyrobci, drzitelé rozhodnuti o registraci, zastupci firem v

Manufacturers, MA holders, representatives of companies

Distributofi 13

Distributors

Ostatni (advokatni kancelare, vysoké Skoly, pojistovny, pacienti, dopingova laboratof,

prekladatelské agentury, redakce odbornych ¢asopisu, atd.)

Others (attorney’s offices, universities, insurance companies, patients, doping control 35

laboratory, translation agencies, editors of professional journals)
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Mimo ¢innost informacéniho stfediska zodpovidaji ¢asté
dotazy i pracovnici odbornych Utvard, pficemz do této ¢in-
nosti investu;ji pfiblizné 10 % své pracovni doby. Knihovna
Ustavu poskytuje své sluzby i externim pracovnikim.

V oblasti komunikace s médii bylo zpracovéano 75 vy-
zadanych odpoveédi, hlavné pro vefejné sdélovaci pro-
stfedky. Nejvice dotaz(i bylo sméfovano na inspekéni €in-
nost v oblasti zdravotnickych prostfedk( a na oblast
registrace lécivych pfipravkd. V navaznosti na bezpec-
nostni opatfeni vztahujici se k opatfenim uplatnénym
SUKL byly poskytovany aktivné informace sdélovacim
prostfedkim, z toho ve tfech pfipadech nezadoucich
ucinkd 1éciv doslo k aktivnimu poskytnuti informaci Ceské
tiskové kancelafi.

Tabulka 3. Komunikace s médii v roce 2004
Table 3. Communication with the media in 2004

Apart from the activity of the Information Centre, staff
members of specialised units also answer frequent enquiries,
spending about 10 % of their working time in this activity. The
Institute's library offers its services to external collaborators as
well.

In the sphere of communication with the media, 75
requested answers were compiled, chiefly for the public media.
The largest quantity of enquiries was related to the inspection
activity in the area of medical resources and of medicinal
products authorisation. With respect to safety measures related
to adverse effects of pharmaceuticals, the SUKL itself
addressed the media in three cases.

Interview/tiskova
konference
Interview/

Press conference

Pisemné odpoveédi
Written answers

Vyzadané odpovédi

Requested answers 69 6
Aktivni poskytnuti informaci ke zverejnéni ve sdélovacich prostfedcich

pro Sirokou vefejnost 4 4
Active provision of information for publication in media for general public

Aktivni poskytnuti informaci ke zverejnéni v odbornych médiich

Active provision of information for publication in professional media 64 0
Celkem

Total 137 10

Zprava o &innosti SUKL v oblasti poskytovani informa-
ci za rok 2004 byla v souladu s § 18 zakona ¢. 106/1999
Sb., o svobodném pfistupu k informacim zvefejnéna na
internetové sténce ustavu.

O aktivitach a o vyvoji regulacnich opatfeni v oblasti
IéCiv i zdravotnickych prostfedkd informoval SUKL vefej-
nost pravidelné kazdy meésic 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. Kompletni materialy jsou dostupné na internetu
a také v knihovné SUKL. Véstnik byl v roce 2004 vydavan
v nakladu 2 200 vytiskll mési¢né. Svoji tradici ma
i vydavani mimoradnych publikaci Véstniku SUKL. V roce
2004 byly vydany tfi mimofadné publikace, které jsou
uvedeny v tabulce 4.

The report on the SUKL's activity in the sphere of providing
information in 2004 was published in conformity with Art. 18 of
the Act no. 106/1999 Coll., on Free Access to Information, at the
Institute's website.

The SUKL informed the public on its activities and on the
developments in the area of pharmaceuticals and medical
devices 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 problems of
the regulation of pharmaceuticals in the EU. Complete materials
are accessible at the SUKL's website and library. The number of
copies of the monthly issues of the Vestnik SUKL (SUKL
Bulletin) in 2004 equalled 2,200. There is a tradition of issuing
special publications of the Vestnik SUKL (SUKL Bulletin). Three
such publications were issued in 2004 as shown in Table 4.

Tabulka 4. MimoFadné publikace Véstniku SUKL v roce 2004

Table 4.

Zprava o &innosti SUKL v roce 2003
Annual Report of the State Institute for Drug Control 2003

Special publications of SUKL Bulletin in 2004

Seznam volné prodejnych Iécivych pripravkl a pfipravkd obsahujicich navykové latky VI.
List of OTCs and medicinal products containing narcotic and psychotropic substances VI

Prehled Iékaren, vyrobcl a distributort 1é&iv v CR X.

List of pharmacies, manufacturers and wholesalers of drugs in the CR X
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Lékovy bulletin Farmakoterapeutické informace (Fl) je
uréen predevsim Iékafim a Iékarnikim Je vydavan ve
spolupraci s Nadaci prof. Skarnitzla a distribuovan ve
spolupraci s Ceskou lékafskou komorou 11krat roéné.
V roce 2004 meélo kazdé Cislo FI naklad 52 000 vytisku
a jejich distribuce probihala bezplatné. Priizkum sledo-
vanosti Farmakoterapeutickych informaci provedeny na
konci roku 2004 na reprezentativnim vzorku Iékarl ukazu-
je, ze "vzdy" nebo "Casto" Cte Farmakoterapeutické
informace 55 % a "obc¢as" 39 % dotazanych lékaru.

V hlavnich smérech &innosti ustavu jsou pro Zadatele,
regulované subjekty i zajemce ze strany verfejnosti orga-
nizovany seminafe. Ve spolupraci s Ustavni poboCkou
Ceské spolecnosti pro zdravotnickou techniku bylo v roce
2004 usporadano 12 plldennich nebo celodennich semi-
narl. Seminarfe byly zaméreny predevsim na usnadnéni
adaptace na prostredi EU, vCetné promitnuti nové legisla-
tivy do praxe a uplatnéni novych pokyni SUKL. Mély
tento obsah:

vani nékterych Cinnosti

Seminar k I1ékopisné problematice

Hlaseni nezadoucich u¢inkd z klinického hodnoceni
a poregistra¢niho pouzivani

Nejcastéjsi chyby a nedostatky predkladané dokumen-
tace klinickych hodnoceni od zavedeni evropského
formulare Zzadosti

Klasifikace pro vyde;j

Zmény v registraci

Novela zédkona ¢.123/2000 Sb., o zdravotnickych
prostfedcich tykajici se povinnosti poskytovatell
zdravotni péce 3

Regulace reklamy na lécivé pfipravky v CR
PoZzadavky v oblasti klinického hodnoceni
a nezadoucich pfihod zdravotnickych prostfedkd po
vstupu do EU

Klinické hodnoceni

Farmakovigilance

Zmeny lékovych predpisti EU po pfijeti "Review 2001",
jejich dusledky a zohledriovani v CR

V roce 2004 pokraCovaly osvétové aktivity ustavu
zaméfené na zdravotnické pracovniky ve spolupraci
s Institutem postgradualniho vzdélavani ve zdravotnictvi
a nékterymi vysokymi Skolami. Bylo pfedneseno nékolik
desitek pfednasek na konferencich a seminafich v tuzem-
sku i zahrani¢i a zpracovana fada recenzi grantovych
vyzkumU a publikaci uréenych pro odborny tisk. V Ustavu
probihaji staze klinickych farmaceutl v pfedatestaéni
pfipravé zamérené na farmakovigilanci a odborné staze
v plynové chromatografii a mikrobiologické kontrole I€Civ.
Bylo podporeno zpracovani rigorézni prace a zorgani-
zovany kurzy "Stanoveni endotoxini metodami LAL". Pra-
covnici sekce lékdrenstvi a kontroly distribuce pfednésel
pro lékarniky, v jednotlivych regionalnich pracovistich
probihala pravidelné pfedatestaéni Skoleni lékarnikd,
praxe studentll farmacie a praxe farmaceutickych labo-
rantek. (tab. 5).
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The drug bulletin Farmakoterapeuticke informace
(Pharmacotherapeutic Information) 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 eleven times a year. The
number of copies of each issue of Pharmacotherapeutic
Information in 2004 was 52,000, and they were distributed free
of charge. A readers' survey of Pharmacotherapeutic
Information made at the end of 2004 and involving a
representative sample of physicians showed that 55 % of the
surveyed physicians read the bulletin "always" or "often" and 39
% "occasionally".

Seminars have been organised for applicants, regulated
subjects and interested persons from among the public
regarding the main lines of the Institute's activities. In co-
operation with the local branch of the Czech Society for Medical
Technology, twelve half-day or all-day seminars were
organised. Their primary focus was to facilitate the adaptation to
the EU environment, including the projection of the new
legislation in practice and implementation of the SUKL's new
guidelines. The seminars dealt with the following topics:
Regulation no. 411/2004 Coll. and more detailed information
on authorising certain activities,

Seminar on pharmacopoeial problems,

Reporting of adverse reactions from clinical trials and post-
authorisation use,

The most frequent errors and defects of submitted
documents of clinical trials since the introduction of the
European application form,

Classification for dispensing,

Variations to registration,

Amended Act no.123/2000 Coll., on Medical Devices,
related to healthcare providers' obligations,

Regulation of advertising of medicinal products in the CR,
Requirements in the area of clinical trials and adverse
incidents of medical devices after the accession to the EU,
Clinical trials,

Pharmacovigilance,

Amendments of the EU drug regulations after the approval
of the "Review 2001", their consequences and application in
the CR.

Continuing in 2004 were the Institute's education activities
intended for healthcare professionals in co-operation with the
Institute for Postgraduate Medical Education (IPVZ) and several
higher schools. Several dozens of lectures were delivered at
conferences and seminars held both in the CR and abroad, and
a number of reviews was made of research funded from grants
and of publications designed for the professional public. Study
stays have been taking place in the Institute of clinical
pharmacists in specialist postgraduate training focused on
pharmacovigilance, and specialised study stays in gas
chromatography and microbiological control of pharmaceuticals.
The compilation of a doctoral thesis was supported, and
courses were organised on the "Determination of Endotoxins
through LAL Methods". Staff members of the Pharmacy and
Distribution Control Branch gave lectures to pharmacists, and
regular specialist postgraduate training courses took place in
the various regional centres for pharmacists, together with
pharmacy students' and pharmaceutical laboratory technicians'
practical training (Table 5).



Tabulka 5. Prednaskové a Skolici aktivity regionalnich pracovist

Table 5. Lecturing and training activities of regional centres
Prednasky Predatestacni Skoleni Praxe VS Zkouseni
Lectures lékarnik Practical training of u atestaci
Specialist postgraduate university students Examination during
training of pharmacists specialist
postgraduate
training
Pocet hod pocet dny hod pocet dny hod hod
No. Hours No. Days Hours No. Days Hours Hours
32 111 53 42 228 8 75 600 49

S cilem informovat partnery v zahrani¢i o €innosti
ustavu, byl v roce 2004 mési¢né vydavan v anglictiné
elektronicky pfehled hlavnich €innosti (SUKL Monthly
Regulatory Update). Obsahuje strucny pfehled regulac-
nich aktivit SUKL a je rozesilan nékterym zahrani¢nim
partnerim a dostupny v anglické verzi webové stranky
SUKL - www.sukl.cz.

With the aim of informing foreign partners on the Institute's
main activities, an electronic monthly survey was published in
English in 2004 under the title of SUKL Monthly Regulatory
Update. It contains a brief overview of the SUKL's regulatory
activities, it is sent out to several foreign partners and is
accessible in the English version at the SUKL's website -
www.sukl.cz.

Tabulka 6. Soubory informaci poskytované nebo prodavané zadatelim v podatelné (stav k 31.12.2004)

Table 6. Information provided or sold to applicants in the mail room (as of 31 Dec 2004)

Nazev Médium  Plati od Cena
Name Medium  Valid since  Price
Ptehled Iékaren, vyrobcl a distributord 1é¢iv v CR X. publikace 2004 300,- K¢
Survey of pharmacies, manufacturers and wholesalers of drugs

in the CR X

Postup pfi povolovani vyroby a distribuce IéCiv disketa 1.10.2002 disketa vyménou
Procedure for authorisation of manufacture and distribution of nebo 50 K&
pharmaceuticals papir 1.10.2002 zdarma

Co nového piinasi Cesky Iékopis 1997 publikace 1998 100,- K¢
What's new in Czech Pharmacopoeial997

Direktivy EU pro zdravotnické prostiedky publikace 1998 500,- K¢
EU directives for medical devices

Priprava, pouziti a jiSténi jakosti krevnich slozek publikace 1998 150,- K&
Guide to the preparation, use and quality control of blood

components

Seznam volné prodejnych Iécivych pripravka a pfipravkd publikace 2004 150,- K&
obsahujicich navykové latky VI.

List of OTCs and medicinal products containing narcotic and

psychotropic substances VI

Seznam véech platnych pokynt SUKL papir 1.1.2004 zdarma
List of all valid SUKL guidelines

Update, metodické pokyny PZT 14, 15, 16,17, 18 disketa 1.8.2002 disketa vyménou

Update, Medical devices - Provisions 14, 15, 16, 17, 18

V8echny materialy jsou platné do vydani dalsi verze.
All materials are valid till the issue of a new version.

nebo 50,- K&

(Glossary: disketa - diskette; disketa vyménou - diskette exchange; papir - paper, zdarma - free; publikace -

publication; K& - CZK)

V8echny publikace a seznamy distribuované zada-
tellm v podatelné ustavu (tab. 6) jsou dostupné na webo-
vych strankéch ,SUKL, vzdy v platné aktualni verzi. Je
proto snahou SUKL redukovat "papirovou formu" téchto
informaci. Webové stranky SUKL (www.sukl.cz), jejichz
rozsah se v roce 2004 dale rozsifil, informuji souhrnné
0 agendé SUKL.
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All publications and lists distributed to applicants in the
Institute's mail room are accessible at the SUKL's website,
always in the valid updated version. The Institute therefore
strives for reducing the "paper form" of this information. The
SUKL's office work can be accessed at its website
(www.sukl.cz), the scope of which was further broadened in
2004.



6.4 VYZKUMNA CINNOST

V roce 2004 nebyl ustav zapojen v zadném grantem
podpofeném vyzkumném projektu.

7. FINANCNI A MATERIALNI ZDROJE
USTAVU

7.1. Hospodareni v roce 2004

Mechanismus vyuzivani uhrad naklad( jako standard-
niho zdroje kofinancovani ustavu byl po upfesnéni s MZ
a MF uplatnén v praxi jako klicovy zdroj finan¢nich pro-
stfedkd pro ¢innost Ustavu. S ohledem na nejedno-
znacénost pravnich predpist byly po konzultaci s mini-
sterstvem financi zdanény pfijmy za ukonéené ukony.
Novelizaci zakona o danich z pfijmu je Ustav této povin-
nosti od roku 2005 zbaven. Prostfedky ziskané uhradami
umozniuiji postupné zkvalitiovani ¢innosti, které ma SUKL
ve své pusobnosti, ale rovnéz vedou i k zefektivnéni
fizeni a ke zlepSeni kultury v Ustavu. Cilem je pfeména
ustavu v agenturu zcela srovnatelnou s evropskym stan-
dardem, coz pfedpoklada zejména posileni odborné
kapacity Ustavu a restrukturalizaci vyuzivanych zdroju.

V roce 2004 ¢inil objem pfijmG za odborné uUkony
119.930 tis. K¢ (tab.1). Nejvétsi podil z celkového objemu
¢ini pfijmy za zadosti v agendé registraci IéCivych
pripravk(. Ustav vyuziva pouze ty pfijmy za zadosti, je-
jichz feSeni jiz ukoncil. V roce 2004 bylo mozné kom-
penzovat maximalni ¢astku ve vyS8i 59.646 tis. K¢.
S ohledem na postupné uvadéni systému kompenzaci do
praxe ustav vS8ak kompenzoval naklady nizsi, ve vySi
25.010 tis. K&.

SloZkou pfijmu, ktera nalezi statnimu rozpocCtu, jsou
vybrané spravni poplatky. SUKL vybral v roce 2004
spravni poplatky ve vysi 15.190 tis. KE. Objem vybranych
¢astek za pokuty ¢ini pro rok 2004 655 tis. K¢.

Tabulka 1. Objem pFijml za rok 2004 v tis. K¢
Table 1.

Volume of income in 2004 (CZK thousands)

6.4 RESEARCH ACTIVITY

In 2004 the Institute was not involved in any research project
funded from a grant.

7. THE INSTITUTE'S FINANCIAL
AND MATERIAL RESOURCES

7.1 Income and expenditure account for 2004

The mechanism of the use of cost reimbursement as a
standard source of the Institute's co-financing was applied, after
a specification made with the Ministries of Health and of
Finance, as the key source of funding for the Institute's activity.
In view of the ambiguity of legal regulations and after
consultations with the Ministry of Finance, a tax was imposed on
the income from completed operations. According to the
amended Income Tax Act, the Institute shall be exempt from
this obligation since 2005. Resources acquired in the form of
payments facilitate gradual improvement of activities being in
the SUKL's competence, as well as more efficient management
and better culture of the Institute. The aim is the Institute's
transformation into an agency fully comparable to the European
standard, which requires a particular strengthening of the
SUKL's professional capacity and a restructuring of the
resources in use.

The volume of the 2004 incomes from expert activity
equalled CZK 119,930,000. The biggest share in the total
volume corresponds to incomes from applications in the area of
authorisation of medicinal products. The Institute uses only the
incomes for the already concluded applications. In 2004 it was
possible to offset a maximum amount of CZK 59,646,000.
Nevertheless, in view of the gradual introduction of the offset
system in practice, the Institute offset only lower costs, namely
CZK 25,010,000.

A component of the incomes belonging to the state are the
collected administrative fees. In 2004, the SUKL collected
administrative fees in the amount of CZK 15,190,000. The total
amount collected for fines in 2004 equalled CZK 655,000.

Ukazatel Rozpocet Skute€nost
Indicator Budget Actual outlays
Schvaleny Upraveny
Approved Corrected
Objem pfijmud za odborné ukony 119.930
Volume of incomes from expert activities '
Objem vybranych spravnich poplatkd 15.190
Volume of collected administrative fees ’
Objem vybranych ¢astek za pokuty 655
Volume of amounts collected from fines
Objem rozpoctovych pfijma 500 500 1.368
Volume of budget incomes '
(el 500 500 137.143
Total income




Soucasti projektu Twinning (Strengthening market
surveillance of medicinal products for human use,
including alignment of authorisation conditions with EU
practice), ktery byl ukonéen v kvétnu 2004, bylo ziskani
vypocetni techniky, potfebné pro implementaci pf¥i-
slusnych ¢asti Acquis Communautaire, pro spolupraci
s pfislusnymi organy EU, pro praci s elektronickymi doku-
menty EU a pro praci v rdmci databazovych informacnich
systéml EU v oblasti regulace IéCivych pFipravki. Tato
vypocetni technika v hodnoté 12.9964,94 Euro byla SUKL
oficialné pfedana v roce 2004 a rovnéz SUKL v tomto
roce splnil svou povinnost spolutcasti na financovani
projektu ve vySi 25 %, kterou stanovuji pravidla pro
¢erpani takovychto projekta.

Nezaplacené zavazky z dodavatelskych vztahl za
neinvesti¢ni faktury dodavatell Cinily k 31.12.2004 celkem
402 tis. KE. Nezaplacené pohledavky na odbératelich
Cinily 770 tis. K&, z toho ve |h{ité splatnosti 18 tis. K¢.

Nezaplacené pohledavky v ¢astce 78 tis. K¢ jsou ne-
splatné pohledavky Ustavu za zameéstnanci za obédy,
ubytovani, pljéky aj. Zbyvajici pohledavky po lhité
splatnosti jsou vymahany pravni cestou. V roce 2004
nebyly odepsany zadné pohledavky. Vyse odepsanych
pohledavek z minulych let €ini 162 tis. K¢&.

Celkem bylo v prabéhu roku 2004 uzavieno 91 smiuv,
z tohoto poctu bylo 17 ve formé dodatk(i ke smlouvam
uzavienym v predchozich letech.

Nové smlouvy byly uzavirany na zékladé vybérovych
fizeni. Smlouvy uzaviené v pribéhu roku 2004 byly uza-
virany s diirazem na hospodarnost, spolehlivost smluvni-
ho partnera a s dirazem na kvalitu plnéni. Tyto parametry
byly spinény u vSech zavazkd.

Na zahrani¢ni sluzebni cesty Cinily vydaje celkem
2.714 tis. K¢, z toho financované z dotace na ukoly
spojené se vstupem do EU 1.775 tis. K¢ a z rozpocCtu
ustavu 939 tis. KE. Cast vydaji spojenych se zahranicni-
mi cestami byla kompenzovana poradajici nebo vysilajici
organizaci, MZ CR nebo evropskymi institucemi.

Nejvy&Si kontrolni ufad ukoncil pocatkem roku 2004
kontroly ustavu zaméfené na Cerpani a vyuziti dotaci na
ukoly spojené se vstupem do EU a kontrolu ukladani,
vybirani a vymahani pokut. Nalezy z kontrol byly zohled-
nény v opatfenich zohlednénych vnitinimi predpisy
ustavu. V roce 2004 rovnéz provedl v Ustavu Finanéni
Ufad pro Prahu 10 kontrolu placeni spravnich poplatki,
ktera probéhla bez nalez(. Dale Prazska sprava social-
niho zabezpeceni provedla v roce 2004 kontrolu Ustavu
zaméfenou na provadéni nemocenského pojisténi,
odvodu na socidlni zabezpeceni a pfispévku na statni
politiku zaméstnanosti a plnéni ukoll v didchodovém
pojisténi. Zjistény nedoplatek pojisténi (1.272 K&) byl
uhrazen. Obdobné V&eobecna zdravotni pojistovna pro-
vedla kontrolu plateb pojistného na zdravotni pojisténi.
Nedoplatek v ¢astce 3.070 K¢ byl na zakladé protokolu
o vysledku kontroly uhrazen.

Vnitfni kontrolni systém v Ustavu zohlednil nové vyda-
nou vyhlasku ¢&. 416/2004 Sb., kterou se provadi zékon
¢. 320/2001 Sb., o finanéni kontrole. Byly provedeny
aktualizace nékterych stavajicich internich predpisi
a rovnéz bylo zapocato s dal$i aktualizaci a tvorbou
novych internich pfedpisl souvisejicich s finanéni
kontrolou. Koncem roku 2004 bylo zahajeno vybérové
fizeni na dodavatele dokonalejSiho ekonomického
informaéniho systému, jehoz implementace zpfehledni
ucetnictvi, poskytne prehledy pro rozbory hospodareni
a prispéje ke zvySeni urovné finanéniho fizeni Ustavu
a finan¢ni kontroly.
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The Twinning Project (Strengthening market surveillance of
medicinal products for human use, including alignment of
authorisation conditions with EU practice), which was concluded
in May 2004, included also the acquisition of computer
technology necessary for the implementation of the relevant
parts of the Acquis Communautaire, for co-operation with the
respective EU bodies, for the work with the EU electronic
documents, and for the work in the framework of the EU
database information systems in the area of regulation of
medicinal products. This computer technology in the value of
Euro 12,9964.94 was delivered to the SUKL officially in 2004,
while the SUKL met its obligation of co-financing the project in
the proportion of 25 % established in the rules for the drawing of
resources of such projects.

The unpaid obligations from relations with suppliers for
suppliers' operation invoices amounted to CZK 402,000 as of 31
December 2004. The unpaid customers' debts equalled CZK
770,000, of which CZK 18,000 within the due date.

The unpaid debts in the amount of CZK 78,000 are the
Institute's unpayable claims against its employees for meals,
accommodation, loans, etc. The remaining overdue debts are
collected through legal steps. No claims were written off in the
year 2004. The amount of claims written off in the preceding
years is CZK 162,000.

A total of 91 contracts were concluded in the course of 2004,
of which 17 in the form of amendments to contracts concluded
in the preceding years.

New contracts were concluded on the basis of tendering
procedures. The contracts made in the course of 2004 were
concluded with emphasis laid on economy, the contractual
partner's credibility and the quality of fulfilment. These
parameters were complied with in all obligations.

Outlays for foreign business trips totalled CZK 2,714,000, of
which those funded from a subsidy to tasks related to accession
to the EU CZK 1,775,000, and from the Institute's budget CZK
939,000. Part of the expenses related to foreign trips was
reimbursed by the organising or delegating organisation, the
MoH of CR or European institutions.

At the beginning of 2004, the Supreme Audit Office (NKU)
completed inspections of the Institute focused on the drawing
and use of subsidies of tasks related to the EU accession, and
the control of the imposition, collection and exaction of fines.
Control findings were used in measures incorporated into the
Institute's internal regulations. The Financial Office for Prague
10 inspected the Institute in 2004 for the payment of
administrative fees, and no deficiencies were found.
Furthermore, the Prague Administration of Social Security
carried out an inspection of the Institute focused on health
insurance practice, social security levies and contributions to the
state employment policy, as well as the pursuit of tasks in
pension insurance. The discovered insurance arrears (CZK
1,272) were paid. Similarly, the General Health Insurance Office
carried out a control of the payments of health insurance
policies. On the basis of a protocol on the control result, the
arrears of CZK 3,070 were paid.

The Institute's internal control system reflected the newly
issued Regulation no. 416/2004 Coll., implementing the Act no.
320/2001 Coll., on Financial Audit. Several internal regulations
were updated, and the updating and drafting of new internal
regulations related to financial audit started. The end of the year
2004 saw the beginning of a tendering procedure for the
supplier of a more comprehensive economic information
system, the implementation of which will make the accounting
clearer, offer surveys for economic analyses, and contribute to
increasing of the level of the Institute's financial management
and control.



Tabulka 2. Prehled vybranych druht aktiv a pasiv organizace v tis. K¢
Table 2. Overview of the Institute's selected assets and liabilities (CZK thousands)

Nazev polozky Stav k 31.12.2002 Stav k 31.12.2003S Stav k 31.12.2004

Name of item

Status as of
31 Dec 2002

Status as of
31 Dec 2003

Status as of
31 Dec 2004

A. Stala aktiva celkem
Total fixed assets

199 836

203 627

214 274

v tom:
including:

1. Dlouhodoby nehmotny majetek
celkem
Total long-term intangible assets

10 603

11 591

14 468

2. Opravky k dlouhodobému
nehmotnému majetku celkem
Total accumulated depreciation
of long-term intangible assets

3. Dlouhodoby hmotny majetek celkem
Total long-term tangible assets

189 233

192 036

199 806

ztoho:  Pozemky
of which: Landed property

0

0

0

Umeélecka dila a predméty
Works and objects of art

0

0

0

Stavby
Buildings

98 587

99 978

99 978

Samostatné movité véci
a soubory movitych véci
Separate movables and
sets of movables

55 971

58 327

58 262

4. Opréavky k dlouhodobému
hmotnému majetku celkem
Total accumulated depreciation
of long-term tangible assets

ztoho:  Opravky ke stavbamO
of which: Accumulated depreciation
of buildings

Opravky k samostatnym movitym
vécem a souborlim movitych véci
Accumulated depreciation of
separate movables and sets of
movables

5. Dlouhodoby finanéni majetek celkem
Total long-term current liquid assets

0

B. Obézna aktiva celkem
Current assets

9215

72 375

172 715

v tom:
including:

1. Zasoby celkem
Total reserves

54

54

54

2. Pohledavky celkem
Total claims

727

657

848

3. Finanéni majetek celkem
Total current liquid assets

7 704

8 585

9 658

4. Uty rozpo&tového hospodareni
a dalsi ucty majici vztah k
rozpoc¢tového hospodareni a ucty
mimorozpoctovych prostiedki
celkem
Total economic accounts and other
accounts related to budget economy,
and accounts of off-budget
resources

731

60

63 079

162 155



Nazev polozky
Name of item

Stav k 31.12.2002
Status as of

Stav k 31.12.2003S
Status as of

Stav k 31.12.2004
Status as of

31 Dec 2002 31 Dec 2003 31 Dec 2004
5. Prechodné ucty aktivni celkem 0 0 0
Total active temporary accounts
C. Vlastni zdroje kryti stalych a
2N ELY L O 200 251 267 869 378 240
Total own sources for covering
fixed and current assets
v tom:
including:
1. Majetkové fondy celkem 198 613 202 405 213 051
Total property funds
2. Finanéni a penézni fondy celkem 1264 63 883 163 249
Total financial and money funds
ztoho:  Fond odmén 0 0 0
of which: Remuneration fund
Fond kulturnich
a socialnich potfeb
Fund of cultural and 533 804 1093
social needs
AU R 731 63 079 162 155
Reserve fund
Fond reprodukce majetku 0 0 0
Property reproduction fund
3. Zvlastni fondy organizacnich slozek
statu 0 0 0
Special funds of state organisation
units
4. Zdroje kryti prostredki
rozpoc¢tového hospodareni celkem 0 0 0
Total sources for covering budget
economy resources
D. Cizi zdroje celkem 8 800 8133 8 749
Total not-own sources
v tom:
including:
1. Rezervy zakonné 0 0 0
Legal reserves
2. Dlouhodobé zavazky celkem 0 0 0
Total long-term obligations
3. Kratkodobé zavazky celkem
Total short-term obligations 8 800 8133 8749
4. Bankovni Uvéry a pujcky celkem 0 0 0
Total bank credits and loans
5. Prechodné ucty pasivni celkem 0 0 0

Total passive temporary accounts
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Tabulka 3. Prehled zavaznych ukazatel( statniho rozpoctu v tis. K¢

Table 3.

Ukazatel
Indicator

Skutec¢nost za

rok 2002
2002 reality

Skutec¢nost za

rok 2003
2003 reality

Overview of mandatory indicators of the state budget (CZK thousands)

Rozpocet na rok 2004
Budget for 2004

Skutec¢nost za
rok 2004
2004 reality

schvaleny
rozpocet

Approved
budget

rozpocet po
zménach

Corrected
budget

Rozpoctové prijmy
Budget incomes

3 465

2 471

500

500

10 268

Neinvesticni vydaje
Operating expenditure

117 006

123 036

119 040

124 819

133 694

z toho:
of which:

prostfedky na platy
Payroll costs

60 475

64 052

65 068

65 878

73 675

ostatni osobni vydaje
Other personnel
expenditures

1755

2 663

3 100

3 100

2742

Mzdové prostredky celkem
Total payroll costs

62 230

66 715

68 168

68 978

75117

Pojisténi
Insurance

21 436

23 282

23 859

24 142

25799

pridél FKSP
Quota of Fund of cultural
and social needs

1210

1281

1 301

1317

1447

dotace VLI
Subsidies VLI

100

100

100

dotace na plnéni ukoll
souvisejicich se vstupem
do EU

Subsidies for fulfilment of
tasks related to accession
to EU

5 000

5 000

4 570

4 570

dotace na védu a vyzkum
Subsidies of science and
research

335

Kapitalové vydaje celkem
Total capital expenditures

5993

4 662

7 000

4 805

6 660

z toho:
of which:

dotace na plnéni ukoll
souvisejicich se vstupem
do EU

Subsidies for fulfilment of
tasks related to accession
to EU

5993

4 662

62
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Tabulka 4. Rozpoctové pfijmy, rozpoctové vydaje a financovani v tis. K¢

Table 4. Budget incomes, budget expenditures and financing (CZK thousands)
A. Rozpoctové prijmy
Budget incomes
Paragraf Polozka Text Skutecnost Skutecnost Rozpocet na rok 2004 Skuteénost
Paragraph Item za rok 2002 za rok 2003 Budget for 2004 za rok 2004
2002 reality 2003 reality 2004 reality
schvéaleny rozpocet po
rozpocet zmeénach
Approved Corrected
budget budget
0000 211* Pfijmy z vlastni ¢innosti 3109 1937 500 100 109
Incomes from own activity
0000 213" PFijmy z pronajmu majetku 10 15 0 0 15
Incomes from property lease
0000 214> Prijmy z uroku a realizace finanéniho majetku 8 96 0 100 557
Incomes from interest and realisation of
current liquid assets
0000 231" Pfijmy z prodeje kratkodobého a drobného 0 0 0 0 0
dlouhodobého majetku
Incomes from sale of short-term and small
long-term assets
0000 232" Ostatni nedanové pfijmy 338 423 0 300 687
Other non-tax incomes
0000 413* Prevody z vlastnich fond( 0 0 0 0 8 900
Transfers from own funds
0000 0000 CELKEM 3 465 2471 500 500 10 268
TOTAL
B. Rozpoctové vydaje a financovani
Budget expenditures and financing
Paragraf Polozka Text Skuteénost Skuteénost Rozpocet na rok 2004 Skuteénost
Paragraph Item za rok 2002 za rok 2003 Budget for 2004 za rok 2004
2002 reality 2003 reality 2004 reality
schvaleny rozpocet po
rozpocet zmenach
Approved Corrected
budget budget
3539 & Nakup materialu 100 0 0 99 99
Purchase of material
516" Nékup sluzeb 0 0 0 1 1
Purchase of services
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3549 513* Nakup materialu 1 567 1 565 0 1325 1325

Purchase of material

516* Nakup sluzeb 565 903 0 1095 1 096
Purchase of services

517* Ostatni nakupy 2 868 2532 0 2150 2150
Other purchases

612* Pofizeni dlouhodobého hmotného majetku 5993 4 662 0 0 0
Acquisition of long-term tangible assets

3562 501~ Platy zaméstnancu v pracovnim poméru 60 475 64 052 65 068 65 878 72 375

Fulltime employees' salaries

502* Ostatni osobni vydaje 1755 2 663 3100 3100 2741
Other personnel expenditures

503* Povinné pojistné placené zaméstnavatelem 21 396 23 282 23 859 24 142 25799
Mandatory premium paid by employer

513* Nakup materialu 6 029 5546 5073 9 063 6 406
Purchase of material

15" Nakup vody, paliv a energie BI588 3484 5795 1972 1972
Purchase of water, fuel and energy

516* Nakup sluzeb 11 133 13 666 9 600 8 843 7 038
Purchase of services

517* Ostatni nakupy 6 002 3507 5244 5818 4819
Other purchases

519* Vydaje souvis.s neinvesti¢nimi nakupy, 7 5 0 5 5
pfispévky, nahrady a vécné dary
Outlays related to non-investment purchases,
subsidies, compensations and material gifts

534* Prevody viastnim fondtim 1207 1831 1 301 1317 7 856
Transfers to own funds

536* Ostatni neinvesti¢nimi transfery jinym 15 0 0 1 1
vefejnym rozpoctim
Other non-investment transfers to other
public budgets

542* Nahrady placené obyvatelstvu 19 0 0 10 11
Compensations paid to inhabitants

611* Pofizeni dlouhodobého nehmotného majetku 0 0 0 135 135
Acquisition of long-term intangible assets

612~ Pofizeni dlouhodobého hmotného majetku 0 0 7 000 4670 6 502
Acquisition of long-term tangible assets

636" Investiéni prevody vlastnim fondim 0 0 0 0 23

Investment transfers to own funds
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3589 503* Povinné pojistné placené zaméstnavatelem 40 0 0 0 0
Mandatory premium paid by employer
513* Nakup materialu 253 0 0 0 0
Purchase of material
516* Nakup sluzeb 15 0 0 0 0
Purchase of services
517* Ostatni nakupy 25 0 0 0 0
Other purchases
534* Prevody vlastnim fonddim 2 0 0 0 0
Transfers to own funds
0000 0000 CELKEM 122 999 127 698 126 040 129 624 140 354
TOTAL
0000 5000 v tom: bézné vydaje 117 006 123 036 123 036 124 819 133 694
including: Current expenditures
0000 6000 kapitalové vydaje 5993 4 662 7 000 4 805 6 660

Capital expenditures




Tabulka 5. Provozni naklady jednotlivych utvar( ustavu, rezijni a jiné vydaje v r. 2004 (v tis. K&, nezahrnuje

platy)
Table 5. Volume of operating expenditure in 2004 by individual departments and branches for the Institute
(CZK thousands, excl. salaries)
Utvar Materialové | Sluzby Cestovné | Celkem
Department/Branch naklady Services | Transport Total
Materials
Oddéleni podpory managementu 202 171 7 3801
Management Support
Oddéleni regulaéni koordinace a pravni podpory
Regulatory Coordination and Legal Support il I U 2
Oddéleni pro publicitu, informace a dozor nad reklamou
Publicity, Information and Advertising Supervision 205 345 2 551
Sekce laboratorni kontroly
Laboratory Control Branch geal S eoe S
Sekce servisnich ¢innosti
Service Activities Branch 23] e = s
Sekce Iékarenstvi a kontroly distribuce
Pharmacy and Distribution Control Branch =0 €5 ol RIS
Sekce inspekéni 154 242 371 767
Inspection Branch
Sekce registraci
Registration Branch &= il & 1l P
Sekce informatiky 246 08 10 354
Informatics Branch
Sekce zdravotnickych prostfedku
Medical Devices Branch &l 19 19 =E7
Sekce klinického hodnoceni a farmakovigilance
Clinical Trials and Pharmacovigilance Branch SIS e el 2
Rezie
Overheads, running costs 2320 e (S
Socialni vydaje 57 182 57 182
Social expenses
Mimoradné vydaje rezijniho charakteru 572 7353 7925
Extra expenses of overhead nature
Mimoradné ucelové vydaje na pfipravu na vstup do EU
Extra expenses related to the preparation for EU accession 2] 1 Ele @ 0
Sl 15 435 46 751 3630 | 65816
Total
Tabulka 6. Hospodareni Ceské spoleénosti pro zdravotnickou techniku
Table 6. Income and expenditure account of the Czech Society for Healthcare Technology
Materialové | Sluzby Cestovné | Celkem
naklady Services | Transport Total
Materials
Vydaje
Expenditures 175 117 267 559
A 1182 1182
Income
Hospodarsky vysledek pred zdanénim 623
Gross profit
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Tabulka 7. VySe vybranych neinvesti¢nich vydaijl v roce 2004

Table 7. Volumes of selected operating expenditure in 2004
Druh vydaje Vyse v tis. KEé % z celkovych vydajli | Zména v % proti r. 2003
Type of expenditure Amount Percentage of total s vlivem kompenzaci
(CZK thousands) expenditures Difference in % compared
to 2003 incl. offset
influence
Opravy a (drzba 1425 1,07 93,50
Repair and maintenance
Squby do,davat_elskych organizaci 3833 287 63.75
Suppliers’ services
Poplatky telelfom.unlkamm a spojum 870 0,65 35,83
Telecommunication and postal fees
Knihy, Iekargke |.nformac_e 713 0,53 96,09
Books, medical information
Zahrani{:ni pracoym’cesty 1 447 1,08 72.86
International assignments
Tuzemské pracovni cesty
Travel expenses (domestic) L 0,95 100,96
hhged 75012 56,11 112,44
Salaries
Zdravotni a socialni pojisténi a FKSP
Health and social insurance and 25734 19,24 104,77
Fund of cultural and social needs
Vypocetni technika a programy
Computer hardware and software 2506 1,87 122,42

Tabulka 8. Vyvoj nakladovosti a plata v letech 2000-2004 (v tis. K¢)

Table 8. Developments in the area of expenses and wages in the years 2000-2004 (CZK thousands)

2000 2001 2002 2003 2004
Neinvestiéni vydaje celkem 105612 | 111647 | 117006 | 123036 | 133 694
Total operating expenditure
Neinvesti¢ni vydaje (bez mzdovych prostiredkt) 49 970 53 921 54 776 56 321 58 682
Operating expenditure (excl. wages)
Ueele e IMEslee 47469 | 5998 | 5993 | 4662 6 660
Capital assets expenditure
Primérny prepocteny pocet zaméstnanct 285 573 281 573 579
Average converted number of employees
Nakladovost na jednoho zaméstnance
(Fadek 1/fadek 4) 371 409 416 451 479
Expenses per employee (line 1/line 4)
AT RS 19,012 | 20,708 | 21676 | 23018 | 25839
Average salary - university graduate
Pramérny plat SS
Average salary - high school graduate 13,141 B etis2 et 17218

Nadace prof. Eduarda Skarnitzla

Struktura vydaji se sice zménila, ale vSechny ¢innosti
Nadace prof. Eduarda Skarnitzla jsou zaméfeny na pod-
poru SUKL. Témer cela Cast donatorské cinnosti byla ve
prospéch vydavani Véstniku SUKL a Farmakoterapeutic-
kych informaci v nakladu 2 200 ks. Podil vydaju na publi-
kacni ¢innost Cinil 82 % vSech vydaju nadace. Dalsi aktivi-
ty ve prospéch ustavu ¢inily pouze 1,6 % vydaju (napf.
pronajem prostor pro konani mezinarodni konference
European Pharmaceutical policy within the industrial
landscape of 2015 v Praze v reprezentacCnich prostorach

The Professor Eduard Skarnitzl Foundation

Although the expenditure structure changed, all the activities
of the Professor Eduard Skarnitzl Foundation are focused on
supporting the SUKL. Almost all the donation activity was
devoted to the benefit of the publication of the Vestnik SUKL
(SUKL Bulletin) and the Farmakoteraupeticke informace
(Pharmacotherapeutic Information) with a printing of 2.200. The
support to publication activity amounted 82 % of all the
Foundation's expenditure. Other activities to the Institute's
benefit equalled only 1.6 % of expenditure (e.g. the lease of
premises for the holding of an international conference on
European Pharmaceutical policy within the industrial landscape
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UK). Naklady na ¢innost nadace Cinily 2 %, z ¢ehoz
rozhodujici polozkou byly platby za vedeni ucetnictvi, coz
je v souladu se statutem nadace.

Obr. 1. Struktura vydaji Nadace prof. Eduarda Skarnitzla

of 2015 in representative rooms of Charles University in
Prague). The cost of the Foundation's activity amounted to 2 %,
of which the largest item corresponded to payments for
bookkeeping, which is in conformity with the Foundation's
statute.

Fig. 1. Expenditure structure of the Professor Eduard Skarnitzl Foundation

82%

14%

Naklady na ¢innost nadace

O Prispévek na publikacni ¢innost B Dalsi prispévky
Dané a poplatky

(Glossary: Prispévek na publikaéni ¢innost - Contribution to publication activity; Naklady na €innost nadace - Cost of
the Foundation's activity; DaSi pfispévky - Other subsidies; Dané a poplatky - Taxes and fees.)

Cinnost ustavni pobo&ky Ceské spoleénosti pro zdra-
votnickou techniku byla i v roce 2004 zaméfena na orga-
nizaci odbornych seminar(l a podporu vzdélavacich pro-
gramu pro zameéstnance Ustavu. Vybrané udaje o hospo-
dareni jsou uvedeny v tabulce 6.

7.2 PROVOZNi OTAZKY

V roce 2004 byla dokonéena kompletni rekonstrukce
obou stfech budovy Ustavu a rovnéz byly instalovany
termoregulaéni ventily k ustfednimu topeni. Na tyto
investiéni akce uvolnilo MZ finanéni prostfedky v celkové
vySi 4 486 tis. KC.

Bylo vypsano vybérové fizeni na dodavatele
projektové dokumentace na rekonstrukci obvodového
plasté budovy, jehoz technicky stav je kriticky. Protoze
byla obdrzena pouze 1 nabidka, ktera nevyhovovala
zadanym pozadavkim, bude vybérové fizeni vypsano
znovu v roce 2005.

V roce 2004 nebyly Ustavu s ohledem na vySSi priority
resortu pfidéleny investi¢ni prostfedky na obnovu
laboratornich pfistrojli a zafizeni. Tato zalezitost bude
feSena v roce 2005.
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The activity of the Institute's branch of the Czech Society for
Healthcare Technology continued to be focused in 2004 on the
organisation of specialised seminars and support to educational
programs for the Institute's employees. Selected economic data
are shown in Table 6.

7.2  TECHNICAL ISSUES OF THE INSTITUTE'S

OPERATION

The year 2004 saw the completion of the thorough
reconstruction of both roofs of the Institute's building and the
installation of thermoregulation valves of the central heating
system. The MoH released funds in a total amount of CZK
4,486,000 for these investment projects.

Call for proposals was announced to a tender for the
supplier of project documents for the reconstruction of the
Institute's building carcass, which is in a critical technical
condition. Since only one bid was received, which did not meet
the tender requirements, the tendering procedure will be opened
again in 2005.

In view of higher priorities of the healthcare sector in 2004,
the Institute was not allotted any capital funds for the renewal of
laboratory equipment and apparatus. This matter will be
addressed in the year 2005.



Z mimorozpoctovych zdroju se podafilo pokryt potfeby
obnovy vozového parku ustavu nakupem 3 osobnich
vozU, instalovala se klimatizace do mistnosti server(, aby
se zabranilo jejich pfehfivani a pro potfeby kontrolni
laboratofe byl zakoupen injektor k plynovému chroma-
tografu a stolni centrifuga. Z mimorozpoctovych zdroju se
pro tyto ucely uvolnilo a vyCerpalo 1 834 tis. KE.

8. ZAMERENI NA ZAMESTNANCE

8.1 PERSONALNIi OTAZKY

Rok 2004 byl pfedevSim zaméfen na naplnéni
a zkvalitnéni personalniho obsazeni ustavu. K 31.12.2004
bylo ve stavu celkem 299 zaméstnancu (fyzickych osob)
v hlavnim pracovnim poméru a 3 externi zaméstnanci na
vedlej$i pracovni pomér s primérnym Uvazkem 0,287
(tab.1). K 31.12.2004 byl pfepocteny evidenéni pocet
zaméstnancl 284,81 uvazkd.

Vékovy prameér se snizil oproti roku 2003 o 0,57 roku
a je 45,52 roku. Personalni strukturu ustavu ukazuje
tabulka 2. Uplatnéni principl rovnosti muzd a zen, &i
odstranéni diskriminace na rGznych Grovnich je zakladni
preambuli kolektivni smlouvy jiz od r. 1990.

Vyvoj plnéni personalniho planu byl do prosince velmi
pfiznivy. NeoGekavany pokles stavu zaméstnancu v zave-
ru roku zpUsobil nepfedpokladany odchod 5 zamést-
nancu, ktery spolu s provedenou organiza¢ni zménou
v OKL Déc¢in a Brno ovlivnil i vychozi stav na pocatku
daliho roku. Stav zaméstnancl je navic ovlivnén
pribéznym snizovanim planu zaméstnancl v SUKL ro¢né
0 2 %, tj. 6 Uvazkd. Toto snizovani se stfetava s rostou-
cimi naroky na objem a kvalitu ¢innosti vykonavanych
ustavem.

Z dlouhodobého hlediska byl vSak zastaven pokles
stavu zaméstnancl zejména v dlsledku zvySené nabidky
na trhu prace u vysokoskolakl, zejména chemickych i
pfirodovédnych obor(, a zlepSené moznosti odménovani
pfi vyuziti Uhrad naklad(l za odborné ukony.

Mezi vyznamné dlvody odchodu patfi skon¢eni pra-
covniho poméru v souvislosti s pfiznanim starobniho
dlchodu (18 %). ZvySené naroky na nové zaméstnance
se projevily v ¢astéjSim vyuziti zruseni pracovniho poméru
ve zkuSebni dobé (15 %) a to oboustranné. Stale nejvétsi
podil na odchodech zaméstnancu predstavuji platové
podminky (24 %).

Nemocnost zaméstnanct v roce 2004 ¢inila 5 314
kalendarnich dni (pokles 0 26 %). Primérna doba nemaoci
klesla na 16,05 kalendarniho dne, tj. pokles o0 36 %.

Pocet zaméstnancll na rizikovych pracovistich a druh
rizika se v r. 2004 nezménily. Celkem jde o 79 zamést-
nanct, z toho 72 zZen.

69

The needs of the renewal of the Institute's car fleet were
successfully met from off-budget resources through the
purchase of three cars, air conditioning was installed in the
server room in order to prevent their overheating, and an
injector was bought for the gas chromatograph and a desk
centrifuge for the control laboratory. A total of CZK 1,834,000
was released and drawn for these purposes from off-budget
resources.

8. FOCUS ON PERSONNEL

8.1 PERSONNEL ISSUES

The main focus of the year 2004 was the completion of the
number, and the improvement of the quality of the Institute's
personnel. As of 31 December 2004, the Institute had a total of
299 employees (individuals) working on a full contract basis and
three external workers on a sub-contract basis with an average
appointment equalling 0.287. As of 31 December 2004, the
converted registration number of employees amounted to
284.81 jobs.

The average age of employees decreased as against the
year 2003 by 0.57 years to 45.52 years. The Institute's
personnel structure is shown in Table 2. The application of the
principle of equality of men and women, or the elimination of
discrimination on different levels is a basic preamble of the
collective agreement from as early as 1990.

The progress of the personnel plan was very favourable until
December. An unexpected drop in the number of employees by
the end of the year was caused by an unforeseen departure of
five employees, which, together with an organisational change
in the regional centres of Dé&cin and Brno, influenced the initial
number at the beginning of the following year. Furthermore, the
staff number is influenced by a continuous reduction of the
planned number of the SUKL's employees by 2 %, i.e. six
appointments a year. This reduction clashes with the growing
demand placed upon the volume and quality of the activities
carried out by the Institute.

From the long-term point of view, however, the decrease of
the staff number was stopped chiefly in consequence of an
increased labour market supply of university graduates,
especially in chemistry and natural sciences, and improved
remuneration possibilities owing to the use of the cost
reimbursement for expert activities.

Major reasons for leaving the Institute include the
employment termination related to the award of old-age pension
(18 %). Increased demands placed on new employees were
reflected in a more frequent employment termination in the trial
period (15 %) on either side. The biggest share in the
employees' quitting their jobs continues to be represented by
wage conditions (24 %).

The sickness rate dropped in 2004 to 5,314 calendar days,
i.e. by 26 %. The average duration of sick leave fell to 16.05
calendar days, i.e. by 36 %.

The number of employees at hazardous workplaces and the
types of hazards did not change in 2004. The Institutes registers
79 employees, of which 72 are women, at such workplaces.



Tabulka 1.
Table 1.

Pocty zaméstnancu a jejich fluktuace

Zaméstnancu v hlavnim pracovnim poméru
Full-time employees

Numbers of the Institute's employees and their turnover

299

Opustilo ustav
Left the Institute

38

Prijato
Newly recruited
55

Externich spolupracovniku ve vedlejSim pracovnim poméru

External workers with part-time work contracts

Primérna vyse ¢astec¢ného Uvazku
Average level of part-time appointment

0,306

Primérna vyse ¢asteéného uvazku
Average level of part-time appointment

0,291

Smluvni zaméstnanci pracujici na zakladé dohod konanych Pocet fyzickych osob Pocet pracovnich uvazki
mimo pracovni pomer Number of private Number of jobs
Part-time staff working on the basis of contract on individuals

work outside employment

VS vzdélani

University education Gt ARES

SS

Secondary education 2 0,62

Celkem

Total 170 23,436

Tabulka 2. Vzdélani a vékova struktura zaméstnanct ustavu pracujicich v hlavnim pracovnim poméru

Table 2.

Age structure of the Institute's full-time employees

Vék VS vzdélani SS vzdélani Ostatni Celkem %
Age University education |Secondary education Others Total
Zeny Muzi Zeny Muzi | Zeny Muzi
Women Men Women Men Women Men
Do 20
Under 20 0 0 0 0 0 0 0 0
21-30 18 2 18 8 1 1 48 16
31-40 26 5 16 2 2 0 51 17
41-50 39 4 19 0 & 0 65 22
51-60 85 10 47 8 5 1 101 34
Nad 60
Over 60 12 8 10 1 2 1 34 11
159 29 110 14 13 &
Celkem
Total 159 124 16 299
% 53,2 415 5,3
8.2 VZDELAVANIi ZAMESTNANCU 8.2 PERSONNEL EDUCATION AND TRAINING

V ramci projektu Twinning (Strengthening market
surveillance of medicinal products for human use,
including alignment of authorisation conditions with EU
practice) pokraCovalo v prvnim Ctvrtleti 2004 Skoleni
zaméstnancl SUKL a externich expertli v oblastech
posuzovani registraéni dokumentace, uskutecnil se
rovnéz dal&i trénink v manazerskych dovednostech,
Skoleni pro nové auditory systému jakosti. Ve druhém
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Within the Twinning Project (Strengthening market
surveillance of medicinal products for human use, including
alignment of authorisation conditions with EU practice), the
SUKL's employees and external experts continued to be trained
in the first quarter of 2004 in the areas of assessment of
dossiers; and a training course took place of managerial skills,
as well as another training course was held for new auditors of
the quality management system. In the second quarter, two
seminars were held for members of ethics committees, another



Ctvrtleti se konaly dva seminare pro Cleny etickych komisi,
dalsi Skoleni pro zaméstnance SUKL v oblasti farmakovi-
gilance, posuzovani klinické ¢asti dokumentace, finanéni-
ho managementu a fizeni lidskych zdroji. Pét pracovniku
SUKL se zucastnilo studijnich cest do partnerské MHRA.
Projekt Twinning byl ukoncen v kvétnu 2004.

Po cely rok se zaméstnanci zucastfiovali vzdélavacich
akci poradanych Institutem statni spravy - hlavnim do-
davatelem vzdélavani pro statni spravu. Celkem 32 za-
méstnanci se pfihlasili do programid pribézného
vzdélavani a program0( vzdélavani stfedniho a vrcho-
lového managementu. Zaméstnanci Ustavu (celkem 13)
téz vyuzivali sluzeb Jazykoveho centra pro samostudium
anglického jazyka pfi Uradu vlady CR.

Pro zaméstnance Ustavu bylo organizovano celkem 7
skupinovych kurz( angli¢tiny, a to v drovnich stfedné
pokrocili, pokrocili a uroven First Certificate. Do kurz(
dochéazelo celkem 59 zaméstnancu. ZkouSku First
Certificate skladalo 7 zaméstnancd. 14 pracovnik(l Ustavu
navstévovalo jazykové kurzy anglictiny mimo ustav a 23
zaméstnanci dochazeli do kurz(i pofadanych Ceskou
spoleénosti pro zdravotnickou techniku. Do jazykové
vyuky se zapojilo téz 13 pracovnikd z 5 regionalnich
pracovist. Celkova hodnota skupinovych jazykovych
kurzG pro zaméstnance pofadanych SUKL ¢inila
499 238 K¢.

Zaméstnanci Ustavu se v priibéhu roku zucastriovali
vzdélavacich akci v rdmci svého odborného zaméfeni.
Pro vedouci pracovniky byla pofadana manazerska
Skoleni. Pribézné probihala Skoleni ke spisové sluzbé.
Naklady na vzdélavani (mimo jazykové kurzy) dosahly
616 908 K¢.

9. ZAMERENI NA JAKOST

Systém jakosti ustavu byl opakovanymi audity
provéfen pro laboratorni a inspekéni ¢innosti Ustavu a byl
polozen zaklad systému jakosti i v zbyvajicich oblastech
¢innosti. Ustav se aktivné zapoijil do pfipravy benchmar-
kingového projektu regulaénich ufadu Iéciv v EU.

71

training course was organised for the SUKL's employees in the
area of pharmacovigilance, assessment of the clinical part of
dossiers, financial management and human resources
management. Five workers of the SUKL participated in study
visits to the partner organisation, MHRA of the UK. The
Twinning Project was completed in May 2004.

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. A total of 32 employees enrolled in
programs of continuous education, and training programs for
medium and top management. The SUKL's staff members (13
in total) also used the services of the Language Centre for the
English language self-teaching at the Office of the Czech
Republic Government.

A total of seven English language courses were organised
for groups of the Institute's employees at the following levels:
medium-advanced, advanced and First Certificate. The courses
were attended by a total of 59 employees. Seven employees sat
for First Certificate exams. Fourteen employees attended
English language courses outside the Institute and 23
employees went to courses organised by the Czech Society for
Healthcare Technology. Language courses were also attended
by 13 workers from five regional centres. The total amount
spent on the language courses organised by the SUKL for its
employees equalled CZK 499,238.

In the course of the year, the Institute's employees attended
educational events in the framework of their specialty.
Managerial training courses were organised for senior officials.
Continuous training courses were held on records service.
Expenditures on education and training (excluding language
courses) amounted to CZK 616,908.

9. FOCUS ON QUALITY

The Institute's quality management system was examined in
repeated audits for laboratory and inspection activities, and
foundations were laid for then quality management system also
in the remaining fields of its activities. The Institute took an
active part in the preparation of a benchmarking project of the
medicines regulatory agencies of EU Member States.



10. VYHLEDY DO ROKU 2005

Pro rok 2005 byly stanoveny a projednany s MZ nasle-
dujici hlavni cile ustavu, které byly zpracovany v navaz-
nosti na stfednédobé cile s vizi realizace v letech 2005-7
a odrazi zasady lékové politiky CR. Tyto cile byly rozpra-
covany podle odborného zaméreni jednotlivych utvard
a zapracovany do plan{ ¢innosti s plnénim po jednotli-
vych ¢tvrtletich roku 2005.

1. Dosahnout zafazeni ustavu mezi divéryhodné
instituce EU

1.1.  Aktivni zapojeni do vybranych EU regula¢nich Cin-
nosti

1.1.1. Efektivné a s mezinarodni akceptovatelnosti re-
gistrovat generika a pfipravky zaloZzené na dobfe
zavedeném pouziti

1.1.2. Zajistit farmakovigilanci v EU standardu

1.1.3. Aktivné pfispivat k ¢innostem koordinovanym Ev-
ropskou lékovou agenturou (centralizované ¢in-
nosti spadajici do agendy CHMP, PhWVP, COMP,
HMPC, pfedpokladaného PC)

1.1.4. Aktivni zapojeni v projektu benchmarking regulac-
nich Ufadu léciv v EU

1.2. Efektivni dozorova €innost v podminkach po vstupu
do EU a aktivni zapojeni v dozorovém systému EU

1.3.  Zakladni registracni hodnoceni v klinické oblasti za-
jistit internimi kapacitami ve spolupraci s okruhem
externich spolupracovniki

1.4. Zaijistit davéryhodnost regulacniho systému klinic-
kého hodnoceni viéi jeho hlavnim uzivateliim

1.5.  Vytvofit mechanismy/podminky pro poskytovani
"scientific advice" napf. v oblasti kvality, vyvoje Ié-
kovych forem, biotechnologii, posuzovani risk/be-
nefit, akademickych studii a "regulatory advice"

1.6. Zavést v SUKL informacni systémy v navaznosti na
jejich vyvoj v EU

1.7.  Zohlednéni Review 2001

1.8. Zajistit systém dozoru v oblasti tkani a bunék

2. Efektivné zvladat standardni agendu

2.1. Efektivné zvladat standardni agendu

2.2. Usnadnéni pfistupu pacientli/zdravotnikd k potfeb-
nym lékdim

3. Zvysit efektivitu fizeni a kulturu organizace pfi-
zpusobit Iépe pozadavkim kladenym na SUKL

3.1.  Vytvofit komplexni systém planovani, vyuzivani
a kontroly ¢erpani finan¢nich prostfedkd potfeb-
nych pro kvalitni ¢innost Ustavu

3.2.  Vyuzivani maximalni podpory IT systém0 pro praci
(workflow) a poskytovani informaci

3.3.  Zvysit efektivitu fizeni lidskych zdrojd

3.4. Vymezit mechanismy vnitfni komunikace a mana-

gementu informaci.
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10. TARGETS IN THE YEAR 2005

The following main targets were set up for the Institute in
2005 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.
These targets were elaborated in detail according to the
specialisation of the various branches and departments, and
included in plans of activities to be fulfilled in the fours quarters
of the year 2005.

To rank among trustworthy institutions of the EU

To be actively involved in selected regulatory activities of
the EU.

To authorise generics and products based on well-
established use efficiently and with international
acceptability.

To ensure the EU standard in pharmacovigilance.

To contribute actively to activities coordinated by the
European Medicines Agency (centralised activities in the
area of CHMP, PhWVP, COMP, HMPC, and anticipated
PC).

To be actively involved in the benchmarking project of
the drug regulation agencies in the EU.

To carry out an efficient supervisory activity after
accession to the EU, and to be actively involved in the
EU supervisory system.

To carry out the basic assessment of the clinical part of
dossiers by internal capacities in co-operation with a pool
of external collaborators.

To ensure the trustworthiness of the regulatory system of
clinical trials vis-a-vis its main users.

To establish mechanisms/conditions for the provision of
scientific advice e.g. in the spheres of quality,
development of pharmaceutical forms, biotechnology,
risk/benefit assessment, academic studies and
regulatory advice.

To implement functional EU IT systems in the SUKL in
relation to their development in the EU.

Reflection of Review 2001.

To ensure a supervisory system in the area of tissues
and cells.

1.2

1.3

1.4

1.5

To handle the standard office work efficiently

To handle the standard office work efficiently.

To facilitate the patients'/health professionals” access to
the necessary pharmaceuticals.

To improve the management efficiency and to adapt
the corporate culture better to demands placed on
the SUKL

To establish a comprehensive system of planning, use
and control of drawing of funds necessary for the
Institute's activity.

To use the maximum IT support for the workflow and the
provision of information.

To increase the efficiency of human resources
management.

To define mechanisms for internal communication and
information management.

3.1

3.2

3.3

3.4



