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POLITIKA USTAVU
K zajisténi ukoll Statniho ustavu pro kontrolu 1€¢iv vyhlasuje Feditel politiku ustavu.

Politika Ustavu je souhrnem zakladnich zasad uUstavu vymezenych v(é&i jeho zakaznikdm i partnerim. Politika
ustavu, v navaznosti na pozici danou narodnim i evropskym legislativhim ramcem, vyjadfuje pfFistup vedeni
ustavu a vSech zaméstnancl k naplnéni cill, povinnosti i kompetenci Ustavu. Reflektuje jak zaméreni na shodu
zajmu v8ech hlavnich uc¢astnikl regulace 1€¢iv a zdravotnickych prostifedkul, tak primarni orientaci na vykonnost
autority pro potfeby verejnosti ve vztahu k zajisténi ochrany zdravi a riziky spojenymi s pouzivanim lécivych
pfipravkld a zdravotnickych prostredku.

Ukoly ustavu jsou plnény v souladu s platnou legislativou, smé&rFuji k naplnéni politiky statu v oblasti vefejného
zdravi a zohlednuji obecné pfrijaté odborné standardy v oblasti Iékové politiky.

Jsou dosahovany pfi zachovavani etickych pravidel, prihledné&, predvidatelné, s transparentni dokumentaci
¢innosti ustavu a s otevienosti k podnétim regulovanych subjektl a vefejnosti.

Vedeni Ustavu zabezpecuje, aby se kazdy zaméstnanec podilel v ramci své plsobnosti na plnéni politiky ustavu.
Zakaznici a partnefi Ustavu i vSichni zajemci jsou prabé&zné o naplfiovani politiky ustavu informovani.

Ustav ma stanovené nasledujici strategické cile:

 Sluzby a &innosti v oblasti humannich Iégiv zajistuje na vysoké urovni, v realné nejkratsich asovych terminech
a bez vytvareni prekazek pro pouzivani 1&Civ.

* Proaktivné harmonizuje nesoulad mezi rozdilnym stanovenim regulaci u stejnych nebo zaménitelnych predmétt
regulaéniho zajmu, af jiz byly stanoveny vyhradné& ustavem nebo jinymi regulatory.

* ZvySenou aktivitou v oblasti dohledu nad reklamou a nelegalnim zachazenim s léCivy, a obdobné zvySenym

zajmem o kvalitu a pouzitelnost informaci o registrovanych Iécivych pfipravcich pro pacienty, pfispiva k eman-

cipaci uzivatele |é€iv v procesu péce o vlastni zdravi, rozhodovani o uziti Ié€iv na zakladé informovanosti jak

o ucincich, tak o rizicich l1éCby.

Zajistuje spravu datového ulozisté pro elektronickou preskripci, s cilem podpory farmakovigilanéni aktivity

a moznosti intervence ustavu ve véci ochrany jednotlivel a vefejnosti pfed riziky farmakoterapie.

* Hodnoti efektivhost systému regulace pravidelnym hodnocenim ukazatell( jednotlivych aktivit utvart uUstavu

a hodnoceni spokojenosti jeho zakaznikl a partnerd.

Zajistuje sluzby a &innosti v souladu se zasadami systému Fizeni jakosti ve shodé& s poZadavky normy CSN EN

ISO 9001:2001, v oblasti kontrolnich laboratofi podle normy CSN EN ISO/IEC 17025.

Rozviji jiz zavedeny systém bezpeé&nosti informaci podle normy CSN ISO/IEC 27001:2005.

Rozviji informacni podporu statni spravy a vefrejnosti s cilem odstraniovani neznalosti o Iékové politice a realném

stavu zachazeni s IeCivy.

Proaktivné prezentuje dosazené cile a vytvari pozitivni vnimani ustavu z pohledu klic¢ovych ucastnikl regulace

a verejnosti.

* Usiluje o mezinarodni uznani ginnosti Ustavu v ramci spoluprace lékovych agentur v EU, se strukturami EU

spojenymi s budoucim pfedsednictvim CR v Radé& Evropy. V této souvislosti je podporovana aktivni u&ast

zastupcu Ustavu pfi mezinarodni spolupraci v ramci Evropského spolecenstvi i v celosvétovém méritku.

Zvysuje kvalifikaci zaméstnancu na uroven potiebnou pro zajisfovani expertnich ¢innosti, podporuje prohlu-

bovani odborné zpUsobilosti zaméstnancl a zabezpedovani jejich trvalého odborného rdstu ovéfovanim jejich

potfeb a realizaci pland vzdélavani.

Naplniuje politiku pouzivanim vhodnych motivaénich nastroji pro zaméstnance, ktefi jsou zakladnim zdrojem

pro plnéni ukolu ustavu.

PharmDr. Martin Benes
Feditel ustavu
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POLICY OF THE INSTITUTE
In order to achieve the tasks of the State Institute for Drug Control the Director sets forth the Policy of the Institute.

The Policy of the Institute is a summary of the essential principles of the Institute defined with respect to its customers
as well as partners. With a view to the position defined by the national and European legislative framework the
Policy of the Institute reflects the approach of management and all employees of the Institute to the achievement
of tasks, obligations, and powers of the Institute. It reflects both the focus on the integrity of interests of all major
stakeholders in the area of regulation of pharmaceuticals and medical devices and the primary orientation on the
performance of the authority with a view to the needs of the public in relation to ensuring the protection of public
health and to the risks involved in use of medicinal products and medical devices.

The tasks of the Institute are being achieved in compliance with legislation in force; they are aimed at fulfiiment
of the state policy in the sphere of public health and reflect generally recognised professional standards in the
area of medicines policy.

They are being achieved in compliance with ethical rules, in atransparent and foreseeable manner, with transparent
documentation of the activities and with openness towards the queries and motions of the regulated entities and
the public.

The management of the Institute ensures involvement of each employee in the fulfiiment of the Institute’s Policy
within the scope of their competencies. The Institute’s customers and partners as well as any interested persons

are continuously informed about the fulfilment of the Policy of the Institute.

The Institute has established the following strategic objectives:

It provides services and activities in the sphere of human pharmaceuticals at a high standard, in the shortest

periods practicable, and without creating barriers to the use of pharmaceuticals.

It proactively harmonises inconsistencies in differing regulations set forth by the Institute or by another regulator

for identical or interchangeable objects of regulation.

* By its increased activity in the sphere of surveillance over advertising and illegal handling of pharmaceuticals
and by its increased interest in the quality and applicability of information about authorised medicinal products
for patients it contributes to the autonomy of the users of pharmaceuticals in the process of care for their own
health and in their decision-making about the use of pharmaceuticals based on information about the effects
as well as risks of the treatment.

* It ensures the administration of data repository for electronic prescription, with the objective to support

pharmacovigilance activities and potential interventions of the Institute in protecting individuals and the public

from pharmacotherapeutic risks.

It evaluates the effectiveness of the regulatory system by means of periodic reviews of indicators of various

activities of its branches and the evaluation of customer and partner satisfaction.

It provides services and activities in compliance with the principles governing the quality management system

consistently with the requirements stipulated by the CSN EN ISO 9001:2001 standard and, in the area of control

laboratories, by the CSN EN ISO/IEC 17025 standard.

It develops the previously established information security system in compliance with the CSN ISO/IEC

27001:2005 standard.

It develops information support for the state administration and for the public with the objective to eliminate

lack of awareness of the drug policy and current situation in handling pharmaceuticals.

It proactively presents the achieved objectives and forms a positive image of the Institute for the key regulation

stakeholders and for the pubilic.

It strives for international recognition of its activities within the scope of cooperation among the medicines

agencies in the EU and the EU structures associated with the future Czech presidency in the Council of Europe.

In this respect, the active involvement of representatives of the Institute in international cooperation within the

European Community and worldwide is being encouraged.

It increases the qualification of its employees to a standard necessary for the conduct of expert activities; it

encourages the enhancement of professional competencies and permanent professional growth of staff by

verification of their needs and implementation of training plans.

It fulfils the Policy by means of suitable motivation tools for the employees who are the primary source for the

achievement of the Institute’s tasks.

PharmDr. Martin Benes
Director of the Institute
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1. UVOD REDITELE
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1. INTRODUCTORY WORDS FROM
THE DIRECTOR

Rok 2007 bychom mohli v souladu s nasledujicim textem
vyrocni zpravy prezentovat jako rok pozitivnich zmén
a priprav na zcela novée ukoly, které budou realizovany
v roce 2008. V Ustavu byl proveden mezinarodni audi-
torskou firmou Ernst & Young procesni, personalni a
organizacni audit. Ten vyustil v navrh nového dvoustup-
fového systému Fizeni Ustavu a z toho vyplyvajiciho
zefektivnéni jeho cinnosti. Soubézné s probihajicim
auditem Fesilo vedeni Ustavu, v souladu s vladnim usne-
senim o efektivnim vyuzivani vefejnych rozpodctd, ukol
snizit pocet pracovnikul ve stavajicich agendach o 10 %.
Z predkladanych vysledkl nasi ¢innosti si kazdy muze
udélat predstavu o naro¢nosti tohoto ukolu. Prijata opa-
tfeni v personalni oblasti byla doprovazena zvysenim
transparentnosti v pravidlech pro odménovani zameést-
nancl. Soucasti systému opatieni v personalni politice
Ustavu, jako zakladniho zdroje expertni kapacity regu-
laéni autority, byla stabilizace kli¢ovych odbornikt jejich
lepSim odmeénovanim a program rozvoje spoluprace
s externimi experty.

Nedostatek specializovanych inspektoru a kvalifikova-
nych hodnotitell v klinické oblasti pomohl pfeklenout
twinningovy projekt, ktery ve spolupraci s britskou Iékovou
agenturou a francouzskou agenturou byl soustfedén
na Skoleni nasich pracovnikl v oblasti hodnoceni
preklinické a klinické casti registracni dokumentace,
pFipravy na zavedeni nové agendy tykajici se regu-
lace lidskych tkani a bunék a v oblasti posileni systému
vigilance a kontroly klinickych zkousek zdravotnickych
prostfedku. Projekt byl v roce 2007 Uspé&sné& ukoncen
nezavislym auditem Evropské komise.

V roce 2007 byly schvaleny zakony, které zasadné
ovlivni &innost Ustavu v dal$ich letech. Zakon &. 261/
2007 Sb., ktery mimo jiné novelizoval nasledujici 3
zakony: zakon €. 48/1997 Sb., o vefejném zdravotnim
pojisténi, ve znéni pozdé&jsich predpisu, zakon &. 265/
1991 Sb., o pUsobnosti organt Ceské republiky, ve

znéni pozdéjsich predpist a zakon ¢&. 526/1990 Sb.,
o cenach, ve znéni pozdéjsSich pfedpisl, pfenesl na

Foto Leos Chodura

As suggested by the following text of the Annual Report,
year 2007 may be presented as a year of positive changes
and preparations for completely new tasks which are to be
implemented in 2008. The international auditor company
Ernst & Young has conducted process, personnel, and
organisational audit in the Institute. This has resulted in a
model of a two-level management system for the Institute,
with subsequent enhancement of efficiency in its operation. In
parallel with the running audit the management of the Institute
has been resolving the task of decreasing the headcount in
the existing areas of responsibility by 10%, as stipulated by the
Government Resolution on the Efficient Utilisation of Public
Budgets. The evaluation provided below in the text of the
Report will illustrate how demanding a task it has been.
The measures adopted in the personnel area have been
accompanied by an increase in the transparency of staff
remuneration rules. The system of action in the HR policy
of the Institute, as the essential source of expert capacities
of SUKL as a regulatory authority, has included a key expert
stabilisation programme with a better expert remuneration,
and a programme of developing cooperation with external
experts.

Alack of specialised inspectors and qualified assessorsin the
clinical area has been resolved with the help of a twinning project
with the UK and French Medicines Agencies, focusing upon
training of our staff in the sphere of assessing the preclinical and
clinical parts of marketing authorisation dossiers, preparation
for the introduction of new responsibilities in regulation of
human tissues and cells, and in the area of enhancing the
vigilance system and control over clinical trials on medical
devices. In 2007, the project was successfully completed by
an independent audit of the European Commission.

The year 2007 saw adoption of acts which will have a major
impact on the operation of the Institute in the coming years.
Act No 261/2007 Coll., which has, besides others, amended
the following 3 Acts: Act No 48/1997 Coll., on Public Health
Insurance, as amended; Act No 265/1991 Coll., on the Powers
of the Authorities of the Czech Republic, as amended, and Act
No 526/1990 Coll., on Prices, as amended, has assigned the

Zprava o &innosti SUKL v roce 2007



Ustav kompetence v oblasti stanovovani maximalnich
cen |écivych pfipravkl a potravin pro zvlastni Iékarské
ucely a stanovovani vySe a podminek uhrady u téchto
pfipravk(. Tato agenda bude zajistovana nové vytvo-
Ffenou Sekci cenové a uhradoveé regulace a bude pro-
bihat formou individualniho spravniho Fizeni. Ustav se
na tuto €innost pfipravoval jiz v roce 2007 naborem
novych odbornikl a spolupracujicich expertu. Rovnéz
bylo v zavéru roku pfipraveno nékolik seminard s touto
problematikou uréenych jak odbornikim, tak pacient-
skym organizacim.

Dalsi ¢innosti vyplynou i z nového zakona o lécivech
(zakon €. 378/2007 Sb.), ktery nabyl uc¢innosti t&€sné na
sklonku roku 2007. K pfipravé této zakladni normy pro
oblast I&&iv Ustav vyznamné prispél. Soudasti zakona
o léCivech se stala nova kategorie vydeje lécivych
pripravkd vydavanych bez Iékafského prepisu s ome-
zenim. Nové byla uzakonéna moznost l|ékarského
pfedpisu v elektronické podobé&, coz prfedpoklada
zavedeni centralnino Ulozisté elektronickych receptld
v gesci Ustavu.

VSechny pfipravované agendy budou take velmi na-
ro€né na softwarove zajisténi. Proto se jiz v roce 2007
zaCalo s modernizaci informaé&nich a komunika&nich
technologii a zvySovanim bezpe&nosti informaci.

Byly implementovany pozadavky normy CSN ISO/IEC
27001:2005 Systémy managementu bezpecnosti infor-
maci (SMBI). SMBI byl certifikovan nezavislou certifi-
kaé&ni autoritou CQS v plném rozsahu &innosti Ustavu
Vv listopadu 2007.

K naplnéni vize Ustavu, byt otevienou, komunikujici a
davéryhodnouregulaéniautoritou, byl pfipraven projekt
prestavby webovych stranek, jako zakladniho nastroje
pro komunikaci vefejnosti s Ustavem. V soudasné
podobé verejnosti prehlednym zpUsobem poskytuji
odborné informace, pokyny upravujici rdzné regulo-
vané oblasti i zpfistupnuji databaze. Na webu jsou
rovnéz dostupné elektronické formulare pro podavani
zadosti i placeni poplatkl regulovanymi subjekty.

V predkladané zpraveé jsou vycCisleny vysledky ze vSech
oblasti nasi €innosti a porovnany s predchozimi lety.
Ctenar si tedy mize sam udélat predstavu o vykonnosti
Ustavu v uplynulém roce. Za zverejnénymi Cisly je tfeba
vidét i stoupajici naroky na zajisténi vSech agend, a
tedy i zvySené usili zaméstnancl v obdobi zasadnich
premén v organizaci. Timto zplsobem chci vyjadfit svdj
dik vSéem pracovnikum, ktefi se podileli na naplhovani
vize Ustavu a prFispéli tak vyznamnou mé&rou k zajig-
téni dostupnosti ucinnych, bezpecénych a jakostnich
I&é&ivych pFipravk( pro obyvatele CR. Podé&kovani za
podporu pti uskute&fiovani premény Ustavu v efektivni
regulac¢ni autoritu patfi rovnéz nasim partnerum, i
odborné a laické verejnosti za jejich pFfinosné podnéty

e

PharmDr. Martin Benes
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Institute with powers in the area of medicinal products and foods
for special medical purposes maximum price regulation and
establishment of the levels and conditions of reimbursements
forthese products. This area of work willbe covered by anewly
established Price and Reimbursement Regulation branch
and will be conducted in the form of individual administrative
proceedings. The Institute was preparing for this activity
throughout 2007 by recruiting new professionals and
cooperating experts. Furthermore, several workshops with
this topic were organised for professionals as well as for
patient organisations towards the end of the year.

Further activities will be implied also by the new Act on
Pharmaceuticals (Act No 378/2007 Coll.), which came into force
at the very end of 2007. The Institute has much contributed to
the drafting of this essential regulation governing the area of
pharmaceuticals. The Act on Pharmaceuticals has incorporated
a new category for dispensing of medicinal products - OTC
products subject to sales restriction. The Act has provided for
a new possibility to issue electronic medical prescriptions,
which implies the set-up of a Central Electronic Prescription
Repository to be administered by the Institute.

All new areas of work under preparation will be also highly
demanding in terms of their software support. That is why
the modernisation of information and communications
technologies and increasing the data security has commenced
as early asin 2007. The requirements stipulated by the CSN 1SO/
IEC 27001:2005 Information Security Management Systems
(ISMS) standard have been implemented. In November 2007,
the ISMSwas certified by anindependentcertification authority
CQS within the full scope of operation of the Institute.

In order to implement the vision of the Institute as an open,
communicating, and trustworthy regulatory authority, a website
reconstruction project has been prepared, for the website to
serve as a basic tool of communication between the public
and the Institute. At present the website provides the public
with professional information presented in a straightforward
manner, with guidelines governing various regulated areas,
and access to databases is being offered. The website also
provides access to electronic forms for the submission of
applications and for the payment of fees by regulated entities.

The presented report gives figures on the outcomes from all
spheres of the Institute’s operation as well as their comparison
with the previous years. Readers themselves can hence get
an idea of the performance of the Institute in the last year. The
figures published should be viewed in light of the increasing
demands for the coverage of all areas of work and hence also
the increased effort of the staff during the period of major
changes in the organisation. Let me take this opportunity to
express my thanks to all employees who have contributed to
the achievement of the vision of the Institute and who have much
contributed to the availability of efficacious, safe, and good
-quality medicinal products for the inhabitants of the Czech
Republic. My thanks for the support in the implementation
of the transformation of the Institute into an effective regulatory
authority also goes to our partners, to the professionals as
well as to the broad public, for providing us with their inspiring
initiatives and queries.

Zprava o &innosti SUKL v roce 2007



2. ORGANIZACNIi STRUKTURA
USTAVU
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2. ORGANISATIONAL STRUCTURE
OF THE INSTITUTE

V prib&hu roku 2007 probéhl v Ustavu personalni
a procesni audit provedeny mezinarodni auditorskou
firmou Ernst & Young s cilem zjednodusit Fizeni Ustavu
a zefektivnit jeho Cinnost. Vysledkem auditu bylo zave-
deni systému stupnovitého Fizeni.

Hlavni zménou dosavadniho zpusobu Fizeni bylo usta-
veni pozic naméstka pro ekonomiku a informatiku,
naméstka pro odborné €innosti a vedouciho kancelare
Feditele s u€innosti od 1.1.2008. V odbornych agendach
vedlo doporuceni auditorské firmy k slou€eni dozo-
rovych ¢innosti. V souvislosti s pFfipravou predsednictvi
CR v Radé EU byl vytvofen novy utvar sludujici mezi-
narodni aktivity Ustavu. Vyznamnou zménou v organi-
zacni struktufe Ustavu bylo zfizeni nové Sekce cenové a
Uhradové regulace v navaznosti na legislativhi zménu
kompetenciv oblasti cenové regulace a stanoveniuhrad
léku. Organizac¢ni schéma Statniho ustavu pro kontrolu
I&cCiv platné k 1.1.2008 je soucasti této zpravy. Organizacni
schéma s uvedenim jmen vedoucich pracovnik( je
umisténo na webové strance SUKL.

Specifické agendy v Ustavu zajistuji tématicky orien-
tované projektové tymy a poradni organy, v nichz jsou
zastoupeni pracovnici rdznych utvar(. V roce 2007
vykonavaly svoji ¢innost napf. vyvojovy tym, tym pro
hrani¢ni pfipravky, tym pro jakost IéCiv, pokutovy tym,
poradni sbor pro novaléciva a dalsi. Otazkami zaméstna-
neckeé politiky se zabyva pracovni skupina pro zamést-
nanecké otazky, ktera ve spolupraci s odborovou
organizaci navrhuje kolektivni smlouvu.

In the course of 2007, a personnel and process audit has been
conducted in the Institute by the international auditor company
Ernst & Young with the objective to simplify the management
of the Institute and to increase the efficiency of operation. As
a result of the audit, a multilevel management structure has
been implemented.

A major change in the existing management method has
been the establishment of the position of a Deputy Director for
IT and Economic issues, Deputy Director for Regulatory Affairs
and the Head of Director’s Office, effective of January 1 2008.
In Regulatory Affairs areathe recommendations of the auditor
company have resulted in merging of surveillance activities.
With regard to the preparation for the Czech Presidency of
the EU Council, a new unit has been established where the
international activities of the Institute are integrated. A major
change to the organisational structure of the Institute has
been the establishment of a new Price and Reimbursement
Regulation Branch, reflecting the legislative change of powers
in the sphere of price regulation and determination of
reimbursements for medicinal products. The organisational
structure of the State Institute for Drug Control (SUKL)
effective as of January 1, 2008 forms part of this Report. The
organisational structure with the names of managerial staff is
available from the SUKL website.

Specific areas of work of the Institute are covered by
theme-oriented project teams and advisory bodies, which
bring together representatives from various units. In 2007,
e.g. the following teams have been active: the development
team, borderline products team, quality-of-pharmaceuticals
team, penalty team, advisory board for new pharmaceuticals,
etc. The issues of human resources policy are covered by
the HR issues working group which, in cooperation with the
Trade Unions, drafts the Collective Agreement.
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3. ZAPOJENI V SiTI NARODNICH,
EU A JINYCH MEZINARODNICH
INSTITUCI
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3. INVOLVEMENT IN THE NATIONAL,
EU, AND OTHER INTERNATIONAL
INSTITUTIONS NETWORK

SPOLUPRACE S MINISTERSTVEM
ZDRAVOTNICTVi A DALSIMI STATNIMI
INSTITUCEMI V CR

3.1

Ustav zpracovaval rozbory, stanoviska, hlageni a pFipo-
minky k riznym materialim, zejména pro Ministerstvo
zdravotnictvi, ostatni ministerstva a dalSi ustfedni spravni
organy. V agendé geneticky modifikovanych organismd,
oballi 1é&iv a n&kterych inspeké&nich aktivit je Ustav napo-
jen na Ministerstvo zZivotniho prostfedi. S Ministerstvem
prumyslu a obchodu jsou konzultovany regulacéni otazky
s dopadem navyrobce IéCiv areklamu I€Civych pripravkd.
Ministerstvu financi byly poskytovany dil¢i podklady pro
stanovovani cen IéCiv. S Ministerstvem zahranici a Stalou
misi CR v Bruselu probihala jednani zejména ve vztahu
k projednavanym zménam farmaceutické legislativy.
PFiprava na predsednictvi Ceskeé republiky v Radé EU
v roce 2009 prohloubila a zintenzivnila komunikaci
s Ministerstvem zdravotnictvi a Uradem viady CR.

V roce 2007 probihala intenzivni spoluprace s Minister-
stvem zdravotnictvi zejména pfi pfipravé a nasledném
legislativnhim procesu schvalovani novych pravnich pred-
pisU, které se vyznamné dotkly rozsahu ¢innosti SUKL.
Jednalo se pfedevsSim o novy zakon ¢. 378/2007 Sb.,
o léCivech a o zménach nékterych souvisejicich zakonu
(zakon o IéC€ivech), ktery nabyl u€innosti dne 31.12.2007.
Vyznamnou mérou byly rozsifreny kompetence SUKL
zakonem ¢&. 261/2007 Sb., ktery novelizoval zakon
C.48/1997 Sb., o verejném zdravotnim pojisténi, ve znéni
pozdéjsich predpisu, zakon ¢. 265/1991 Sb., o pusobnosti
organt Ceské republiky, ve zn&ni pozdé&jsich predpisu,
a zakon ¢. 526/1990Sb., o cenach, ve znéni pozdeéjsich
predpisl. Tato novelizace rozsifila kompetence SUKL
v oblasti stanovovani maximalnich cen |éivych pfri-
pravku a potravin pro zvlastni Iékarské ucely a v oblasti
stanovovani vyse a podminek uhrady u téchto pfipravku.
Rovné&z tak byla do kompetence SUKL sv&fenaicenova
kontrola v této oblasti, navic jesté rozSifrena o cenovou
kontrolu pro oblast zdravotnickych prostfedku. Legis-
lativni prace byly uspésné dokonceny a novela nabyla
uc€innosti dne 1.1.2008. V poslednim ¢&tvrtleti roku 2007
se SUKL soustfedil zejména na ptipravu provadécich
predpisl k vy$e uvedenym pravnim predpisum.

V prdbéhu celého roku se pak SUKL vyznamnou mé&rou
podilel na pfipravé zakona o tkanich a bunkach a jeho
provadécich predpisech, zcela nové pravni upravy
oblasti, kde dosud pravni Uprava chybéla. Na sklonku
uplynulého roku rovnéz zapocaly pfipravy vécného
zaméru noveého zakona o zdravotnickych prostfedcich.

Vyznamna byla i spoluprace s Ministerstvem pramysiu
a obchodu pfi pFipravé novely zakona ¢. 40/1995 Sb.,
o regulaci reklamy a o zméné a doplnéni zakona
C.468/1991 Sb., o provozovani rozhlasoveho a televizniho
vysilani, ve znéni pozdéjsich prepisl. Tato spoluprace
pokracujeivletodnimroce, nebof se podita s dalsinove-
lizaci uvedeného zakona.

3.1 COOPERATION WITH THE MINISTRY
OF HEALTH AND OTHER STATE INSTITUTIONS
IN THE CZECH REPUBLIC

The Institute has been processing analyses, opinions, reports,
and comments on various materials, in particular for the Ministry
of Health, other ministries and central administration bodies.
In the area of genetically modified organisms, packaging of
pharmaceuticals and some inspection activities the Institute
cooperates with the Ministry of Environment. Regulatory issues
affecting the manufacturers of pharmaceuticals and advertising
of medicinal products are consulted with the Ministry of
Industry and Trade. Subsets of source materials for setting
prices of pharmaceuticals have been provided to the Ministry
of Finance. Negotiations concerning, in particular, the discussed
amendments to the pharmaceutical legislation have been
held with the Ministry of Foreign Affairs and the Permanent
Mission of the Czech Republic in Brussels. The preparation
for the Presidency of the Czech Republic in the EU Council in
2009 has reinforced and intensified communication with the
Ministry of Health and the Office of the Government of the
Czech Republic.

In 2007, the Institute has intensively cooperated with the
Ministry of Health, particularly in the preparation and
subsequent legislative process of adoption of new legal
regulations with significant impact on the operation of SUKL.
These involve primarily the new Act No 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some Related Acts
(Acton Pharmaceuticals), which came into force on December
31 2007. The powers of SUKL have been significantly extended
by Act No 261/2007 Coll.,amending Act No 48/1997 Coll., on the
Public Health Insurance, as amended, Act No 265/1991 Coll,,
on the Powers of the Authorities of the Czech Repubilic, as
amended, and Act No 526/1990 Coll., on Prices, as amended.
This amendment has extended the scope of SUKL‘s powers
within the sphere of establishing the maximum prices of
medicinal products and foods for special- medical purposes
and within the sphere of establishing the levels and terms and
conditions governing the reimbursement of these products.
Furthermore, SUKL has been given the powers of the overall
price control in this area, extended also to price control in
the sphere of medical devices. Legislative efforts have been
successfully completed and the Amendment came into force
on January 1 2008. In the last quarter of 2007, SUKL focused
primarily upon the preparation of implementing regulations
for the above mentioned legal regulations.

In the course of the entire year SUKL has much contributed
to drafting of the Act on Tissues and Cells and its implementing
regulations, a completely new legal regulation of an area
formerly lacking any legal base. Towards the end of last year,
preparations of the subject-matter of a new act on medical
devices have also commenced.

Cooperation with the Ministry of Industry and Trade in drafting
ofamendmentto ActNo 40/1995 Coll.,on Advertising Regulation
and on Amendmentto Act No 468/1991 Coll., on the Operation
of Radio and Television Broadcasting, as amended, has been
also of major importance. This cooperation has been going
on also in this year, as other amendments to the said Act are
expected.
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PFes aktivity spojené s témito vyznamnymi ukoly vSak
SUKL nezapominal ani na spolupraci s ostatnimi organy
statni spravy pfi pripravé dalSich pravnich predpisuy,
které upravovaly oblasti ne tak uzce se dotykajici
kompetenci SUKL. V této souvislosti je tfeba zminit
jesté i uzkou spolupraci s Antidopingovym vyborem
a Ministerstvem Skolstvi a mladeze pfi pripravé Anti-
dopingového zakona. Ten bude rovnéz tak jako zakon
o tkanich a bunkach upravovat oblast, jejiz pravni
uprava doposud chybéla, ackoli se jevila v poslednich
letech jako velmi potfebna, zejména v souvislosti se
spolupraci s ostatnimi zemémi EU na tomto poli.

Zakonné pozadavky pro jednotlivé oblasti odbornych
ginnosti SUKL dale vysvétioval ve vydavanych pokynech.
V téchto pokynech rovnéz SUKL seznamoval vefejnost
s pokyny vydavanymi Evropskou komisi a Evropskou
lékovou agenturou. V roce 2007 byly v navaznosti na
novelu zakona revidovany dva pokyny tykajici se regu-
lace reklamy na humanni IéCivé pfipravky a nékteré
dalsi pokyny. Hlavni ast revizi stavajicich pokynut bude
navazovat na novy zakon o léCivech a doprovodné
vyhlasky a bude prdbézné vydavana v roce 2008.

V uzké spolupraci s Ministerstvem vnitra a Minister-
stvem zdravotnictvi probihala a nadale probiha uzka
spoluprace v projektu Better Regulation. Tento projekt
si vzal za cil v ramci EU zmapovat administrativni zatéz
regulovanych subjektl ze strany statni spravy a na za-
kladé vysledkl by méla byt v ramci projektu navrzena
opatfeni pro jeji snizeni.

Tradign& efektivni spoluprace probihala s Ustavem
pro kontrolu veterinarnich biopreparatt a 1é¢iv v Brné.
Se Statnim zdravotnim ustavem byly prostfednictvim
spole€né pracovni skupiny pravidelné feSeny otazky
hrani¢nich pfipravkld a obdobné se Statnim ufadem pro
jadernou bezpecnost byly FfeSeny otazky radiofarmak.
V oblasti dozoru nad trhem byly partnery Ustavu Ceska
potravinarska a zemédélska inspekce, Ceska obchodni
inspekce a Celni sprava.

SUradem pro technickou normalizaci, metrologii a statni
zkuSebnictvi probihala spoluprace pfi pfipravé norem
v oblasti zdravotnickych prostfedki. Ustav pokra&oval
ve spolupréaci s Asociaci vyrobcl a dodavatell zdravot-
nickych prostfedkl (CZECHMED) a Ceskou asociaci
dodavatelll zdravotnické techniky in vitro (CZEDMA).
Pracovnici Ustavu se aktivné u&astnili koordina&nich
schluzek poradanych Ministerstvem zdravotnictvi k pfipra-
vovanym legislativnim zménam v oblasti zdravotnickych
prostiedkl a koordinacnich schiizek pofadanych noti-
fikovanymi osobami k pFisluSnym nafizenim viady pro
zdravotnické prostfedky. Prubézné byla udrzovana
komunikace i s profesnimi komorami Iékaru a lékarnik(
a s odbornymi spole&nostmi Ceské lékarské spoleé-
nosti J. E. Purkyné.

3.2 SPOLUPRACE S INSTITUCEMI EU
A DALSiIMI ZAHRANICNiIMI PARTNERY

Mezinarodni aktivity Ustavu jsou soustfedény na spolu-
praci s institucemi EU a ¢lenskych statu EU. Pracovnici
Ustavu se v roce 2007 jiZ rutinn& zu&astnili prace témé&r
ve 30 vyborech a pracovnich skupinach Evropskeé lé-
kové agentury (EMEA), Evropské komise, Evropského
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Despite the activities associated with these major tasks,
however, SUKL has not neglected its cooperation with other
state administration bodies in the preparation of other legal
regulations governing areas less tightly associated with the
powers of SUKL. In this respect, a close cooperation with the
Anti-Doping Committee and the Ministry of Education and
Youth in drafting of the Anti-Doping Act should be mentioned.
This Act, like the Act on Tissues and Cells, shall govern an
area yet lacking any legal regulation, which has become
much needed in the last few years, particularly in respect of
collaboration with other EU Member States in this sphere.

The legislative requirements governing individual spheres of
professional activities have been further explained by SUKL
in its guidelines. In these guidelines, SUKL has also provided
information for the public on the guidelines published by
the European Commission and by the European Medicines
Agency. In 2007, two guidelines on the regulation of advertising
for human medicinal products and some other guidelines
have been amended to reflect the amended Act. The major
part of revisions to the existing guidelines will reflect the new
Act on Pharmaceuticals and the related decrees and will be
published piecemeal in the course of 2008.

A close cooperation with the Ministry of Interior and the
Ministry of Health in the Better Regulation Project still continues.
This project aims at mapping of the administrative burden of
the regulated entities imposed by public administration within
the EU, and on the basis of the results measures to reduce the
burden should be proposed within the scope of the Project.

A traditionally efficient cooperation with the Institute for the
State Control of Veterinary Biologicals and Medicaments
in Brno has been going on. Issues pertaining to borderline
products have been analysed with a joint work group with
the National Institute of Public Health; likewise, the issues of
radiopharmaceuticals have been analysed with the State
Office for Nuclear Safety. SUKL's partners for the sphere of
market surveillance have been the Czech Agriculture and
Food Inspection Authority (CAFIA), Czech Trade Inspection,
and the Czech Customs Administration.

Cooperation in the preparation of standards governing the
area of medical devices with the Czech Office for Standards,
Metrology, and Testing has been going on. The Institute has
continued to cooperate with the Czech Association of Medical
Device Manufacturers and Suppliers (CZECHMED) and with the
CzechIn-Vitro Diagnostic Manufacturers Association (CZEDMA).
The employees of the Institute have actively participated in
coordinationmeetings organised by the Ministry of Health for the
drafted legislative changes in the area of medical devices, and
in coordination meetings organised by notified bodies for the
relevant government regulations governing medical devices.
Communication with professional medical and pharmaceutical
chambers and with the scientific societies of the Czech Medical
Association of J. E. Purkyné has been also regularly maintained.

3.2 COOPERATION WITH EU INSTITUTIONS AND
OTHER FOREIGN PARTNERS

The international activities of the Institute are focused upon
cooperation with the institutions of the EU and of the EU
Member States. In 2007, the employees of the Institute have
routinely participated in the work of almost 30 committees
and working groups of the European Medicines Agency
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ustredi pro kvalitu Ié€iv Rady Evropy (EDQM- European
Directorate for the Quality of Medicines and Healthcare)
a v pracovnich iniciativach sité Iekovych regula&nich
UFadt EU. Odborni pracovnici Ustavu byli aktivné
zapojeni zejména v praci védeckych vybord EMEA
pro humanni léciveé pripravky (CHMP), I1écivé pfipravky
pro vzacna onemocnéni (COMP) a rostlinné |écivé
pfipravky (HMPC), dale napf. v pracovnich skupinach
pro enforcement a benchmarking.

Prostfednictvim svého zastupce v pracovni skupiné
Rady EU pro Ié&iva a zdravotnické prostfedky se Ustav
podilel na pfipravé nové evropské legislativy, a to
Narizeni €. 1394/2007 o léCivych pfipravcich pro moderni
terapie a na pripravé Narfizeni €. 658/2007 o pokutach
za nesplnéni nékterych povinnosti v souvislosti s regis-
tracemi udélenymi podle nafizeni 726/2006.

S EDQM a mezinarodni siti Official Medicines Control
Laboratories (OMCL) se pracovnici Ustavu podileli na
pripravé spoleénych dokumentl pro systém jakosti
podle EN ISO/IEC 17025 a aktivné se uc¢astnili vyro¢nich
zasedani OMCL, spolec¢nych studii kontroly jakosti |€Civ
v obé&hu, porovnavacich studii, pfipravy referencnich
latek pro Evropsky Iékopis a specializovanych seminard
(vizkap. 4.6). V kvétnu 2007 se v Praze konalo 12. vyro&ni
zasedani OMCL, které poradal Statni ustav pro kont-
rolu Ié8iv v Praze ve spolupraci s EDQM a s Ustavem
pro statni kontrolu veterinarnich biopreparatd a léciv
(USKVBL) v Brné&. Sit statnich laboratofi OMCL (General
OMCL Network) zajistuje formou laboratorni kontroly
dozor nad jakosti Ié€iv dodavanych na trh. Zasedani se
zUucCastnilo pfes 200 odbornikl z 31 zemi Evropy, déle
zastupci Australie, Kanady, Evropské komise a vedouci
pracovnici EDQM. Pfinos této vyznamné mezinarodni
akce byl v odbornych kruzich vysoce hodnocen.

V ramci Rady Evropy se rozvijela spoluprace v oblasti
padé&lkl a internetového prodeje I&&iv. Z iniciativy SUKL
byla v Ceské republice zaloZena mezirezortni pracovni
skupina, zabyvajici se nelegalnim zachazenim s Iéci-
vymi pfipravky. V pribéhu roku 2007 pokracovala
spoluprace v oblasti inspek&nich aktivit zapojenim do
¢innosti OECD v ramci panelu spravne laboratorni praxe
a Pharmaceutical Inspection Cooperation/Scheme
(PIC/S) a probihaly pracovni kontakty se Svétovou
zdravotnickou organizaci (WHO). Stejné jako v pred-
chozich letech pusobil zastupce Ustavu jako aktivni
¢len ve vyboru Mezinarodni spole€nosti lékovych bulle-
tinG (International Society of Drug Bulletins). Podnéty
pro praci Ustavu pFinasela i vymé&na informaci s nadna-
rodnimi asociacemi farmaceutickych vyrobcu (EFPIA,
EGA, AESGP) a zahrani¢nimi asociacemi vyrobcu zdra-
votnickych prostredku.

V cCervenci 2007 byl uspésné ukonéen twinningovy
projekt v hodnoté temér 0,5 mil EUR, realizovany ve
spolupraci s britskou Iékovou agenturou MHRA a fran-
couzskou agenturou AFSSAPS za finan¢ni podpory
Evropské komise. Cilem projektu bylo posileni odborné
kapacity Ustavu v oblasti hodnoceni preklinické a klinické
Casti registracni dokumentace, pfiprava na zavedeni
nové agendy tykajici se regulace lidskych tkani a bunék
a posileni systému vigilance a kontroly klinickych zkousek
zdravotnickych prostfedku. Za 12 mésicl trvani projektu
navstivilo Ustav 26 zahranié¢nich odbornik(, uskute&nilo
se vice nez 150 dn(l $koleni v SUKL a 9 pracovnikl se
zucastnilo kratkodobych zahrani€nich stazi. Vysledkem
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(EMEA), the European Commission, the European Directorate
for the Quality of Medicines and Healthcare (EDQM), and in
the working initiatives of the medicines regulatory authori-
ties network in the EU. Expert staff of the Institute has been
actively involved particularly in the work of the EMEA scientific
Committees for Human Medicinal Products (CHMP), Orphan
Medicinal Products, (COMP), and Herbal Medicinal Products
(HMPC), and, furthermore, for example in the working groups
for enforcement and benchmarking.

Viaits representative in the Working Party on Pharmaceuticals
and Medical Devices of the EU Council the Institute has been
involved in drafting of new European legislation, namely
Regulation (EC)No. 1394/2007 onadvancedtherapy medicinal
products and Regulation (EC) No. 658/2007 concerning
financial penalties for infringement of certain obligations
in connection with marketing authorisations granted under
Regulation (EC) No 726/2004.

The employees of the Institute have cooperated with EDQM
and with the international network of Official Medicines Control
Laboratories (OMCL) in the preparation of joint documents
for the quality system pursuant to EN ISO/IEC 17025 and have
taken an active partin the OMCL network annual meeting, joint
studies in the quality control of pharmaceuticals, comparative
studies, preparation of reference substances for the European
Pharmacopoeia, and specialised workshops (Chapter 4.6
refers). In May 2007, the 12th annual meeting of the OMCL
network was held in Prague, organised by the State Institute for
Drug Control in cooperation with EDQM and with the Institute
for the State Control of Veterinary Biologicals and Medicaments.
The General OMCL Network covers, by means of laboratory
controls, surveillance over the quality of pharmaceuticals
placed on the market. The meeting was attended by more
than 200 experts from 31 European countries, as well as
by representatives from Australia, Canada, the European
Commission, and EDQM senior officers. The benefits of this
important international event were highly appreciated by
professionals.

Within the Council of Europe, cooperation in the sphere of
counterfeit products and internet sale of pharmaceuticals
has been developing. SUKL has initiated the establishment of
an inter-departmental working group in the Czech Republic to
deal with the issues of illegal handling of medicinal products.
In the course of 2007, cooperation in the sphere of inspection
activities has continued by participation in the OECD activities
within the scope of the good laboratory practice panel and
the Pharmaceutical Inspection Cooperation/Scheme (PIC/S),
and working contacts with the World Health Organisation
(WHO) have been maintained. Like in the previous years, a
representative of the Institute has been an active member of
the committee of the International Society of Drug Bulletins.
New stimuli for the work of the Institute have been also brought
by the exchange of information with multi-national associations
of pharmaceutical manufacturers (EFPIA, EGA, AESGP) and
foreign associations of medical devices manufacturers.

In July 2007, a twinning project worth almost 0.5 mil. EUR was
completed; the project, funded by the European Commission
was implemented in cooperation with the UK medicines
agency (MHRA) and with the French agency AFSSAPS.
The purpose of the project was to enhance the expert
capacity of the Institute in the sphere of assessing the
preclinical and clinical parts of marketing authorisation
dossiers, preparation for the introduction of a new area of the
Institute’s responsibility in regulation of human tissues and
cells and enhancement of the vigilance system and control
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projektu je také fada doporuceni zahranic¢nich expertu
tykajicich se optimalizace systému regulace zdravot-
nickych prostfedku.

Ustav se v roce 2007 podilel na mezinarodnim projektu
Rare Disease Patient Solidarity (RAPSODY), zaméreném
na zlepsSovani peéce o pacienty se vzacnymi onemocné-
nimi. V ramci projektu usporadal SUKL narodni workshop
O specializovanych centrech (centres of expertise) pro
tato onemocnéni, kterého se zucastnili predevsim
zastupci pacientskych organizaci, odborni IékafFi
a zastupci zdravotnickych instituci, v€etné MZ CR.
V &ervenci hostil Ustav v ramci projektu RAPSODY mezi-
narodni setkani pacient(, IékaFd a vefejnych &initelt na
evropskeé urovni (European Workshop on Centres of
Expertise and European Reference Networks for Rare
Diseases), které bylo vénovano organizaci péce o pa-
cienty se vzacnymi onemocnénimi, vytvareni specia-
lizovanych center a evropskych referenénich siti pro
vzacna onemocnéni. Statni ustav pro kontrolu léciv byl
v tomto projektu jednim z 9 partnert hlavniho organi-
zatora, evropské organizace pro vzacha onemocnéni
EURORDIS.

Celkem se uskutecnilo 282 pracovnich cest 73 pracov-
nikd do 46 zemi. Vétsina cest se uskutecnila do EMEA.
Ve srovnani s rokem 2006 (276 pracovnich cest, 67
pracovnikld do 27 zemi) je patrné zvysujici se zapojeni
a upevnéni pozic odbornych pracovniku Ustavu v mezi-
narodni regulacni siti (obr. 1). Z celkového poctu pra-
covnich cest bylo hrazeno 74 z prostfedkld EMEA, 16
z prostfedkld Evropské komise, 3 z finan¢nich zdrojd
Ministerstva zdravotnictvi, 26 cest bylo hrazeno z pro-
stfedkl Rady Evropy (EDQM) a 163 pracovnich cest
z rozpoé&tu Ustavu a nadace prof. Skarnitzla.

Obr. 1.
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over clinical evaluations of medical devices. Over the 12
months of duration of the project, 26 foreign experts visited
the Institute, more than 150 training days were delivered in
SUKL, and 9 employees took part in short-term study tours
abroad. The project has, moreover, resulted in a number of
recommendations from the foreign experts regarding the
optimisation of the medical device regulatory system.

In 2007, the Institute participated in an international project
“Rare Disease Patient Solidarity” (RAPSODY), focused on the
improvement of care for patients suffering from rare diseases.
Within the scope of the project SUKL organised a national
workshop on centres of expertise for these diseases, attended
primarily by the representatives from patient organisations,
healthcare professionals, and representatives from healthcare
institutions, incl. the Ministry of Health of the Czech Republic.
In July, as part of the RAPSODY project, the Institute hosted
aninternational meeting of patients, doctors, and policy makers
on the European level (European Workshop on Centres of
Expertise and European Reference Networks for Rare
Diseases), which was dedicated to the organisation of care
for patients with rare diseases, establishment of centres of
expertise, and European reference networks for rare diseases.
In this project, the State Institute for Drug Control was one of the
9 partners of the main organiser, EURORDIS, the European
Organisation for Rare Diseases.

In total, 282 business trips of 73 employees to 46 countries took
place; most of the trips having been to the EMEA. Compared
to 2006 (276 business trips, 67 employees, to 27 countries),
the increasing involvement and enhancement of the positions
of expert staff of the Institute in the international regulatory
network is apparent (Fig. 1). Of the total number of business
trips, 74 were funded from EMEA resources, 16 from the funds
of the European Commission, 3 from the financial resources
of the Ministry of Health, 26 from the Council of Europe (EDQM),
and 163 business trips from the budget of the Institute and
Prof. Skarnitzl’s foundation.

Pracovni cesty zaméstnanct ustavu do evropskych instituci

Business trips of the employees of the Institute to European institutions

3 %

6 %

26 %

Ostatni
Other

EMEA

Mz
Ministry of Health

EK

EDQM

EEOE OE B

Rada Evropy
Council of Europe
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4. CINNOST USTAVU
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4. ACTIVITIES OF THE INSTITUTE

4.1 AGENDA CELKEM

Bé&hem roku 2007 bylo elektronickou spisovou sluzbou
Ustavu evidovano 49 751 doruéenych pisemnosti (v pred-
chazejicim roce 45 030) a odeslanych pisemnosti 26 371
(v pfedchazejicim roce 23 257).

4.2 REGISTRACE LECIVYCH PRIPRAVKU

Agenda zadosti o novou registraci

V roce 2007 predstavovaly zadosti o registraci proce-
durou vzajemného uznavani (MRP) rozhodujici Cast
z celkového poctu zadosti o registraci, které byly po
uspésné validaci predany k posouzeni na registracni
sekci. Proti predchazejicimu roku jsme zaznamenali
vyznamny pokles poctu pfijatych zadosti o narodni
registrace, a to o 74 %.

Pro pripravky drive registrované narodni procedurou
bylo umoznéno zarazeni lé€ivého prFipravku do proce-
dury vzajemného uznavani postupem, ktery umoznuje
zachovat stejné registracni Cislo, stejny nazev pripravku
i stejné kody SUKL.

V tomto roce pokracovaly procedury vzajemného
uznavani, kde CR byla referen&nim statem, a dale byly
ukoné&eny prvni decentralizované procedury s CR jako
referencnim ¢lenskym statem (DCP). Vzhledem k ¢asovée
naroc¢nosti na vedeni decentralizovanych procedur a
predevsim k vysoké odborné narocnosti na jejich posou-
zenije nutné podani téchto zadosti pfedem konzultovat.
Proto je také pocet pfijatych zadosti korigovan a zaha-
jeni procedur je planovano tak, aby v prubé&hu celého
roku byly tyto Zadosti podavany Ustavu rovhomérné.

Na konci roku 2007 bylo evidovano 102 probihajicich
procedur (MRP i DCP) s CR jako referenénim &lenskym
statem, zatimco ve stejném obdobi roku 2006 bylo
evidovano pouze 27 zadosti. V souCasné dobé jsou
kapacitni moznosti pro vedeni decentralizovanych pro-
cedur na témér cely rok 2009 vycerpany. V souvislosti
s planovanim a pfrislibem vedeni procedur je potfeba
vzit v ivahu i kapacity na poregistrac¢ni zodpovédnost za
pripravek, coz midze znamenat i narlst inspektorskych
aktivit.

Celkovy pocet vyfizenych zadosti o registraci léCivych
pfipravkl vzrostl oproti roku 2006 o 80 % (obr. 1, tab. 1).

Agenda zadosti o prodlouzZeni platnosti registrace
V roce 2007 doslo mimo jiné i k vyraznému narustu
poctu vyfizenych zadosti o prodlouzeni registrace, a to
0 145 % (obr. 1, tab. 1).

V obdobi pred 1.1.1998 bylo u nékterych IéCivych pripravkl
pod jednim registracnim cislem zahrnuto vice sil. Tento
zpuUsob pridélovani registrac¢nich ¢isel vSak nevyhovuje
nejen pojeti stavajicich pravnich predpisu, ale zejména
komplikuje mezinarodné harmonizované registracni
procedury EU. Proto dochazi pfi prodlouzeni téchto
pfipravkl k Upravé jejich registracnich &isel. Vysledkem
tohoto kroku je, ze kazda sila IéCiveho pfripravku bude
mit sveé viastni registracni Cislo.

4.1 OFFICE WORK IN TOTAL

In the course of 2007, the electronic record system of the
Institute registered 49,751 delivered documents (45,030 in
the previous year) and 26,371 sent documents (23,257 in the
previous year).

4.2 AUTHORISATION OF MEDICINAL PRODUCTS

New marketing authorisation applications

In 2007, the applications for marketing authorisation (MAA) via
the Mutual Recognition Procedure (MRP) have represented
a major proportion of the total number of applications for
marketing authorisation which have been, after a successful
validation, forwarded to the Marketing Authorisation Branch
for assessment. Compared to the previous year, a major drop
in the number of received applications for national marketing
authorisation, by 74%, has been noticed.

For products previously authorised by the national procedure,
it has become possible to include the medicinal products in
the Mutual Recognition Procedure by means of a process
which allows maintaining the same marketing authorisation
number, the same name of the product as well as the same
SUKL codes.

In year 2007, the Mutual Recognition Procedures with the
Czech Republic as the Reference Member State continued,
and, furthermore, first decentralised procedures (DCP) with
the Czech Republic as the Reference Member State were
completed. As the decentralised procedures are much
demanding in terms of time and, in particular, expertise
necessary for their assessment, it is necessary to consult the
intention to file these applications in advance. For this reason
the number of accepted applications is carefully considered
and the commencement of procedures scheduled in amanner
allowing for an even submission of these applications to the
Institute.

At the end of 2007, there were 102 pending procedures (both
MRP and DCP) with the Czech Republic as the Reference
Member State, while in the same period of 2006, only 27
applications were pending. At present, the capacity dedicated
to decentralised procedures is booked up for almost the
entire year 2009. In terms of the scheduling and undertaking
to conductthe procedures, itis necessary to consider also the
capacity for post-authorisation responsibility for the product,
which may also involve an increase in inspection activities.
In comparison to 2006, the total number of decided
applications for marketing authorisations of medicinal
products has increased by 80% (Fig. 1, Tab. 1).

Marketing authorisation renewal applications

In 2007, a major increase in the number of completed
applications for marketing authorisation renewal has been
seen amongst other, by as much as 145% (Fig. 1, Tab. 1).

In the period prior to January 1, 1998, a single marketing
authorisation number for a medicinal product sometimes
included more than one strength. This method of allocation
of marketing authorisation numbers, however, does not
comply with the interpretation of existing legal regulations,
and primarily complicates the internationally harmonised
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Mezinarodni spoluprace

V ramci spoluprace s Evropskou Iékovou agenturou se
pracovnici Ustavu zapajili jako zpravodaj i spoluzpravodaj
do hodnoceni dvou centralizovanych registraci, do peer
review pro Ctyfi registrace a do &tyr referral procedur.
Kontroly Eeskych textd souhrnt udajt o pFipravku, priba-
lovych informaci i textl na obalech pfipravkl registro-
vanych centralizovanou procedurou stale pokracuji. Nad
ramec kontroly zaménitelnosti nazvu Iécivych pripravk(
provadéné na zadost i v souvislosti s probihajicimi
registracemi nebo zadostmi o zménu registrace probi-
hala spoluprace s Evropskou lIékovou agenturou pfi
kontrole zaménitelnosti nazvu probihajicich centralizo-
vanych registraci.

Zmeény v registraci

Vzhledem ke stoupajicimu poctu pripravkl registro-
vanych procedurou vzajemného uznavani stoupa také
pocet zadosti o zmény v téchto procedurach (obr. 1,
tab. 1).

Celkovy pocet prijatych zadosti o zménu typu | i o zménu
typu Il se proti loriskému roku zvysil, stejné tak i pocCet
zadosti vyfizenych. Proti zpracovanym 5 610 zménam
v roce 2006 bylo na zakladé predlozenych ohlaseni
zmény typu | vyfizeno 7 040 zadosti, z toho 4 633 bylo
narodnich zmén. Tento pocet zahrnuje i zmény pfiba-
lové informace a udajd na obalu, které nesouvisi se
souhrnem udaju o pfipravku. Kromé toho bylo vyfizeno
244 zadosti o prfevod registrace.

Pocet vyfFizenych zmén typu Il oproti roku 2006 stoupl
z 1 502 zadosti na 2 153.

Soubézny dovoz
Jako novy typ procedury obdrzel v roce 2007 Ustav 22
zadosti o povoleni soubé&zného dovozu.
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marketing authorisation procedures within the EU. That is
why the marketing authorisation numbers of these products
are changed upon renewal. As a result of this step, each
strength of a medicinal product will have its own marketing
authorisation number.

International cooperation

Within the scope of cooperation with the European Medicines
Agency, the employees of the Institute have become involved
as a rapporteur and a co-rapporteur in the assessment of
two centralised marketing authorisation applications, in the
peer review for four marketing authorisation applications,
and in four referral procedures. The controls of Czech texts of
the summaries of product characteristics, package leaflets and
labellings for products authorised via the centralised procedure
still continue. Beyond the scope of the control of liability to
confusion of names of medicinal products conducted upon
request as well as in association with the pending marketing
authorisations or applications for variations to marketing
authorisations, cooperation with the European Medicines
Agency has been carried out also in the sphere of controls
of liability to confusion of names in the pending centralised
procedures.

Variations to marketing authorisation

Due to the growing number of products authorised via the
Mutual Recognition Procedure, the number of applications
for variations in these procedures keeps increasing as well
(Fig. 1, Tab. 1).

The total number of received applications for Type land Typelll
variationshasincreased comparedtothepreviousyear,aswell
as the number of decided applications. Compared to the 5,610
processed variations in 2006, 7,040 applications have been
decided on the basis of Type | variation notification, of which
4,633 have been national variations. This number includes also
variations to the package leaflet and labelling, which are not
associated with the summary of the product characteristics.
Moreover, 244 applications for transfers of marketing
authorisations have been decided.

The number of completed Type Il variations has increased
from 1,502 applications in 2006 to 2,153.

Parallel import

Within the scope of a new type of procedure, the Institute has
received 22 applications for parallel import authorisation in
2007.

12
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Obr. 1. Agenda registrace Ié€ivych pfFipravkl — vyfizené Zadosti

Marketing authorisation of medicinal products — decided applications
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Tabulka 1.

Agenda zadosti v oblasti registraci

Applications in the area of marketing authorisations

Nevyrizené Doslo 2007 Vyfrizeno Vyfizeno Nevyrizené
k 31. 12. 2006 Delivered in celkem Vyfizeno R Z/M/N k 31. 12. 2007
Pending as of 2007 Decided in Decided R Decided Pending as of
31/12/2006 total Z/M/N 31/12/2007
Zadost o registraci
Applications for marketing 1082 889 901 763 134/2/2 1070
authorisation
Z toho narodnich
Of which national 402 297 1017272
Z toho CR jako RMS-DCP
Of which the Czech Republic being 8 8 (0]
the RMS - DCP
Z toho MRP-CMS
Of which MRP-CMS 281 269 12/0/0
Z toho DCP-CMS
Of which DCP-CMS 210 189 21/0/0
Vedeni procedury MRP/RMS
Conducting the MRP procedure / 19 65 19 19 (o) 65
RMS
PFfesmyk na MRP proceduru
Switch to the MRP procedure 2 e e e 2 <
ZR |, Pl+obal, prevod
ZR I, Prabelling, transfer 2508 7932 7040 6770 181/18/71 3400
Z toho narodnich
OF which national 4633 4453 158/10/12
Z toho RMS
OFf which RMS 191 184 3/0/4
Z toho CMS
OFf which CMS 2216 2133 20/8/55
ZR 1l 1837 3058 2153 2084 48/6/15 2742
Z toho narodnich
OF which national 1412 1362 37/3/10
Z toho RMS
Of which RMS 63 63 0
Z toho CMS
OFf which CMS 678 659 11/3/5
Prodlouzeni
2855 629 888 791 84/10/3 2596
Renewal
Z toho narodnich
Of which national Sl 79 L)
Z toho RMS
Of which RMS 6 6 0
Z toho CMS
Of which CMS 67 66 1/0/0
ZruSeni registrace 18 183 177 176 1/0/0 24
MA revocation
Z toho narodnich
Of which national = 124 ALY
Z toho RMS
Of which RMS 0 0 0
Z toho CMS
Of which CMS 52 52 0
Soubéz.ny dovoz 1 22 1 1 o 22
Parallel import
Vysvétlivky / Legend:
R — vyfizeno, v pfipadé registrace zaregistrovano, v pripadé zruseni registrace zruseno
— decided, i.e. marketing authorisations granted, or MA revocations approved
Z — zastaveno zadatelem / withdrawn by the applicant
M — zamitnuto ustavem / rejected by the Institute
N — neschvaleno ustavem / not approved by the Institute
ZR1 - zménaregistrace typu | / Type I variation to marketing authorisation
ZR Il - zménaregistrace typu Il / Type Il variation to marketing authorisation
MA — Marketing Authorisation
RMS - referenc¢ni Clensky stat / Reference Member State
CMS - Concerned Member State
MRP - registrace procedurou vzajemného uznavani / Mutual Recognition Procedure
DCP - registrace procedurou vzajemného uznavani / Decentralised Procedure
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4.3 POSUZOVANI HRANICNICH PRIPRAVKU,
AGENDA POUZiVANiIi NEREGISTROVANYCH
PRIPRAVKU, VYDAVANIi STANOVISEK
KE SPECIFICKYM LECEBNYM PROGRAMUM

Agenda posuzovani hrani¢nich pfipravkd a vydavani
rozhodnuti k zafazeni vyrobk( probihala za podobnych
podminek jako v roce 2006. Pocet zadosti o posouzeni
v roce 2007 se ve srovnani s predchozim rokem mirné
zvysil. Pokracovala spoluprace se Statnim zdravotnim
ustavem, Ministerstvem zdravotnictvi, pracovniky Celni
spravy a Policie CR, pro néz bylo vydano celkem 36
stanovisek. Vyrazny vzestup zadosti byl, v souvislosti
s novou legislativou v oblasti dopliku stravy, ze strany
Ministerstva zdravotnictvi, na jehoz zadost bylo posou-
zeno vice nez 450 vyrobka.

Rozhodnuti byla ze strany Ustavu dlsledné& vydavana
v zakonem stanovené spravni Ihaté. Ve 14 pfipadech
Ustav zaradil vyrobek mezi 1é&iva, v 18 pripadech nebyl
vyrobek zafazen do kategorie lIeciv. Proti tfem rozhod-
nutim na zadost bylo podano odvolani, u nichz ve vSech
pfipadech bylo Ministerstvem zdravotnictvi potvrzeno
ptvodni rozhodnuti Ustavu. V roce 2007 zahajil Ustav
3 fizeni z vlastnino podnétu, v nichz rozhodl o zafazeni
3 vyrobkul, uvadénych na trh do té doby jako nelédiva,
mezi léCivé pripravky. V oblasti hrani¢ni problematiky
byly dale uskute€nény 4 konzultace a Setfeno 11 pod-
nétd. Resitelsky tym pro hrani&ni pripravky se zabyval
klasifikaci celkem 26 vyrobkdu.
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4.3 BORDERLINE PRODUCTS ASSESSMENT, USE
OF NON-AUTHORISED PRODUCTS, ISSUANCE
OF OPINIONS ON SPECIFIC THERAPEUTIC
PROGRAMMES

The assessment of borderline products and issuance of
decisions on product classification were carried out under
similar conditions as in 2006. The number of applications for
assessment in 2007 has slightly grown compared to the
previous year. Cooperation with the National Institute of Public
Health, the Ministry of Health, the employees of the Customs
Administration and the Czech Police has continued, and 36
opinions in total have been issued for them. A major increase
in the number of tasks received from the Ministry of Health has
been seen, in association with the new legislation governing
dietary supplements, and more than 450 products have been
assessed upon the Ministry’s request.

Decisions have been issued by the Institute consistently in
compliance withthe statutorytimelines.In 14 casesthe Institute
classified the products as pharmaceuticals, in 18 cases the
products were not categorised as pharmaceuticals. Appeals
were filed against three decisions issued upon request; in all
of these cases the Ministry confirmed the original ruling of
the Institute. In 2007, the Institute initiated 3 procedures on its
own, in which it classified 3 products, previously marketed as
non-pharmaceduticals, as medicinal products. In the sphere
of borderline products, 4 consultations were conducted, and
11 initiatives investigated. The Borderline Product Research
Team dealt with the classification of 26 products in total.

Tabulka 1. Zadosti o rozliSeni hraniénich p¥ipravku
Applications for distinguishing borderline products
e _ Pocet Pocet Z toho Z toho Prechazi
NedofFesSeno za Prijato . . - . -
. - - . . vydanych vydanych pocet zastaveni / do dalsiho
minulé obdobi zadosti . ¢ -, . 7
Pending from v roce 2007 rozhodnuti stanovisek zamitnuti stazeni roku
N . o Number Number Of which Of which Brought
the previous Applications . .
. . . of issued of issued number suspended/ forward to the
period received in 2007 . . . . i
decisions opinions of rejections withdrawn next year
1 37 24 8 3 1 2
Obr. 1. Pocet oznameni neregistrovaného Ié¢ivého pfFipravku
Number of notifications of non-authorised medicinal products
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V roce 2007 doslo k vyraznému nardstu poctu oznameni
o pouziti neregistrovanych lécivych pripravkl ziskanych
od lékaFd. Bylo pfijato 3 542 oznameni (v roce 2006
1 824 oznameni) pro 3 765 pacientl (proti 2 940 v roce
2006). Nejvice neregistrovanych pripravkl se pouzivalo
pro profylaxi mykotickych infekci po transplantaci jater
a akutni leukémii a pfFi lé€bé& mnoho&etného myelomu,
k diagnostice glaukomu a Ié€bé dermatitis herpetiformis
Duhring.

V oblasti vydavani stanovisek k zadostem o specifické
Ié€ebné programy bylo pfijato 33 zadosti, kdy formou
specifickych lé¢ebnych program( byla nahrazovana
nedostupnost registrovanych ptipravk, véetné zajisténi
pfipravkld pro vzacna onemocnéni.

7, SUKL

In 2007, a major increase in the number of notifications of use
of non-authorised medicinal products obtained from doctors
was noted. 3,542 notifications were received (1,824 notifications
in 2006) for 3,765 patients (against 2,940 in 2006). Most of
the non-authorised products were used for the prophylaxis
of mycotic infections after liver transplantations and acute
leukaemia and in the treatment of multiple myeloma, for the
diagnostics of glaucoma, and for the treatment of dermatitis
herpetiformis Duhring.

In the area of issuing opinions on applications for specific
therapeutic programmes, 33 applications were received
where the unavailability of authorised products was resolved
by means of the specific therapeutic programmes, incl. the
obtaining of orphan products.

Tabulka 2. Specifické IéEebné programy
Specific Therapeutic Programmes
NedorFeseno za . .. . - . Z toho pocet Z toho zastaveni/ Pfechazi do
f - . PFijato zadosti Pocet vydanych ; p - - -
minulé obdobi . zamitnuti stazeni dalSiho roku
. v roce 2007 stanovisek . .
Pending from . . Of which Of which Brought
. Applications Number of issued
the previous . . e number suspended/ forward to the
. received in 2007 positions . . i
period of rejections withdrawn next year
9 33 35 2 1 6

4.4 KLINICKE HODNOCENI LECIV

V roce 2007 opét vyznamné stoupl pocet zadosti o
povoleni/ohlaseni klinického hodnoceni (o 44 zadosti,
cozZ je opét o 12 % vice nez v roce 2006). VétSinou jde
o mezinarodni multicentricka randomizovana, zaslepena
placebem nebo aktivni u€innou latkou, kontrolovana
klinicka hodnoceni provadéna zahrani€nimi zadavateli.
Stoupl i pocet dopliikl protokold, coz spolu s predkla-
danim dalSich bezpecénostnich dat (ro¢ni zpravy o bez-
pecnosti pfipravku, line listening) vedlo k vyraznému
navySeni hodnocené agendy.

4.4 CLINICAL TRIALS ON PHARMACEUTICALS

In 2007, the number of applications for authorisations/
notifications of clinical trials significantly increased (by 44
applications, which is again 12% more than in 2006). They
concerned, in most cases, international multicentric randomised
blinded, placebo- or active-substance controlled clinical trials
conducted by foreign sponsors. The number of amendments
to protocols has also grown which, together with submission
of other safety data (annual safety update reports, line listing)
resulted in a significant increase of workload.

Tabulka 1. Klinické hodnoceni (KH)
Clinical trials (CT)
Nedofeseno za Pfijato P°f:::gg::t‘lf°h Z:’%’;’ Z toho Prechazi do
minulé obdobi Zadosti P . . pocet roku 2008
] v roce 2007 zamitnuti = -
Pending from v roce 2007 Number OFf which stazeni Brought
the previous Applications of decisions number of Of which forward
period received in 2007 . . L withdrawn to 2008
issued in 2007 rejections
Zadost
o povoleni KH
Application for CT 12 o2 65 2 4 39
authorisation
Ohlaseni KH
CT notification 20 323 299 6 22 54
Ohlaseni
dodatku ke KH
Amendment to CT B 1586 1439 - - B
notification

V souladu s plnénim strategického zaméru zajistit obha-
jitelné a transparentni hodnoceni jednotlivych zadosti
bylo vypracovano 78 hodnoticich zprav k predlozenym
zadostem o klinicka hodnoceni.

Uskutecnily se tfi pracovni schlizky Pracovni skupiny pro
multicentrické etické komise a jedna schiizka Pracovni
skupiny pro klinicka hodnoceni za ucasti zastupcl
farmaceutickych spolecnosti, smluvnich organizaci,
etickych komisi i odbornych Iékarfskych spoleénosti.

In compliance with fulfiiment of the strategic objective to
ensure a justifiable and transparent evaluation of individual
applications, 78 assessment reports were prepared for the
submitted applications for clinical trials.

Three working meetings of the Working Group for Multicentric
Ethics Committees and one meeting of the Working Group for
Clinical Trials took place, attended also by the representatives
of pharmaceutical companies, contractresearch organisations,
ethics committees as well as professional medical societies.

16
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Obr. 1. Pocet posouzenych Zadosti v roce 2007 podle faze klinického hodnoceni
Number of assessed applications in 2007 by clinical trial stage
31 4 M
] 1 raze
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- Grantové studie
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Tabulka 3. Indikaéni skupiny klinickych hodnoceni posouzenych v roce 2007
Therapeutic areas of clinical trials assessed in 2007
Indikaéni skupiny / Therapeutic area Poc&et / Number
Onkologie / Oncology 68
Respiracéni + alergologie / Respiratory + Allergology 39
Zdravi dobrovolnici / Healthy volunteers 38
Neurologie / Neurology 36
Pediatrie / Pediatrics 36
Kardiovaskularni systém / Cardiovascular system 24
Revmatologie / Rheumatology 22
Ostatni / Other 22
Psychiatrie / Psychiatry 18
Diabetologie / Diabetology 17
Infeké&ni / Infectious 15
Urogenitalni nemoci / Urogenital diseases 14
GIT / Gastrointestinal diseases 13
Hematologie / Haematology 10
Metabolické vady + Endokrinologie / Metabolism disorders + Endocrinology 8
Dermatologie / Dermatology 6
Transplantace / Transplantations 6
Ophtalmologie / Ophthalmology 4
Gynekologie / Gynaecology S
ORL / Otolaryngology 2
ARO / Emergency 1

Zacatkem roku byla realizovana schlizka se zastupci
MZ CR a v navaznosti na toto jednani byly doplné&ny
podklady pro podavani zadosti o finan¢ni podporu
vyzkumnych projektd na IGA MZ CR o pfilohy tykajici
se rozliSeni projektl z pohledu klinickych hodnoceni
regulovanych SUKL. Vzhledem k tomu, Ze v tomto roce
nebylo vypsano vybéroveé fizeni, doslo k poklesu poctu
zadosti o posouzeni projektl, nejedna-li se o klinické
hodnoceni regulované SUKL. Za cely rok bylo pfedlo-
zeno 13 zadosti.

In the early 2007, a meeting with the representatives of
the Ministry of Health was organised, followed up by the
supplementation of source materials for the submission of
applications for financial support of research projects to the
Internal Grant Agency (IGA) of the Czech Ministry of Health
with annexes relevant to the distinction of projects from the
perspective of clinical trials regulated by SUKL. As no tender
was announced in 2007, the number of applications for the
assessment of projects, as to whether or not they were clinical
trials regulated by SUKL dropped and only 13 applications
were submitted over the entire year.

Zprava o &innosti SUKL v roce 2007
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4.5 FARMAKOVIGILANCE

V roce 2007 bylo pfijato 1 740 primarnich hlaseni o po-
dezfeni na nezadouci Uginky z tzemi Ceské republiky
a k nim bylo provedeno 475 follow-up hlaseni (ovéfeni
nebo doplnéni informace u hlasiciho). Od zdravotnic-
kych pracovnikl bylo obdrzeno 1 064 hlaseni (vdechna
hlaseni byla v souladu se zakonnymi pozadavky pfre-
dana pfislusnym drziteldm rozhodnuti o registraci)
a 676 hlaseni zaslali drzitelé rozhodnuti o registraci.
Z celkového poctu pfijatych hlaseni se vice nez 30 %
hlageni vztahovalo k nezadoucim u¢inkim po vakcinaci,
pfedevSim se jednalo o komplikace po podani BCG
vaccine SSI.

Pokracovalo se v postupném pfechodu na elektronickou
vyménu hlageni nezadoucich ug&inkil mezi Ustavem
a drziteli rozhodnuti o registraci. V prubé&hu roku byla
ukoncena registrace partnerld pro vyménu elektro-
nickych hlaseni u 56 drziteld rozhodnuti o registraci,
z nichz bylo u 44 ukon&eno testovani a zahajen pilotni
provoz.

Periodické zpravy o bezpecnostijednotlivych pripravk
(PSUR) byly, stejné jako v minulém roce, hodnoceny
pouze u pripravkd, u kterych bylo identifikovano bezpec-
nostni riziko nebo bylo nezbytné udaje o Ié€ivém pfFi-
pravku pfehodnotit v navaznosti na regula¢ni procedury
EU.Vroce 2007 bylo pfedlozeno 1 715 zprav az nich 139
bylo IékaFfsky posouzeno. Do Ceske klinické praxe byly
ve spolupraci s oddélenim registraci prubézné prena-
Seny zavéry CHMP a CHMP Pharmacovigilance Working
Party. Ustav zverejnil 18krat informaci uréenou zdravot-
nické ci laické verejnosti tykajici se bezpecnosti léCivych
pripravkld na své internetové strance, ve Farmakotera-
peutickych informacich nebo v dalSich médiich.

Do registru neintervencnich poregistracnich studii,

ktery je vefejné pristupny na webové strance Ustavu,
bylo v roce 2007 nahlaseno 104 studii.

Obr. 1.
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4.5 PHARMACOVIGILANCE

In2007, 1,740 primary reports of suspected adverse reactions
from the territory of the Czech Republic were received, and 475
follow-up reports relevant thereto were made (verification or
obtaining additional information with the reporter). 1,064 reports
were received from healthcare professionals (all reports were,
in compliance with the legal requirements, handed over to the
relevant marketing authorisation holders); and 676 reports
were sent by marketing authorisation holders. Of the total
number of received reports, more than 30% of reports
concerned adverse reactions after vaccination, in particular
complications after the administration of the BCG vaccine SSI.
The gradual transition to electronic exchange of adverse
reaction reports between the Institute and marketing
authorisation holders has continued. In the course of the year,
registration of partners for the exchange of electronic reports
has been completed with 56 marketing authorisation holders,
for which testing has been completed and pilot operation
commenced in 44 cases.

Periodic Safety Update Reports (PSUR) have been, like in the
previous year, evaluated only for products where a safety
hazard has been identified or where it has been necessary
to review data of the medicinal product in respect of the EU
regulatory procedures. In 2007, 1,715 reports were submitted,
of which 139 were medically assessed. The conclusions of
CHMP and of the CHMP Pharmacovigilance Working Party have
beentransposed to the Czech clinical practice in cooperation
with the Marketing Authorisation dept. on an ongoing basis.
Eighteen times the Institute published information indented for
healthcare professionals or for the general public on the safety
of medicinal products on its website, in Farmakoterapeutické
informace (Pharmacotherapeutic Information, Fl) or in other
media.

In 2007, 104 studies were reported to the registry of
non-intervention post-marketing studies, which is publicly
accessible from the Institute‘s website.

Poé&et hlasenych podeziFeni na nezadouci uginky z Ceské republiky

Number of reported suspected adverse reactions from the Czech Republic
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4.6 LABORATORNI KONTROLA

Laboratorni kontrola je provadéna sekci laboratorni

kontroly:

* v ramci pozadavkl danych zakonem o légivech -
namatkova kontrola jakosti IeéCiv v ob&hu (projekty)
a propousténi sarzi,

* v ramci pozadavkul od internich Zzadatell
(ostatni utvary Ustavu), zejména reklamace,
podezreni na padélky a nelegalni léCiva,
nezadouci u€inky apod.,

* v ramci mezinarodni spoluprace
s Evropskym ustifedim pro jakost Ié¢iv EDQM.

Sekce ma vybudovan systém managementu jakosti
podle CSN EN ISO/IEC 17025, potvrzeny EDQM vydanim
certifikatu pro obé laboratorni oddéleni. Mezinarodni
uznani systéemu managementu jakosti je podminkou
ucasti v mezinarodnich studiich kontroly centralné regi-
strovanych pfipravkud, které organizuji EMEA/EDQM
a mezinarodniho uznavani certifikati na propousténi
Sarzi (Batch Release) v ramci EU.

Vysledky rozbor( vzorkl, které provedla v roce 2007
obé laboratorni oddéleni sekce laboratorni kontroly,
jsou shrnuty v nize uvedenych tabulkach.
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4.6 LABORATORY CONTROL

Laboratory control is conducted by the Laboratory Control

Branch:

* within the scope of requirements stipulated by the Act
on Pharmaceuticals — a random inspection of the quality
of marketed pharmaceuticals (projects) and batch release;

¢ within the scope of requirements raised by internal
applicants (other sections of the Institute), in particular
complaints, suspected counterfeit products and illegal
pharmaceuticals, adverse reactions, etc;

* within the scope of international cooperation with the
European Directorate for the Quality of Medicines (EDQM).

The Branch has developed a quality management system
pursuant to CSN EN ISO/IEC 17025, endorsed by an EDQM
certificate for both laboratory departments. The international
recognition of the quality management system is a precondition
for participation in international studies aimed at the control
of centrally authorised products organised by EMEA/EDQM
and international recognition of certificates for batch release
within the EU.

The results of sample analyses carried out in 2007 by both
laboratory departments of the Laboratory Control Branch
are summarised in tables below.

Tabulka 1. Dozor nad kvalitou Ié€iv na trhu prostfednictvim laboratornich rozboru

podle predem pFipravenych projektu
Projekty uzavrené v roce 2007:

Surveillance over the quality of marketed pharmaceuticals by means of laboratory analyses

as per projects prepared in advance
Projects concluded in 2007:

Pocet Pocet Pocet Pocet = Pocgt
o o s o pripominek

analyzovanych analyzovanych vyhovujicich nevyhovujicich ™ (e e fi
Nazev projektu pripravku vzorku vzorku vzorku dokt?mentaci
Project title Number Number Number Number of

. e Number
of analysed of analysed of compliant | out-of-specification
roducts samples samples samples A
P P P P on MA dossier

2a/2005 pripravky
obsahujici ate_nglol 6 32 32
products containing
atenolol
2d/2005 pripravky
obsahujici dlkl_ofenak 45 108 105 3
products containing
diclophenac
29/2005 pripravky
obsahujici ran_|t|.d|n 8 17 16 1
products containing
ranitidine
2/2006
Radiofarmaka 42 42 38 4 6
radiopharmaceuticals
Celkem / Total 101 199 191 8 6

Komentované vysledky, v€etné hodnoceni jednotlivych
projektl ukon&enych v roce 2006, byly zvefejnény ve
Véstniku SUKL &. 6/2007 a projekty uzaviené v roce
2007 budou zverejnény tamtéz v roce 2008.

The commented results, incl. the evaluation of individual
projects completed in 2006, were published in SUKL Bulletin
6/2007 and projects completed in 2007 will be published in
the same media in 2008.
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Byly dokon&eny vSechny projekty pfipravené v roce
2005, jeden projekt pfipraveny v roce 2006 a pét
projektl z tohoto roku je rozpracovano. Jiz ukon¢ené
rozbory jednotlivych vzork(l v ramci téchto projektl
budou vykazany v hodnotici tabulce po uzavieni cele-
ho projektu. Ve spolupraci s ostatnimi Utvary Ustavu a
Tymem pro jakost byl pfipraven plan projektd na roky
2008-2009, celkem 10 projektd, pro které v 1. pololeti
roku 2008 budou probihat odbéry vzorkd.

7, SUKL

All projects prepared in 2005 and one project prepared in
2006 were completed, and five projects from this year are
ongoing. Previously completed analyses of individual samples
within these projects will be reported by means of a rating
table after the completion of the entire project. In cooperation
with other sections of the Institute and the Quality Team, a
project plan for 2008-2009 has been drafted, including 10
projects in total for which sampling will be conducted in the
first half of 2008.

Tabulka 2. Propousténi Sarzi stanovenych IéCivych pFipravkl
Batch release for defined medicinal products
Pocet Pocet Pocet Propusténo Laboratorné
druhti LP nahlasenych LP nahlasenych na zakladé ovéreno
Druh pfFipravku Number Number Sarzi certifikatu vzorku /poola
Product type of kinds of reported Number Released Number of samples/
of medicinal medicinal of reported on the basis pooles subjected to
products products batches of a certificate laboratory verification
krevni derivaty
Blood derivatives 44 512 330 290 40/11
vakeiny CR 7 70 67 67
Czech vaccines
vakciny dovoz
. 35 342 229 228 1/*13
Imported vaccines

/*Laboratorni ovéreni elektronovou mikroskopii: 13 Sarzi vakcin proti chfipce
/*Laboratory verification by electron microscopy: 13 batches of influenza vaccines

Tabulka 3.

Laboratorni kontrola Ié€iv a pomocnych latek na vyzadani jinymi utvary ustavu,

jiné organizace statni spravy nebo EDQM
Laboratory control of pharmaceuticals and excipients requested by other sections of the Institute,
other state administration bodies or by EDQM

Pocet Z toho Z toho
vzorku vyhovuje nevyhovuje
Number Of which Of which
of samples | compliant | nhon-compliant

PodezfFeni na zavadu v jakosti IéCiva 11 10 1
Suspected quality defect of a pharmaceutical
NU / ADR 4 4
PodezfFeni na padélky, (RAP, Policie, SZPI)
Suspected counterfeit products (Enforcement, Police, 109 5 104
Czech Agriculture and Food Inspection Authority /CAFIA/)
Lékarenské vzorky / Pharmacy samples 54 52 2
Mezinarodni studie v ramci OMCL 37 37
International studies within the scope of OMCL
Ovéreni jakosti referenénich latek pro Ph. Eur., resp. CL 2 2
Verification of quality of reference substances for Ph. Eur or Czech Pharmacopoeia
Ovéreni navrht Iékopisnych monografii

I f 17 16 1
Verification of pharmacopoieal monograph drafts
Ostatni rozbory+/ / Other analyses+/ 146 145 1
Celkem / Total 380 271 109

+/ Nap¥F. kontrola c¢isténé vody v ramci SMJ, LAL testy ap.

+/ E.g. controls of purified water within the scope of QMS; LAL tests, etc.

V sekci laboratorni kontroly bylo provedeno podle vyse
uvedenych tabulek 687 kompletnich rozbor( vzorku.
Pocéty ukon&enychrozbort vzorkl v ramci neuzavienych
projektd se zahrnuji do tabulek az po jejich uzavieni.

Vyznamné se zvysil po&et analyzovanych vzork( s pode-
zfenim na padélky nebo neregistrovana léCiva, v ramci
spoluprace s pracovniky enforcementu a jejich prostired-
nictvim s Policii CR a Celni spravou.

As indicated in the above provided tables, 687 complete
sample analyses were carried out in the Laboratory Control
Branch. The numbers of completed sample analyses within
the scope of active projects are included in the tables only
after the project is concluded.

The number of analysed samples in the case of suspected
counterfeit products or non-authorised pharmaceuticals has
significantly increased, in cooperation with the enforcement staff
and, through them, with the Czech Police and the Customs
Administration.
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V ramci zakonného ukolu propousténi Sarzi byly
v8echny nahlasené Sarze propustény do terénu vcas, ij.
v zakonem a pokynem UST-21 stanovenych terminech.
VSechny laboratorné ovérené vzorky vyhovély, vCetné
pooll (vychozich krevnich smési), a hodnoceni chfip-
kovych vakcin elektronovou mikroskopii podle poza-
davkU registra¢nich dokladd.

Pocet vzorkld hodnocenych jako nevyhovujici (bez pa-
délkd a nelegalnich pfipravkl) ¢inil 2,3 % (3,6 % Vv roce
2006, v roce 2005 4,3 %, v roce 2004 4,6 %, v roce 2003
5,4 %). Zavady |éCiv zjisténé sekci laboratorni kontroly
se tykaly zejména obsahu ucinnych latek, jejich Cistoty,
znaceni pripravkl ap.

Mezinarodni spoluprace v oblasti laboratorni
kontroly

Od roku 1995 je sekce laboratorni kontroly aktivnim
Clenem mezinarodni sité Official Medicines Control
Laboratories (OMCL), fizené EDQM, kromé jiné spolu-
prace se sekce podili na spole€nych studiich kontroly
jakosti IéCiv v ob&hu, porovnavacich studiich, pfipravé
referencnich latek pro Evropsky Iékopis a dale na spo-
le¢né studii EMEA/EDQM laboratornim ovéreni jakosti
centralné registrovanych pripravkda.

Sekce laboratorni kontroly se v roce 2007 zucastnila
kolaborativhich mezinarodnich studiich v ramci sité
OMCL, uvedenych v tabulce 4.

7, SUKL

Within the scope of the Institute’s statutory task of Batch
Release, all reported batches have been released onto the
market in time, i.e. within the due dates established by the
Act and by the UST-21 guideline. All samples subjected to
laboratory verification have complied, incl. pools (primary
blood pools) and evaluation of influenza vaccines by electron
microscopy as per the requirements stipulated by the
marketing authorisation dossiers.

The number of samples rated as non-compliant (without
counterfeit and illegal products) has been 2.3% (3.6% in
2006; 4.3% in 2005, 4.6% in 2004; 5.4% in 2003). Defects of
pharmaceuticals identified by the Laboratory Control Branch
have concerned primarily the contents of active substances,
their purity, product labelling, etc.

International cooperation in the area of laboratory control
Since 1995, the Laboratory Control Branch has been an active
member ofthe Official Medicines Control Laboratories (OMCL)
international network managed by EDQM; besides other types
of cooperation, the branch is involved in joint studies in the
quality of marketed pharmaceuticals, comparative studies,
preparation of reference substances for the European
Pharmacopoeia, as well as in the joint EMEA/EDQM study in
laboratory quality control of centrally authorised products.

In 2007, the Laboratory Control Branch participated in
collaborative international studies within the scope of the
OMCL network, as specified in Table 4.

Tabulka 4. Ug&ast na mezinarodnich studiich
Involvement in international studies
Studie / Study Nazev studie /7 Study title Hodnoceni /7 Rating
HCV RNA Determination . A
PTS 091 i Plasma Pools by NAT Velmi dobré / Very good
EDQM studii nehodnotilo — problémy
PTS 086 Assay by UV-Spectrophotometry s rozeslanou substanci pro ztratu suSenim
and Loss on Drying EDQM has not rated the study due to problems with the
disseminated substance for loss on drying
PTS 087 Osmolality Velmi dobré / Very good
MSS 032 Diclofenac Retard Velmi dobré / Very good
MSS 033 Procaine Containing Aqueous Velmi dobré / Very good
Solutions for Injections
CAP l?ig:ito\iét%ggEt;agyn?mgg\r/:lsdeecl EDQM vydalo vysledky jako zpravu pro EMEA
. = &5 ke EDQM has published the results as a report for EMEA
for Solution for Injection
CRS Collaborative Trial Podklad pro vyhlaseni CRS — nehodnoti se
on Alfa-Tocopherylacetate CRS 7 Source material for CRS publications - not rated
Collaborative Study on Radiochemical Pu-
jiné / other rity by HPLC (mertiatide marked by 99mTc |Dosud nevyhodnocena / Not yet evaluated
inj. - MAG3)

Vysvétleni zkratek

CAP - Centralné registrované pripravky. Kontrola jakosti a ovéreni
metody centralné registrovaného pfipravku spocivala v rozboru vzorku
odebranych nahodné z trhu vybranych zemi spolecenstvi a dodanych
z EDQM spolu s referenénimi latkami a kontrolnimi predpisy.

CRS - Chemickareferenénilatka. Priprava referencnilatky pro Evropsky
|ékopis — ovéreni jakosti lécCive latky metodou Ph. Eur.

MSS - Mezinarodni studie jakosti pfipravkd na trhu. Studie ovéfujici
jakost vzorkl z terénu ve srovnani se neznamym vzorkem dodanym
EDQM spolu s metodou a referenénimi latkami.

PTS - Kruhovy test poradany EDQM. Kontrola kvality prace laboratore,
z EDQM jsou zaslany neznamé vzorky, referenéni latky a metoda.
Po zaslani vysledku zpé&t EDQM jsou tyto statisticky zpracovany a
laboratof obdrzi vyhodnoceni studie.

Legend to abbreviations:

CAP - Centrally Authorised Products. The quality control and method of
verification of a centrally authorised product involved an analysis of samples
randomly collected from the market in selected Community countries and
supplied by EDQM together with reference substances and control regulations.
CRS - Chemical Reference Standard. Preparation of a reference substance for
the European Pharmacopoeia - verification of quality of an active substance
by a Ph. Eur. method.

MSS - Market Surveillance Study. A study verifying the quality of samples from
the market compared to an unidentified sample supplied by EDQM together
with the method and reference substances.

PTS - Proficiency Testing Study organised by EDQM. Quality control of the work
of the laboratory; EDQM sends unidentified samples, reference substances,
and the method. After the results are sent back to EDQM they are statistically
processed and the laboratory obtains the evaluation of the study.
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4.7 DOZOR V OBLASTI PRIPRAVY, VYDEJE,
PRODEJE A DISTRIBUCE LECIV

Sekce lékarenstvi a kontroly distribuce provadiinspekce
Iékaren, vydejen zdravotnickych prostfedkU, prodejcu
vyhrazenych léCiv (dale jen PVL), zdravotnickych zafizeni
(v&etné jejich specializovanych pracovist) a distributor
léciv. S vyjimkou zdravotnickych zafizeni sekce také
vede a pravidelné aktualizuje databaze téchto subjektu,
které jsou umisté&ny na webové strance SUKL.

Koncem roku 2007 Ustav evidoval 2 374 Iékaren, z tohoto
poétu 4 Iékarny patfi do resortu Ministerstva obrany CR,
dale se evidovalo 244 odlou¢enych oddéleni vydeje
IécCiv a zdravotnickych prostfedkl (dale jen OOVL), 361
schvalenych vydejen zdravotnickych prostfedkl, 173
prodejcuvyhrazenychlédiv, 45 oddéleninuklearnimedi-
ciny zdravotnickych zafizeni a 224 distributoru Iégivych
pripravkld. Pocet lékaren oproti roku 2006 vzrostl o 14
a pokracoval tak trend meziro¢niho narlstu od roku
1990, i kdyz jeho tempo se v roce 2007 vyrazné snizilo
(obr. 1). V sou€asné dobé ustav eviduje také 19 Iékaren
zajistujicich pouze vydej légivych pfipravky, jejichz
vznik umoznila vyhlaska ¢. 219/2006 Sb.
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4.7 SURVEILLANCE IN THE AREA OF PREPARATION,
DISPENSING, SALE AND DISTRIBUTION
OF PHARMACEUTICALS

The Pharmacy and Distribution Control Branch inspects
pharmacies, medical device dispensaries, vendors of selected
pharmaceuticals (hereinafter referred to as PVL), healthcare
facilities (incl. their specialised workplaces), and distributors
of pharmaceuticals (wholesalers). The Branch, mor over,
maintains and regularly updates databases of these entities,
except for healthcare facilities; the databases are accesible
on SUKL'’s website.

In late 2007, the Institute had a list of 2,374 pharmacies,
of which 4 fell within the scope of operation of the Ministry
of Defence of the Czech Republic; moreover, the Institute
registered 244 detached pharmaceutical and medical devices
dispensing units (hereinafter referred to as OOVL), 361
approved medical device dispensaries, 173 vendors of
selected pharmaceuticals, 45 nuclear medicine departments of
healthcare facilities, and 224 distributors of medicinal products.
Compared to 2006, the number of pharmacies has grown by
14, meaning that the growing trend observed since 1990 has
continued, although its rate significantly dropped in 2007 (Fig. 1).
At present the Institute has also a list of 19 pharmacies providing
only dispensing of medicinal products, whose establishment
was allowed for by Decree No 219/2006 Coll.

B oo
B Lekarny

Pharmacies

Obr. 1. PocCet Iékaren a OOVL v letech 1991-2007 (stav k 31. 12. 2007)
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Pocet distributor( se v roce 2007 zvysil o 4 subjekty na
224. Bylo vydano 19 novych povoleni k distribuci Ié€ivych
pripravkd, 15 povoleni bylo zruSeno a zména byla prove-
dena celkem u 80 subjektu (tabulka 1).

Probéhlo celkem 157 inspekci distributord. V 79,62 % byl
kontrolovany distributor hodnocen stupném 1 (dobré),
v 16,56 % stupném 2 (uspokojivé) a v 3,82 % stupném
3 (neuspokojivé). Na zakladé zjisténych skuteCnosti byla
ve 2 pfipadech pozastavena Cinnost distributora, v 7 pfi-
padech byly udéleny pokuty v celkové vysi 665 850,- KE.
(tabulka 2).

In 2007, the number of distributors increased by 4 entities to
224. 19 new distribution authorisations for medicinal products
were granted; 15 revoked, and changes were made in case
of 80 entities in total (Table 1).

Intotal, 157 inspections of distributors were conducted. 79.62%
of inspected distributors were rated with grade 1 (good);
16.56% with grade 2 (satisfactory); and 3.82% with grade
3 (not satisfactory). On the basis of the identified facts, the
operation of the distributor was suspended in 2 cases, and
in 7 cases fines in the total amount of 665,850 CZK were
imposed (table 2).
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Tabulka 1. Distribuce lIégiv
Distribution of pharmaceuticals
zl:r:?:l:};',:o PFechazi
- Prijato Vydana Pocet Pocet do nového
obdobi - . . - = - P . .
Brouaht Zzadosti rozhodnuti stazeni zamitnuti obdobi
g Received Issued Number of | Number of Brought
forward from . .. , S
. applications | decisions withdrawals | rejections | forward to the
the previous .
. new period
period
Zadost o povoleni distribuce
Application for distribution 2 20 19 1 (0] 2
authorisation
Zadost o zménu povoleni
distribuce - 5 85 80 1 0 9
Application for variation
to distribution authorisation
Zadost o zruseni distribuce
Application for distribution 2 14 15 0 [0} 1
authorisation revocation

Tabulka 2. Inspekéni dozor nad distributory

Inspection surveillance over distributors

Pocet inspekci / Number of inspections

Hodnoceni inspekci
Rating from the inspection

celkem | avodni | nasledné cilené zména 1 > 3 poruseni zakona | navrh na pokutu
Total Initial Follow- up | Targeted | Variation Breach of law Fine proposed
157 24 108 5 20 125 26 6 37 7

Klasifikace zavad: 1 — dobré ¢ 2 — uspokojivé ¢ 3 — neuspokojivé
Classification of defects: 1 — good ¢ 2 — satisfactory ¢ 3 — not satisfactory

V roce 2007 bylo provedeno celkem 1 181 inspekci
léekaren. Na zakladé inspekci provedenych v lékarnach
bylo uloZzeno 10 pokut v celkove vysi 434 000,- KE. Nej-
Castéjsim ddvodem pro jejich ulozeni bylo nesplnéni
povinnosti stanovenych zakonem pfFi zajisténi jakosti a
bezpecnosti léCiv €i nepfitomnost farmaceuta v Iékarné.
Dale byla provedena kontrola u 50 prodejcu vyhrazenych
ackoli mél k této ¢innosti platné opravnéni. Z celkového
poctu 45 oddéleni nuklearni mediciny (ONM) probéhla
inspekce u 21 znich. Vice nezdvojnasobné se zvysil pocet
inspekci tykajicich se zachazeni s |éCivymi pFipravky ve
zdravotnickych zafFizenich (ze 100 inspekci v roce 2006
na 226 inspekci v roce 2007).

In 2007, the total of 1,181 inspections of pharmacies was
conducted. On the basis of the inspections carried out in
pharmacies, 10 fines in the total amount of 434,000 CZK were
imposed. The most frequent reason for fine imposition was
the failure to comply with the obligations stipulated by the law
in assuring the quality and safety of pharmaceuticals or the
absence of the pharmacist in the pharmacy. Furthermore,
inspections of 50 vendors of selected pharmaceuticals
wereconducted; in two cases the vendor of selected
pharmaceuticals was no longer in operation, although they had
a valid authorisation for this operation. Of the total number of
45 nuclear medicine departments (ONM), 21 were inspected.
The number of inspections concerning handling of medicinal
products in healthcare facilities has more than doubled (from
100 inspections in 2006 to 226 inspections in 2007).
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Tabulka 3.
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Inspekéni dozor nad Iékarnami, oddélenimi nuklearni mediciny,

zdravotnickymi zafizenimi, prodejci vyhrazenych Iéciv
Inspection surveillance over pharmacies, nuclear medicine departments, healthcare facilities,

vendors of selected pharmaceuticals

Pocet inspekci Klasifikace zavad Sankce
Number of inspections Classification of defects Penalties
celkem / total 1 2 3 A B C
Lékarny (*3x nehodnoceno)
Pharmacies 1181* 891 | 75,64 % | 213 | 18,08 % | 74 6,28 % 24 - 10
(*not rated in 3 cases)
ONM 21 20 | 95,20 % 1 4,80 % 0 - - -
Zdravotnicka zarizeni
*
LS et i) 226+ 151 | 67,11% | 71 | 31,56% | 3 | 1,33% | - - 1
Healthcare facilities
(*not rated in 1 case)
Prodejci vyhrazenych léCiv
(*2x nehodnoceno)
Vendors of selected 50* 35 | 72,92% | 10 | 20,83 % 3 6,25 % - - -
pharmaceuticals
(*not rated in 2 cases)

Klasifikace zavad: 1 — bez zavad nebo drobna zavada ¢ 2 — vyznamna zavada ¢ 3 — kriticka zavada
Classification of defects: 1 — no defect or a minor defect ¢ 2 — major defect 3 — critical defect
Sankce: A - pozastaveni pfipravy * B — pozastaveni provozu ¢ C - pokuta, navrh na pokutu
Penalties: A — suspended preparation ¢ B — suspended operation ¢ C - fine, proposed fine

V roce 2007 bylo vydano celkem 513 osvédceni o vécném
a technickém vybaveni Iékaren. Na zakladé podnétd,
ktere Ustav obdrzel k &innosti lékaren a zdravotnickych
zarizeni, ve kterych se poskytuje zdravotni péce, bylo
provedeno celkem 82 cilenych inspekci. Pracovnici
sekce rovnéz poskytli 238 konzultaci, které se tykaly
zejmeéna pristrojového vybaveni stavajicich nebo nové
vznikajicich subjektd a problematiky souvisejici s vy-
hlaskou &. 255/2003 Sb., o spravné lékarenskeé praxi,
ve znéni pozdéjsich pfedpisu.

Obr. 2. Podil jednotlivych typu zavad v %

Percentage of various types of defects

In 2007, the total of 513 certificates of material and technical
equipment of pharmacies was issued. On the basis of
motions received by the Institute concerning the operation of
pharmacies and healthcare facilities providing health care, 82
targeted inspections in total were conducted. The employees
of the Branch also gave 238 consultations, in particular on the
technical equipment of existing or newly established entities,
and issues related to Decree No 255/2003 Coll.,, on good
pharmaceutical practice, as amended.
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Pokles pocétu odebranych lékarenskych vzork( proti
roku 2006 souvisel s ukon¢enim laboratorni kontroly
v OKL Hradec Kralové, OKL Ostrava a OKL Olomouc.
Dale pokradoval utlum pfipravy légivych pfipravkl
v lékarnach, ktery se projevil dalSim poklesem pocltu
odebranych vzork( (odebrano bylo 1 181 vzorku Iégivych
pfipravk(, coz je o 35,7 % méné nez v roce 2006). Pocet
vyhovujicich lékarenskych vzork( se oproti predeslému
roku zvysil o 1,37 %. NejCastéjsi zjiSténe zavady u ode-
branych légivych pfipravkl pfripravenych v Iékarnach
uvadi obr. 2. Bliz§i podrobnosti o kontrolach Iékaren
budou publikovany ve Vé&stniku SUKL.

4.8 DOZOR V OBLASTI VYROBY LECIV,
SPRAVNE LABORATORNI A KLINICKE PRAXE

Vyroba légiv

Aktualizované seznamy dozorovanych provozovatel(
v oblasti vyroby a vyzkumu léciv jsou uvedeny na inter-
netové strance Ustavu.

V oblasti vyrobcl (v&etné zafizeni transfuzni sluzby -
ZTS) bylo prijato celkem 108 zadosti o vydani povoleni
vyroby nebo jejich zmény (tab. 1). Pocet pfipadl
prfevadénych mezi jednotlivymi lety odpovida intervalu
pro vyfizeni zadosti. PoCet povoleni vyroby vydanych
pro vyrobce véetné ZTS zaznamenal narust (22 novych
povoleni v roce 2007 oproti 15 v roce 2006). Pocet zmén
povoleni zUstal na urovni pfedchoziho roku, vyrazné
nizSi byl pocet zadosti o zruSeni povoleni vyroby.

Bylo provedeno celkem 142 inspekci, jejichz povahu
a vysledky hodnoceni uvadi tabulka 2.
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The drop in the number of taken pharmacy samples compared
to 2006 was associated with the closedown of laboratory control
in OKL Hradec Kralové, OKL Ostrava and OKL Olomouc.
Furthermore, decrease in preparation of medicinal products
in pharmacies continued, which was reflected in a further drop
in the number of taken samples (1,181 samples of medicinal
products were taken, which was 35.7% less than in 2006).
The number of compliant pharmacy samples has increased
by 1.37% compared to the previous year. The most frequently
identified defects in the sampled medicinal products prepared
in pharmacies are provided in Fig. 2. More details about
pharmacy inspections will be published in the SUKL Bulletin.

4.8 SURVEILLANCEIN THE AREA OF MANUFACTURE,
GOOD LABORATORY PRACTICE AND CLINICAL
PRACTICE

Manufacture of pharmaceuticals

The updated lists of supervised operators in the area of
manufacture and research of pharmaceuticals are provided
on the website of the Institute.

In the area of manufacturers (incl. blood centres) 108
applications for manufacturing authorisation or variations
thereto were received in total (Tab. 1). The number of cases
brought forward from one year to another corresponds
to the interval for application processing. The number of
manufacturing authorisations granted to manufacturers,
incl. blood centres, has increased (22 new authorisations in
2007 compared to 15 in 2006). The number of variations to
authorisations remained on the same level as in 2006; much
lower, however, was the number of applications for revocation
of a manufacturing authorisation.

Tabulka 1. Agenda Zadosti v oblasti vyroby IéCiv
Applications in the area of manufacture of pharmaceuticals
Nedoreseno Pocet Prechazi
z minulého Prijato Vydana Pocet zastaveni/ do nového
Tvb Sadosti / Application type obdobi zadosti rozhodnuti | zamitnuti stazeni obdobi
ypP PP ypP Pending from Received Issued Number of | Number of Brought
previous applications | decisions | rejections | suspensions/ | forward to the
period withdrawals new period
vyrobce Ié&ivych
Zadost ) pFipravka 2 6 5 o 0 3
o povoleni Manufacturer
vyroby of medicinal products
Application for - _
manufacturing kontrolni laborator 1 2 2 0 ) 1
EuEHEER e Control laboratory
ZTS / Blood centre (0] 17 15 0 1 1
. vyrobce IéCivych
Zadost pripravku
0 ZmMeéNU po- | \janyufacturer of S 2l e e 1 e
voleni vyroby | medicinal products
Application
for variation to | kontrolni laboratof
manufacturing | Control laboratory 1 6 s 0 0 2
authorisation
ZTS / Blood centre S 22 22 0 1 2
Zadost o zruseni povoleni vyroby
Application for revocation of manu- [0} 4 3 (0] [0} 1
facturing authorisation
Celkem / Total 12 108 101 0 3 16
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Uvodni kontrola se provadéla v souvislosti s zadosti
o povoleni k Cinnosti na zakladé § 41a odst. 3 zakona
C.79/1997 Sb. (nové § 63 odst. 4 zakona ¢. 378/2007 Sb.).
Nasledna kontrola se provadi u vyrobce IéCivych pfFi-
pravkd, légivych latek, kontrolni laboratofe nebo ZTS
v intervalech stanovenych vyhlaskou ¢. 411/2004 Sb.
Kontrola souvisejici se zménou se pak provadi tehdy,
jestlize doslo ke zménam podminek, za nichz byla ¢in-
nost povolena. Cilena kontrola je urCena k provéreni
urcitého vyseku ¢innosti (napf. kontrola souvisejici se
zavadou v jakosti |éCivého pFipravku).

Z celkového podtu 69 kontrol u vyrobcl lécivych pfi-
pravkd, lécivych latek a kontrolnich laboratofi byli 4
vyrobci lédivych pfipravkd hodnoceni neuspokojivé
(v roce 2007 hodnoceno neuspokojivé 0 subjekt(d),
v 5-ti pfipadech doslo u vyrobcl léivych pfFipravkl
K poruseni zakona o léCivech.

Uroveri SVPV ZTS byla prevazné hodnocenajako dobra,
ve 4 pripadech byla hodnocena jako uspokojiva, v 1 pfi-
padé bylo zjisténo poruseni zakona. Plan naslednych
kontrol byl plnén u v8ech regulovanych subjektl a byl
dodrzovan interval inspekci stanoveny vyhlaskou.

Tabulka 2. Provedené kontroly a jejich vysledky
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In total, 142 inspections were carried out, whose nature and
results of evaluation are provided in Table 2.

Initial inspections were conducted upon applications for
authorisation of operation pursuant to Section 41a, paragraph 3
of Act No 79/1997 Coll. (currently Section 63, paragraph 4 of
Act No 378/2007 Coll.). A follow-up inspection is conducted
at the premises of a manufacturer of medicinal products,
active substances, a control laboratory or ablood centre inthe
interval stipulated by Decree No 411/2004 Coll. An inspection
associated with a variation is then conducted where a
change to the conditions under which the operation had been
authorised has occurred. A targeted inspection is conducted
to review a certain section of activities (e.g. an inspection
associated with a defect of a medicinal product).

Of the total number of 69 inspections at the premises of
manufacturers of medicinal products, active substances, and
control laboratories, 4 manufacturers of medicinal products
were rated as not satisfactory (in 2006, no entities were rated
as not satisfactory), and in 5 cases manufacturers of medicinal
products breached the Act on Pharmaceuticals.

The standard of GMP in blood centres was mostly rated as
good, in 4 cases it was rated as satisfactory, and in 1 case a
breach of law was identified. The plan of follow-up inspections
was fulfilled for all regulated entities and the inspection interval
stipulated by the Decree was complied with.

Conducted inspections and their outcomes

Pocet inspekci / Number of inspections

Hodnoceni inspekci / Rating from inspection

cilené
Targeted

nasledné
Follow-up

avodni
Initial

celkem
Total

zména
Variation

poruseni
zakona
Breach
of law

neuspokojivé
Not
satisfactory

dobreé
Good

uspokojivé
Satisfactory

pokuta
Fine

Vyrobci
Iécivych
pripravku
Manufacturers
of medicinal
products

44 5 31 (0] 8

17 23 4 5 2

Vyrobci
Iécivych
latek
Manufacturers
of active
substances

15 (0] 8 (0] 7

Kontrolni
laboratore
Control
laboratories

10 1 7 1 1

ZTS

Blood centres = ’

27 1 8

39 4 (0} 1 1

Krevni
sklady
Blood banks

14

14 (0] (0] (6]

Etické
komise
Ethics
Committees

10 1 9 (0] (0]

Inspekce
SKP

GCP
inspections
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Spravna laboratorni praxe

V roce 2007 bylo evidovano celkem 11 drzitel Certifikatu
spravné laboratorni praxe s prevazujicim rozsahem
¢innosti toxikologické studie, ktefi jsou zafazeni do
Narodniho programu SLP. V tomtéz roce bylo v ramci
naslednych kontrol inspektovano 5 drzitelt certifikatu
SLP, vSichni splnili pozadavky SLP.

Spravna klinicka praxe (SKP)

V pribéhu roku bylo provedeno 9 systémovych inspekci
multicentrickych etickych komisi. Tyto inspekce byly
podkladem pro prodlouzeni ur€eni etickych komisi
k vydavani stanoviska k multicentrickym klinickym hod-
nocenim. Dale byly provedeny 3 systémové inspekce
spravneé klinické praxe a dvé inspekce spravné klinickeé
praxe na podnét (tabulka 2).

Opatreni a sankce

Pracovniky dozoru v oblasti vyroby, spravné laboratorni
a klinické praxe bylo v roce 2007 zjiSténo v 7 pfipadech
poruseni zakona o léCivech, ve 3 pfipadech byl dan
podnét na zahajeni spravniho fizeni o uloZzeni pokuty.
Na zakladé inspekci provedenych u vyrobcu byly ulozeny
3 pokuty v celkoveé vysi 197 000,- KE.

Certifikace

Bylo vydano celkem 542 rlznych certifikatl (390 v roce
2006), zehoz je obdobné jako v minulych letech nejvyssi
pocet certifikati vydanych na |écivé pripravky (435).
Nové jsou vydavany certifikaty po inspekcich vyrobcu
lIécivych pripravkl (véetné kontrolnich laboratofi). Tyto
se vkladaji do EudraGMP databaze, kterou vede EMEA.
Vs8echny certifikaty byly vydany v 30-ti denni In(té, resp.
v pfipadé certifikatd po inspekci v 90-ti denni InGté.
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Good laboratory practice

In 2007, in total 11 holders of Good Laboratory Practice
Certificates were registered, with prevailing scope of activities
in toxicological studies; these are included in the National GLP
Programme. In the same year, 5 holders of GLP certificates
were inspected within the scope of follow-up inspections; all
of them complied with GLP requirements.

Good clinical practice (GCP)

In the course of the year, 9 systemic inspections of multicentric
ethics committees were conducted. These inspections formed
the basis for renewal of designation of the ethics committees
for the issuance of opinions on multicentric clinical trials.
Furthermore, 3 systemic inspections of good clinical practice
and two triggered inspections of good clinical practice were
conducted (Table 2).

Actions and penalties

The employees active in the sphere of surveillance of
manufacture, good laboratory and clinical practices in 2007
identified 7 cases of breach of the Act on Pharmaceuticals,
and in 3 cases administrative proceedings regarding fine
imposition were instituted. Based on the inspections conducted
at the premises of manufacturers, 3 fines in the total amount
of 197,000 CZK were imposed.

Certification

In total, 542 various certificates were issued (390 in 2006), of
which, like in the previous years, the highest number was the
number of certificates issued for medicinal products (435).
Newly, certificates are being issued after inspections of
manufacturers of medicinal products (incl. control laboratories).
These are entered in the EudraGMP database maintained by
the EMEA. All certificates were issued within the 30-day period,
or, in case of post-inspection certificates, in the 90-day period.

Tabulka 3. Vydané certifikaty
Issued certificates

Pocet Zzadosti pozztr;:’izgrg el

Druh certifikatu / Type of certificate Number ]
s Number of issued
of applications o
certificates

Pro vyrobu Ié&ivych prFipravkt / For the manufacture of medicinal products 13 13
Pro IéCivou latku / For an active substance 34 34
Pro kontrolni laborator / For a control laboratory 1 1
Pro lécCivy pripravek / For a medicinal product 435 435
Certifikat SLP / GLP Certificate 2 2
Certifikat SVP pro vyrobce Ié€ivych latek / GMP Certificate for manufacturers 9 8
of active substances
Certifikace EU/MRA / EU/MRA certification 12 12
Evidencéni €islo kontrolni laboratore / Reg. number of a control laboratory
Certifikace vyrobcu a kontrolnich laboratof¥i po inspekci / Post-inspection 0 37
certification of manufacturers and control laboratories

Posouzeni splnéni SVP v ramci registraéni agendy
Bylo pfijato celkem 1 691 pfipadd, vdechny byly v terminu
vyfizeny.

Zavady v jakosti lIéCiv

V oblasti zavad v jakosti I€Civ byl pocet pFijatych podnétQ
na urovni pfedchoziho roku, vSechny se tykaly Ié€ivych
pripravkd, v pripadé lIéCivych a pomocnych latek nebyl
pfijat Zzadny podnét. Ve vSech pfipadech zasahy pro-
vadéli sami provozovatelé, Ustav jejich opatfeni pouze
monitoroval ¢i korigoval.

Assessment of GMP compliance within the scope

of marketing authorisation procedure

In total, 1,691 cases were received and all were completed
in time.

Quality defects of pharmaceuticals

Inthe sphere of quality defects of pharmaceuticals the number
ofreceived reports was at the same level asin 2006, all of them
pertaining to medicinal products; no complaint was received
for active substances and excipients. In all cases, interventions
were made by the operators themselves, with the Institute
merely monitoring or adjusting their action.
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Tabulka 4. Zavady v jakosti

Quality defects

Pocet podnétua
Number of instigations

Zasah / Intervention

Pozastaveno StaZzeno* Uvolnéno Zavada bez stazeni*
Suspended Recalled* Released Defect without recall*
Léciveé pripravky
Medicinal products ik 2 Bl 11 2

*Klasifikace zavad: Lécivé pripravky: tf. | - 10, tF. Il - 18, tF. Il - 3
*Classification of defects: Medicinal products: Class | - 10, Class Il - 18, Class Ill - 3

Byla rozeslana jedna ,Rychla vystraha“ SUKL a jeden
»,Rapid Alert“ do zahranici. O v§ech stazenych pripravcich
byl terén informovan prostfednictvim internetovych
stranek SUKL, Zdravotnickych novin, V&stniku SUKL,
v mésicnich intervalech byly informovany také Krajské
urady a dalsi instituce a prostrednictvim elektronicke
posty také distributofi 1€Civych pripravkl a nékteré
lekarny.

Prostfednictvim systému rychlého varovani (Rapid Alert
System) zemi EU, MRA PIC/S ustav pravidelné pfijima
a vyhodnocuje informace o zavadach v jakosti lécCiv.
Obdrzeli jsme celkem 96 varovani, coz predstavuje
velky narudst oproti pfedchozimu roku (57 varovani).
| nadale probiha vzajemna vyména informaci se SUKL
v Bratislavé, z jehoz strany jsme obdrzeli 6 podnétl
nad ramec spoluprace s EU.

4.9 DOZORYV OBLASTI REGULACE REKLAMY
NA LECIVE PRIPRAVKY

Ustav se v roce 2007 zabyval celkem 119 podnéty na
poruseni zakona ¢. 40/1995 Sb., o regulaci reklamy, ve
znéni pozdé&jsich predpisu (ZoRR).

One SUKL Rapid Alert and one Rapid Alert abroad were sent.
The market was informed about all recalled products via
SUKL‘s website, Zdravotnické noviny (Healthcare Newspaper),
SUKL Bulletin; regional authorities and other institutions were
also informed in monthly intervals, as well as distributors of
medicinal products and some pharmacies by e-mail.

Via the EU, MRA PIC/S Rapid Alert System, the Institute
regularly receives and evaluates information on quality
defects in pharmaceuticals. In total, the Institute received 96
alerts, which is a major increase compared to the previous year
(57 alerts). Exchange of information with the Slovak State
Institute for Drug Control (SUKL) in Bratislava still continues
and the Institute received from SUKL 6 reports beyond the
scope of cooperation with the EU.

4.9 SURVEILLANCE IN THE AREA OF REGULATION
OF ADVERTISING FOR MEDICINAL PRODUCTS

In 2007, the Institute investigated 119 suspected breaches of
Act No 40/1995 Coll., on Advertising Regulation, as amended
(Act on Advertising Regulation).

Tabulka 1. Prehled podnéta FreSenych pro podezieni na poruseni ZoRR
Overview of investigated reports of suspected breach of the Act on Advertising Regulation
Podnéty prevedené Nové prijaté podnéty Celkovy
z roku 2006 v roce 2007 stav

Brought forward from 2006 Newly received in 2007 Total

Pocet podnétu 24 95 119

Number of reports

Ukonéené

Completed L e =

Pfedané k zahajeni SR

Forwarded for commencement of administrative 6 7 13

proceedings

Rozpracované / Pending (6] 19 19

Predmétem Setfenych reklam byly v 86 % tisténé reklamni
materidly, v 7 % weboveé stranky, sponzorovani zaujimalo
3 % a reklamni vzorky 2 % pFipadu.

Reklama na léky na predpis tvorila 63 % Setfenych
pfipadu, reklama na léky volné prodejné 27 % pfipadu.

Farmaceutické spolecnosti nebo jejich pravni zastupci
podali 29 oznameni 0 mozném poruseni zakona, pro-
fesni organizace 39, anonymoveé 6, soukrome osoby 3.
Pracovnici SUKL aktivné setfili 18 pripadu.

The object of the investigated advertising has been, in 86%
of cases printed advertising materials, in 7% websites, in 3%
sponsoring, and in 2% promotion samples.

Advertising for prescription-only medicines represented
63% of investigated cases; advertising for OTC medicines
represented 27% of cases.

Pharmaceutical companies or their legal representatives filed
29 reports on suspected breach of law, 39 of these reports
were filed by professional societies, 6 were anonymous, and

28
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V roce 2007 bylo ukon€eno 5 spravnich Fizeni, jejichz
vysledkem byla pokuta v celkové vysSi 459 500,- KE.

Nejvyssi pokuta ve vysi 121 000,- K& byla udélena za
reklamu zamérfenou na Sirokou verejnost, ktera pred-
stavila volné prodejny lécCivy pfFipravek neobjektivné,
s pfehanénim jeho vilastnosti, ¢imz doslo k podpofe
jeho neracionalniho pouzivani.

Na zadost vydal Ustav 62 odbornych stanovisek k proble-
matice zamyslené reklamy.

Oproti roku 2006 Setfil Ustav v roce 2007 o 35 podnétl
vice. Stejné, jako v roce 2006 bylo udéleno 5 pokut,
jejich celkova vysSe ale byla niz8i. Lze konstatovat, ze
vroce 2007, i pfi vySSim poftu oznamenych a Setfenych
podnétl na mozné poruseni zakona, nedoslo v oblasti
reklamy na léCivé pripravky, kterou dozoruje SUKL, ke
zjisténi vyrazné zavazného poruseni zakona.

4.10 PROSAZOVANI PRAVA

Aktivni dozor v oblasti nelegalniho zachazeni s Ieci-
vymi pfipravky je zamé&Fen hlavné na oblasti zjistovani,
vysSetfovani, postih pfipadd distribuce a prodejd oso-
bami bez pFislusného povoleni a na oblast monitoringu
internetového prostredi, ve kterém probiha nelegalni
prodej lécCivych pFipravku.

Ustav v oblasti prosazovani prava — enforcementu
Uzce spolupracuje s Celni spravou, Policii CR, Ceskou
obchodniinspekci, Statni zemédélskou a potravinarskou
inspekci (SZPI) a zivhostenskymi urady (ZU). Spoluprace
je rozsSifena také na zahrani€ni partnery, a to nejen pfi
vymeéné informaci, ale i pfi vySetfovani konkrétnich pfi-
padl s moznym mezinarodnim dopadem.

PFi Setfeni podnétl na nelegalni zachazeni s 1€Civy byly
provedeny rdzné souvisejici kontroly, viz tab. 1.

Tabulka 1. Kontrolni ¢innost v roce 2007

Control activities in 2007
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3 were lodged by private individuals. The employees of SUKL
actively investigated 18 cases.

In 2007, 5 administrative proceedings were completed and
resulted in fines in the total amount of 459,500 CZK.

The highest fine of 121,000 CZK was imposed for advertising
targeted on the general public, which presented an OTC
medicinal product in a biased manner, exaggerating its
properties, which supported its irrational use.

The Institute issued 62 expert opinions on intended advertising
issues upon request.

In 2007, the Institute investigated 35 more reports than
in 2006. Like in 2006, 5 fines were imposed, whose total
amount, however, was lower. It may be said that in 2007,
despite the higher number of reported and investigated
cases of suspected breach of law no serious breach of law
was identified in the sphere of advertising for medicinal
products controlled by SUKL.

4.10 ENFORCEMENT

The active surveillance in the area of illegal handling of medicinal
products focuses, in particular, upon the identification,
investigation, and penalisation of the cases of distribution
and sales by unauthorised persons and upon monitoring
the internet, where illegal sale of medicinal products is being
carried out.

In the sphere of enforcement, the Institute closely cooperates
with the Customs Administration, Czech Police, Czech Trade
Inspection, Czech Agriculture and Food Inspection Authority
(CAFIA), and Trade Licensing Offices (ZU). Cooperation
also includes foreign partners, not only in the exchange of
information, but also in the investigation of individual cases
with potentially international impact.

When investigating reports of suspected illegal handling of
pharmaceuticals, various related controls have been carried
out (Table 1 refers).

Provedené kontroly / Conducted controls

Pocet / Number

(received + the Institute’s own motion)

prosSetiované podnéty celkem (obdrzené + vlastni) / Investigated reports in total

60

kontroly trZist / Controls at marketplaces

kontrola jinych subjektt / Controls of other entities

kontrolni nakupy pres internet / Control internet purchases

kontrolni nakupy na trznicich / Control purchases at marketplaces

N[O |N|©

Tabulka 2. Vysledky Setfenych pfFipadua
Results of investigated cases
Pripady ukonéeny / Cases concluded with: Pocéet / Number
spravnim Fizenim / Administrative proceedings 11
trestnim oznamenim / Report of crime filed with the police 9
predanim podnétl jinym organtiim (SZPI, ZU apod.) 15
Case forwarded to other authorities (CAFIA, ZU, etc.)
odstranénim zavadnych webovych stranek/inzerata 23
Removal of defective websites/advertisements
SetFfenim nezjist&no poruseni zakona / No breach of law identified by investigation 10
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PFi kontrolnich akcich zajistili pracovnici ustavu 1 166 ks
IécCivych pripravkl a zjistili a Setfili 7 pfipadl neregistro-
vanych Iécivych pfipravkl a 4 pripady padélkl.

V roce 2007 Ustav ulozil 15 pokut (v€etné poradkovych)
v celkove vysi 1 151 500,- K&. Nejvyssi pokutu 438 500,- K&
Ustav ulozil za vydej a distribuci neregistrovaného LP.

Ustav v roce 2007 vypracoval pro Policii CR a celni GUfady
celkem 25 odbornych vyjadfeni za u€elem propusténi/
nepropusténi lIéCivych pripravkl ze tfetich zemi, iden-
tifikace lécivych pripravkld a objasnéni pravni Upravy
v oblasti vydeje, distribuce, dovozu a vyvozu lécivych
pripravkd.

V pribé&hu roku 2007 pracovnici Ustavu prezentovali
¢innost enforcementu 4 prednaskami.

4.11 ZDRAVOTNICKE PROSTREDKY

V roce 2007 Ustav zajistoval kontrolni &innosti v oblasti
zdravotnickych prostfedkl (ZP) v souladu se zakonem
¢.123/2000 Sb., o zdravotnickych prostifedcich ve znéni
pozdéjsich predpisl (dale jen ,zakon o zdravotnickych
prostfedcich).

Tabulka 1.
v ramci kontrolni ¢innosti

7, SUKL

During controls the employees of the Institute seized 1,166
pieces of medicinal products, and identified and investigated
7 cases of non-authorised medicinal products and 4 cases
of counterfeit products. In 2007 the Institute imposed 15 fines
(incl. disciplinary fines) in the total amount of 1,151,500 CZK.
The highest fine of 438,500 CZK was imposed by the Institute
for dispensing and distribution of a non- authorised medici-
nal product.

In 2007, the Institute prepared 25 expert opinions for the
Czech Police and customs authorities for the purposes of
release/non-release of medicinal products from third coun-
tries, identification of medicinal products, and for clarification
of legislation governing the dispensing, distribution, import,
and export of medicinal products.

In the course of 2007, the employees of the Institute presented
enforcement activities in 4 lectures.

4.11 MEDICAL DEVICES

In 2007, the Institute has covered control activities in the sphere
of medical devices in compliance with Act No 123/2000 Coll.,
on Medical Devices, as amended (hereinafter referred to as
the Act on Medical Devices).

Prehled o inspekcich a zavadach u zdravotnickych prostredkt zjiSténych

Overview of inspections and defects of medical devices identified within the scope

of inspection activities

Hodnoceni zavad / Defect rating

Kontroly / Inspections Provedené celkem Drobné Vyznamné Kritické

L P Conducted in total Minor Major Critical
ZP u poskytovateltu zdravotni péce
Medical devices at healthcare providers* - ) e il
KH ZP u poskytovatelll zdravotni péce
Clinical evaluations of medical devices 22 4 (0] 2
at healthcare providers*
KZ ZP u poskytovatelll zdravotni péce
CT on medical devices at healthcare 9 0] 0 (0]
providers*
NP ZP u poskytovatell zdravotni péce
Al of medical devices at healthcare 9 0 (0] (0]
providers*
NP ZP u vyrobcu a distributort
Al of medical devices at manufacturers‘ and 12 (] (0] (0]
distributors*
Celkem / Total 135 32 424 213

Vysvétlivky: ZP — zdravotnicky prostfedek ¢ KH ZP - klinické hodnoceni ZP ¢« KZ ZP - klinicka zkouska ZP

NP ZP - nezadouci pfihoda ZP
Legend: CT - clinical trials ¢ Al — adverse incidents

Zavady v oblasti kontrol zdravotnickych prostiredku:
drobné — nepredstavuji ve svém dusledku ohrozeni
zdravi pacient(

vyznamné — mohou ohrozit zdravi nebo veést

k chybnému zpUsobu Ié¢by

kritické — dusledkem muze byt zavazné ohrozeni
zdravi nebo zZivota.

Defects in the sphere of medical device inspections:
minor — do not pose a health hazard for patients

in consequence

major — may present health risk or result in an incorrect
method of treatment
critical — as a result, health or life may at serious risk
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Kontroly zdravotnickych prostiedktl u poskyto-
vatell zdravotni péée ve statnich i nestatnich zdra-
votnickych zafizenich byly zamérfeny predevSim na
prokazani plnéni pozadavkl ve smyslu § 40 a § 52 zakona
o zdravotnickych prostfedcich, které nejvice souvisi se
zajisténim bezpecfnosti a funk&nosti ZP pfi jejich pouziti
pfi poskytovani zdravotni péce. V tomto roce byly kon-
troly zaméreny i na ZP pouzivané ve stomatologii a ZP,
které jsou stanovenymi méridly a musi byt pravidelné
ovérovany v souladu se zakonem o metrologii.

U 83 kontrolovanych subjektl bylo zkontrolovano 444 ZP
pofizenych po 1.7.2000 a 736 ZP, kterée byly uvedeny do
provozu do konce roku 1999. Vétsina kritickych zavad
byla zjisténa u ZP uvedenych do provozu do konce roku
1999 a souvisely zejména s provérenim technického
stavu ZP. Provéreni bylo provedeno bud’ po terminu
stanoveném zakonem o zdravotnickych prostfedcich
a nebo nebylo provedeno vibec.

Na zakladé vyhodnoceni zjisténych zavad bylo zahajeno
13 spravnich Fizeni o udéleni pokuty a byla vydana
rozhodnuti o udéleni pokuty v celkoveé vysi 555 500,- K&.
PFi stanovenivyse pokuty se pfihlizelo nejen k zavaznosti
poruseni povinnosti stanovenych zakonem o zdravot-
nickych prostfedcich, ale i Kk moznému ohrozeni zdravi
nebo Zivota uzZivatele, pfipadné tfeti osoby.

Bylo vydano upozornéni o zjisténi zvySeného rizika
pfi pouzivani rtg stropnich stativl fady FT-1 a FT-4, ve
kterém bylo uzivatelim doporuceno tyto ZP nepouzivat
pfi poskytovani zdravotni péce.

Kontroly provadéni klinického hodnoceni a klinickych
zkousek zdravotnickych prostfedkd u poskytovatel(
zdravotni péce byly zaméreny prevazné na hodnoceni
prostfedkl ve tfidé rizika I, lla a llb, v pfipadé klinickeé
zkousky spadaly nékteré prostfedky i do tridy Il
PFi vybé&ru kontrolovanych pracovist se vychazelo ze
seznamu zdravotnickych zafizeni, ktera byla MZ CR
povérena k provadéni klinického hodnoceni ZP.

PFi vySe uvedeném poctu inspekci (tab. 1) bylo zkon-
trolovano celkem 56 ZP, z toho 52 v ramci klinického
hodnoceni na zakladé literarni reSerSe a 4 v ramci
kontroly klinické zkousky. PocCet a struktura zjisténych
zavad jsou rovnéz uvedeny v tabulce 1. Mezi drobné
zavady se fadi napf. chybéjici pisemné prohlaseni
zkousSejiciho o jeho schopnosti provést a dokoncit
klinické hodnoceni a doklad o tom, ze zkousSejici ani
jeho spolupracovnici nemaji k pfedmétu klinického
hodnoceni osobni vztah, ktery by mohl vyvolat stret
zajmu. V pfipadé kritickych zavad chybél soubor doku-
mentld obsahujici potifebné Udaje o posuzovaném ZP.
VSechny zjiSténé zavady byly ve stanoveném terminu
odstranény, tim nevznikl ddvod pro zahajeni spravnino
fizeni.

Z vysledku kontrol vyplyva, Ze vétsina pracovist pové-
Fenych k provadéni klinického hodnoceni a klinickych
zkousek ZP postupuje pfi jejich provadéni v souladu
s pozadavky stanovenymi zakonem o zdravotnickych
prostfedcich.

Setfeni nezadoucich pfihod a monitorovani napravnych
nebo preventivnich opatfeni u ZP. Ustavu bylo nahla-
Seno 76 nezadoucich pfihod davanych do souvislosti
s pouzivanim ZP pfi poskytovani zdravotni péce na
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Inspections of medical devices at the premises of healthcare
providersin state as well as non-state healthcare establishments
were focused primarily upon evidence of compliance with the
requirements stipulated by Sections 40 and 52 of the Act on
Medical Devices, which are the most relevant to ensuring safety
and operability of medical devices in their use in provision of
healthcare. In 2007, inspections focused also upon medical
devices used in dentistry and those medical devices which
are established measuring devices and must be regularly
validated in compliance with the Act on Metrology.

444 medical devices whose operation started after July 1 2007
and 736 medical devices whose operation started before the
end of 1999 were inspected at the premises of 83 inspected
entities. Most of the critical defects were identified in medical
devices whose operation started before the end of 1999 and
they were associated mostly with the control of the technical
condition of the medical device. The control was conducted
either after the due date stipulated by the Act on Medical
Devices, or was not conducted at all.

Onthe basis of rating of the identified defects, 13 administrative
proceedings for fine imposition were initiated and decisions
on the imposition of fines in the total amount of 555,500 CZK
were issued. In establishing the amount of the fine not only
the severity of the breach of obligations stipulated by the Act
on Medical Devices was considered, but also the potential
risk posed to the health or life of the user or a third person,
where applicable.

A warning on the identification of an increased risk associated
with the use of FT-1 and FT-4 ceiling-mounted x-ray stands
was issued, urging users not to use these medical devices in
the provision of healthcare.

Inspections of the conduct of clinical evaluations and clinical
trials on medical devices at healthcare providers’ focused
mostly upon the evaluation of Class |, lla and llb devices; in the
event of a clinical trial some devices were also categorised
under Class lll. The selection of workplaces to be inspected
was based upon a list of healthcare facilities assigned by the
Ministry of Health of the Czech Republic with the conduct of
clinical evaluations of medical devices.

In the above-mentioned number of inspections (Table 1), 56
medical devices in total were inspected, of which 52 within the
scope of clinical evaluation based upon literature research,
and 4 within the scope of a clinical trial inspection. The number
and structure of identified defects are also specified in Table 1.
Minor defects include e.g. a missing written statement of the
investigator on his/her competence to conduct and complete
clinical evaluation and a document evidencing that neither
the investigator nor his/her colleagues have any personal
relationship to the clinically evaluated object which might
cause a conflict of interest. In the event of critical defects,
the dossier containing necessary details of the evaluated
medical device were missing. All of the identified defects
were eliminated in due time, hence it was not necessary to
initiate any administrative proceedings.

The results of the inspections imply that most of the workplaces
assigned with the conduct of clinical evaluations and clinical
trials for medical devices proceed in the conduct thereof in
compliance with the requirements stipulated by the Act on
Medical Devices.

Investigation of adverse incidents and monitoring of corrective
and preventive actionsformedicaldevices. 76 adverseincidents
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uzemi Ceské republiky a jedna nezadouci pfihoda ZP
Ceského vyrobce s mistem vzniku mimo nase uzemi.
Ve vSech pfipadech bylo zahajeno Setfeni. V ramci Se-
tfeni nezadoucich pfihod bylo provedeno 12 kontrol
u distributor( a vyrobcl ZP a 9 kontrol u poskytovateld
zdravotni péce.

Celkovy pocet prijatych hlaseni o napravnych nebo
preventivnich opatfenich od kompetentnich autorit,
vyrobcl nebo jejich zplnomocnénych zastupcu, distri-
butorq, pfipadné dovozcu &inil 450. Z celkového podtu
pFijatych hlaseni se 338 prijatych hlaseni tykalo ZP dis-
tribuovanych na ¢esky trh (Obr. 1).

Na zakladé vysledkul Setfeni nezadoucich pfihod bylo
zahajeno jedno spravni fizeni a udélena pokuta ve vysSi
130 000.- K¢&.

7, SUKL

with expected causality with the use of a medical device in
the provision of healthcare within the territory of the Czech
Republic and one adverse incident of a medical device of a
Czech manufacturer occurring abroad were reported to the
Institute. In all cases investigation has been initiated. Within
the scope of adverse incident investigations, 12 inspections
at the distributors’ and manufacturers‘ of medical devices and
9 inspections at healthcare providers‘ have been conducted.

The total number of reports on corrective and preventive
actions received from competent authorities, manufacturers
or their authorised representatives, distributors, or importers,
where applicable, was 450. Of the total number of received
reports, 338 concerned medical devices distributed within
the Czech market (Fig. 1).

On the basis of the results from adverse incident
investigations, one administrative proceeding was held and
a fine of 130,000 CZK imposed.

Obr. 1. Hlaseni o napravnych nebo preventivnich opatrenich prijatych sekci ZP v roce 2007
Corrective or preventive action reports received by the Medical Devices Branch in 2007
200
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V roce 2007 doslo k 2,8 nasobnému nardstu hlasenych
nezadoucich pfihod ZP vzniklych na uzemi CR, jak
ukazuje obr. 2.

V ramci spoluprace s COl bylo provedeno 7 spole&nych
kontrol a byly vzajemné prfedavany podnéty k Setfeni
v oblasti ZP.

In 2007, the reporting of adverse incidents of medical devices
occurring within the territory of the Czech Republic grew 2.8
times, as illustrated by Fig. 2.

As part of cooperation with the Czech Trade Inspection,
7 joint inspections were conducted and mutual exchange of
motions for investigation in the sphere of medical devices
was a common practice
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Obr. 2.

Srovnani po&tu NP ZP hlasenych na uzemi CR v obdobi 2006-2007

Comparison in the number of Al of medical devices reported from the territory
of the Czech Republic in the period of 2006—2007
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4.12 NORMOTVORNA A LEKOPISNA CINNOST

V oblasti normotvorné cZinnosti bylo v roce 2007
komentovano 19 navrh( prekladd evropskych norem
a 5 normaliza¢nich dokumentd z oblasti ISO a CEN.

Pracovnice lékopisného oddéleni pfipravily rukopis a
podilely se formou korektur na vyrobé knizniho vydani
Ceského lékopisu 2005 — Dopliiku 2007 (dale jen CL
2005 - Dopl. 2007). Toto vydani obsahuje v Evropske
Casti preklady textd Sestého az osmého doplriku patého
vydani Evropského lékopisu (dale jen Ph. Eur.), coz je
celkem 337 textu, tj. 14 novych stati a obecnych ¢lankd,
32 reviznich stati a obecnych ¢lank(, 65 novych &lanku
(z toho 18 ¢lankl lécivych pripravkld) a 206 reviznich
¢lanka.

V obecné &asti Narodni ¢asti CL 2005 — Dopl. 2007 se
uvadeéji v plném znéni tabulky |, Il, lll a XIl, tabulky IV, V,
VI a IX byly doplnény pouze o udaje nové zarazenych
latek a pFipravku. V tabulce X, ktera je rovnéz uvedena
v plném znéni, jsou promitnuty vSechny nove arevidované
Standardni nazvy lékovych forem, zpuUsobU podani a
oball, jak byly zafazovany v prubéhu celého 5. vydani
Evropského lékopisu. Do specialni ¢asti Narodni casti
Ceskeého lékopisu 2005 — Dopliiku 2007 byly zafazeny
2 nove Clanky lécivych latek a 4 nové cClanky lécivych
pfipravkl, jeden revizni ¢lanek lécivé latky a celkem 13
reviznich ¢lankl légivych pfipravkd.

Soucasné pripravily pracovnice lékopisného oddéleni
podklady a podilely se formou korektur na vyrobé CD-
ROMu, ktery obsahuje vSechny platné texty Evropske
i Narodni ¢asti CL 2005, CL 2005 — Dopl. 2006 a CL 2005
— Dopl. 2007 (tabulka 1).

4.12 STANDARDISATION AND PHARMACOPOEIAL
ACTIVITIES

In the area of standardisation activities, 19 draft translations
of European standards and 5 ISO and CEN standardisation
documents was commented upon.

The employees of the department of Pharmacopoeia
prepared a draft and were involved, through proofreading, in
production of the book edition of Czech Pharmacopoeia
2005-2007 Supplement (hereinafter referred to as Ph.Cz.
2005 - Suppl. 2007). This edition contains, in its European
section, translations of the texts of Suppl. 6-8 of their fifth
edition of the European Pharmacopoeia (hereinafter referred
to as Ph. Eur.), which is 337 texts in total, i.e. 14 new
monographs and general articles, 32 review articles and
general articles, 65 new articles (of which 18 are articles on
medicinal products) and 206 review articles.

The general section of the National part of Ph.Cz 2005 -
Suppl. 2007 contains the full version of tables |, Il, Ill, and
XIl; tables IV, V, VI, and IX have been only amended with the
data of newly included substances and products. Table X,
which is also provided in full version, reflects all new and
reviewed standard names of pharmaceutical forms, methods
of administration and packaging, as they have been included
in the course of the entire 5th edition of the European
Pharmacopoeia. The specific section of the National part
of Ph.Cz. 2005 - Suppl. 2007 has been extended by 2 new
articles for active substances and 4 new articles for medicinal
products, one review article for an active substance, and in
total 13 review articles for medicinal products.

At the same time, the employees of the department of
pharmacopoeia prepared source materials and were
involved, through proofreading, in the production of a CD-ROM
containing all effective texts of the European as well as
National parts of Ph.Cz. 2005, Ph.Cz. 2005 - Suppl. 2006, and
Ph.Cz. 2005 - Suppl. 2007 (Table 1).
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Tabulka 1. Cesky Iékopis
Czech Pharmacopoeia

CD-ROM Texty prevzaté z CL 2005 Texty CL 2005

CL 2005 - Dopl. 2007 a CL 2005 - Dopl. 2006 - Dopl. 2007 Tex?eﬁg:o”
CD-ROM Texts adopted from Ph.Cz. 2005 | Texts of Ph.Cz. 2005 CD-ROM texts in total
Ph.Cz. 2005 — Suppl. 2007 and Ph.Cz. 2005 — Suppl. 2006 — Suppl. 2007

Evropska éast / European part 2157 337 2494
Narodni ¢ast / National part 130 29 159

Celkem / Total 2287 366 2653

Odborni pracovnici Ustavu v koordinaci s Iékopisnym
oddélenim se podileli na ptipravé Ceského lékopisu
2005 — Doplnku 2007 a Castecné jiz také na pripravée
Ceskeého lékopisu 2008, ktery bude z hlavni gasti pre-
kladem 6. vydani Ph. Eur.

Veskeré texty CL 2005 — Dopliiku 2007 byly ihned po
kompletaci pro vydavatelstvi umistény na PUBLICu, aby
se s nimi mohli pracovnici SUKLuU seznamit s predsti-
hem pfed vydanim v knizni formé.

PokracCovalaspoluprace s Evropskoulékopisnou komisi
(dale ELK) na pripravé dalsich doplrikd 6. vydani Ph. Eur.
ana pripraveé prekladu arevizi publikace Standard Terms.
O zavaznosti vydani Ph. Eur. informuje Iékopisné odd.
v informagénich prostifedcich SUKL. Pracovnici sekce se
pravidelné ucastnili zasedani ELK, pracovnikl narodnich
sekretariatd a skupiny expertd ELK.

Expert employees of the Institute in coordination with the
department of pharmacopoeia were involved in the preparation
of Ph.Cz. 2005 - Suppl. 2007 and partly also in the preparation
of Czech Pharmacopoeia 2008, which will be, in the most, a
translation of the 6th edition of Ph. Eur.

Immediately after their completion for the publisher, all texts
of Ph.Cz. 2005 - Suppl. 2007 were placed on the Institue
intranet (“PUBLIC”), so that SUKL employees could acquaint
themselves with these in advance of the book edition.

Cooperation with the European Pharmacopoeial Commission
(hereinafter referred to as EPC) in the preparation of the
supplements to the 6th edition of Ph. Eur. and in the preparation
of translation and revision of the “Standard Terms” publication
has continued. The department of pharmacopoeia informs
about the binding nature of the Ph. Eur. editions in SUKL‘s
information media. The employees of the branch have regularly
taken part in the EPC meetings, national secretariat staff
meetings, and EPC expert group meetings.
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5. ZPRACOVANI A POSKYTOVANI
INFORMACI

7, SUKL

5. PROCESSING AND PROVISION
OF INFORMATION

5.1 INFORMACNI TECHNOLOGIE

V roce 2007 byl v oblasti informacnich technologii kladen
duraz predevsim na bezpecnost dat a provozu. V ramci
modernizace pocitacové sité bylo v oblasti serveru
zavedeno redundantni virtualni serverove prostredi,
posileny zdroje zalozniho napajeni a bylo inovovano
redundantni diskove ulozisté dat v€etné zalohovaciho
zafizeni. V oblasti sitové infrastruktury byly inovovany
aktivni i pasivni sitové prvky v&etné& kabelaze. Aktivni
sitové prvky obsahuji interni firewall, ktery umoznu-
je jako jedno z nékolika opatifeni dlsledné& ochranit
citliva data. Inovovan byl rovnéz externi firewall, umoz-
fujici ochranu pred vné&jSim prostfedim a zajistujici
provoz sifrovanych VPN tuneld. V oblasti koncovych
klientskych stanic probé&hla nejen inovace techniky, ale
posileno bylo i zabezpeceni dat pomoci kryptacnich
a autentifikacnich mechanismu.

5.2 DATABAZE LECIVYCH PRIPRAVKU
A SLEDOVANI DODAVEK DISTRIBUOVANYCH
LECIVYCH PRIPRAVKU

Statni ustav pro kontrolu IéCiv vede na zakladé povin-
nosti dané zakonem o IéCivech evidenci registrovanych
I&é&ivych pFipravkl a zajisfuje zvefejné&ni vybranych
informaci ve svém informacnim prostredku. K ucelu této
evidence slouzi interni databaze lécivych pripravkd,
ktera je prabézné aktualizovana.

Databaze ma dvé zakladni casti, které jsou navzajem
propojeny — knihovnu léki a knihovnu komponent.
V knihovné |ékld jsou zaznamenany udaje o vsSech
humannich Iég&ivych pFipravcich, pro n&z bylo v Ustavu
vedeno registracni fizeni, v€etné téch, jejichz registrace
byla zrusena nebo u kterych spravni fizeni o registraci
teprve probiha. Lécivé pfripravky jsou v databazi evido-
vany prostfednictvim jednoznacného identifikatoru,
kterym je kod SUKL, pridélovany kazdé varianté lé&ivého
pfipravku. Zaznamy o jednotlivych lé€ivych pfipravcich
zahrnuji idaje potfebné jak pro vilastni praci Ustavu, tak
pro zvefejnéni. Kromé udaju charakterizujicich jednotlivé
varianty pfipravku se jedna zejména o ATC skupinu,
DDD, specifikovany jsou pfipravky volné prodejné,
obsahujici navykoveé latky, podléhajici povinnému hla-
Seni SUKL atd. V databazi jsou zaznamenavany vystupy
ze v8ech registrac¢nich Fizeni, véetné& schvalenych textu
Souhrnu Udaju o pripravku (SPC), pribalové informace
i textu na obal, evidovany jsou rovnéz udaje ze sledovani
dodavek distribuovanych Ié¢ivych pFipravku. V knihovné
IékU jsou rovnéz evidovany lécivé pripravky, pro néz byl
Ministerstvem zdravotnictvi povolen specificky Ieé€ebny
program, a dale potraviny pro zvlastni Ieékarské ucely,
pro jejichz evidenci v databazi Ustavu byl dosud davan
podnét Ministerstvem zdravotnictvi.

Ke dni 31.12.2007 bylo v databazi evidovano 6 187
lécCivych pfipravkl s platnou registraci (nezahrnuje
homeopatika, vypocet zalozen naprincipuregistracnich
gisel), tomu odpovida 47 179 kodu SUKL. V registro-
vanych lécCivych pfipravcich je obsazeno celkem 2 517
riznych lécgivych latek. Pfi vyhodnocovani poctu pfi-

5.1 INFORMATION TECHNOLOGIES

In 2007, emphasis in the sphere of information technologies
was placed primarily upon the security of data and operation.
Within the scope of computer network upgrading, redundant
server environment was introduced in the area of servers,
back-up power sources enhanced, and redundant disk data
repository incl. the back-up device was innovated. In the
sphere of network infrastructure, active as well as passive
network elements incl. cables were innovated. The active
network elements contain an internal firewall, which allows,
as one of a set of controls, to consistently protect sensitive
data. The external firewall was also innovated, allowing for the
protection from external environment and for the operation
of encrypted VPN tunnels. In the sphere of client end stations
technology innovation took place as well as an enhancement
in the protection of data through encrypting and authentication
mechanisms.

5.2 DATABASE OF MEDICINAL PRODUCTS AND
MONITORING OF DELIVERIES OF DISTRIBUTED
MEDICINAL PRODUCTS

Pursuant to its obligation stipulated by the Act on
Pharmaceuticals, the State Institute for Drug Control
maintains a registry of authorised medicinal products and
arranges for the publication of selected information in its
information media. Aninternal database of medicinal products,
which is being updated on an ongoing basis, serves for the
purposes of this registry.

The database has two basic parts, which are interlinked - the
Medicines Library and the Components Library. The Medicines
Library contains data on all human medicinal products for
which the Institute has carried out marketing authorisation
procedures, incl. those whose marketing authorisation has
been revoked or for which the administrative marketing
authorisation procedure is currently pending. Medicinal
products are recorded in the database using a unique identifier,
which is the SUKL code, allocated to each presentation of a
medicinal product. Records of individual medicinal products
include data necessary for the work of the Institute proper as
well as data necessary for publication purposes. In addition
to the data which characterise individual presentations of
the product, they include, in particular, the ATC group, DDD,
specification of OTC products, products containing addictive
substances, products subject to mandatory reporting to
SUKL, etc. The database contains records of the outcomes of
all marketing authorisation procedures, incl. approved texts
of the summary of product characteristics (SPC), package
leaflet as well as labelling, and data from the monitoring of
deliveries of distributed medicinal products. The Medicines
Library, moreover, contains a registry of medicinal products
for which the Ministry of Health has approved a specific
therapeutic programme, and foods for special medical
purposes, whose registration in the SUKL database has been
so far made upon request by the Ministry of Health.

As of December 31 2007 the database contained a list of
6,187 medicinal products with effective marketing authorisation
(homeopathic products not included, calculation based upon
the principle of marketing authorisation numbers), which
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pravkl podle registracnich Cisel byla pouzita jina me-
todika nez v predchozich letech, ktera zohlednuje
odlisny princip registracnich &isel pripravkl, registro-
vanych centralizovanym postupem Spolecenstvi.

V roce 2007 Ustav udélil 763 rozhodnuti o registraci
(8 617 kodll SUKL). Byla zruSena registrace pro 257
registracnich Cisel (2 642 koédl). Ke zrudeni registrace
dochazelo prfevazné na zadost drzitele rozhodnuti o
registraci nebo tim, ze drzitel nezazadal o prodlouzeni
registrace.

Knihovna komponent zahrnuje veskeré Iécivé a po-
mocné latky, obsazené v Ié€ivych pfFipravcich registro-
vanych v CR, dale i jiné, tzv. INN komponenty, uvadéne
v publikaci WHO Drug Information a komponenty Iéko-
pisné (uvedené v Evropském a Ceském lékopise). Tyto
posledni dva typy komponent jsou v databazi evidovany
bezohledu nato, zdajsouv n&kterém v CRregistrovaném
pfipravku obsazZeny ¢&i nikoli. Vkladani komponent a
tvorba nebo aktualizace jejich nazvoslovi je provadéna
pribézné, v navaznosti na probihajici registracni fizeni
nebo publikovani ve vyse uvedenych zdrojich. Kromé
zakladnich udajd jsou uvedena predevsim synonyma
nazvl komponent véetné literarnich zdrojd, oznaceny
jsou latky navykové nebo latky s potencialem pro doping.
V soucasné dobé obsahuje knihovna komponent 20 168
latek, v roce 2007 bylo vlozeno 318 novych komponent.

Tabulka 1.
k 31.12.2007
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corresponds to 47,179 SUKL codes. The authorised medicinal
products contain 2,517 various active substances in total.
When determining the number of products on the basis of
marketing authorisation numbers, a different methodology
than that used in previous years has been applied. This
methodology reflects the different principle of marketing
authorisation numbers of products authorised by the
Community centralised procedure.

In 2007, the Institute granted 763 marketing authorisations
(8,617 SUKL codes). Marketing authorisations were revoked
for 257 marketing authorisation numbers (2,642 codes).
Marketing authorisations were revoked mostly upon request
of the MA holder or due to the fact that the MA holder did not
apply for MA renewal.

The Components Library contains all active substances and
excipients contained in the medicinal products authorised in
the Czech Republic as well as other, so called INN components
included in the WHO Drug Information and pharmacopoeial
components (contained in the European and Czech
Pharmacopoeias). The latter components are registered in the
database regardless of the fact whether they are contained
in any product authorised in the Czech Republic or not. The
entries of components and generation of or updates to their
terminology are conducted on an ongoing basis, following
up on the current marketing authorisation procedures or
publications in the above-mentioned sources. In addition to the
essential data, synonyms of the names of components, incl.
literature sources, are provided, and addictive substances
or potentially doping substances are flagged. At present, the
Components Library contains 20,168 substances; 318 new
components were entered in 2007.

Vybrané podskupiny registrovanych lé&ivych pFipravk evidované v databazi SUKL

Selected subgroups of authorised medicinal products recorded in the SUKL database

as of December 31 2007

Reg. &isla Koédy SUKL

MA numbers SUKL codes
Celkem lécivych pripravku (bez homeopatik) 6187 47 179
Medicinal products in total (excl. homeopathic products)
JednosloZkové / Single-component 5034 41 546
Viceslozkové / Multi-component 1153 5 633
OTC 799 4187
Vyhrazena lécCiva / Selected pharmaceuticals 93 272
OTC a vyhrazena léciva povahy rostlinnych Ié€ivych pFipravk( 152 413
OTC and selected pharmaceuticals of the nature of herbal medicinal products
Homeopatika / Homeopathic products 1 051 6 215

Vybrané informace z databaze jsou pravidelné zverej-
fovany na webovych strankach Ustavu, kde je mozno
vyhledavat zakladni udaje o Ié€ivych pFipravcich, jakoz i
schvalené texty SPC a pribalovych informaci. Texty SPC
a pribalovych informaci pfipravkd registrovanych cen-
tralizovanym postupem Spolecenstvi je mozno spolu
s dalSimi udaji o téchto pfipravcich najit na webovych
strankach Evropskeé Iékové agentury EMEA http://www.
emea.europa.eu/htms/human/epar/eparintro.htm

Selected items of information from the database are regular-
ly published on the website of the Institute, where it is possi-
ble to search for essential data on medicinal products as
well as for approved texts of SPCs and package leaflets. The
texts of SPCs and package leaflets for products authorised
via the Community centralised procedure together with other
product details are available from the European Medicines
Agency (EMEA) website: http://www.emea.europa.eu/htms/
human/epar/eparintro.htm
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Pravidelné kazdy mésic je na webovych strankach
Ustavu zvefejfiovan aktualizovany &iselnik SUKL ve
formatu, uréeném ke stazeni. Zverejihiovany jsou rovnéz
dalsi vystupy z databaze, zejména udaje o ukon&enych
registracnich fizenich, pfehled pripravkd, u nichz bude
kon¢it/skoncila platnost rozhodnuti o registraci, sou-
hrnny seznam pripravkl obsahujicich navykové latky a
pravidelné hodnoceni dodavek distribuovanych lécivych
pfipravkld. Pravidelné je provadén i vybér udaju pro
Ministerstvo zdravotnictvi (pfipravky obsahujici navy-
koveé latky, hodnoceni dodavek distribuovanych Iécivych
pripravk().

Hodnoceni dodavek distribuovanych Ié¢€ivych pFi-
pravkl, zalozené na hlaseni subjektl opravnénych
v CR distribuovat lég&ivé pFipravky, bylo v roce 2007,
stejné jako v pfedchozich letech, provadéno c&tvrtletné.
Pfedmétem hlaseni byly dodavky IéCivych pripravk( do
Iékaren, dalSich zdravotnickych zafizeni a pokud se jed-
nalo o vyhrazenaléciva, i prodejcim vyhrazenych I&€Civ.
Kromé registrovanych Iécivych pFipravkl byly hodno-
ceny i pfipravky zarazené do specifickych Ié€ebnych
programul a neregistrované pripravky, dodavané na
zakladé |ékarského predpisu pro konkrétniho pacienta.

Byly vyhodnocovany udaje o objemech distribuova-
nych lécivych pfipravkl (v poctu baleni), ve finanénim
vyjadreni (v K&) a v DDD/1000 obyvatel/den. Udaje o
finan€nich objemech byly poditany jako horni odhad
vydajl pro koneéné spotrebitele a vychazely z vyrobnich
cen, ke kterym se pfipocitavala maximalni mozna vyse
obchodni pfirazky a DPH, ktera cinila 5 %. Vypocet
nezohlednoval situace, kdy nebyla vyuzita plna vyse
pFirazky, vysledné udaje tedy nepredstavuji realné na-
klady na IécCivé pfFipravky, ale maximalni mozné, ktere
jsou ve skute€nosti nadhodnoceny.

V roce 2007 byla ponékud pozménéna metodika
vyhodnocovani dodavek distribuovanych lé€ivych pfi-
rozliSovani vyvhodnocenych udajd podle zemé vyrobce
(Ceskeé, slovenskeé pripravky apfipravky vyrobenévjinych
zemich), které ztratilo své opodstatnénivzhledem k tomu,
Ze za zemi vyrobce je povazovana zemé, v niz dochazi
k propousténi pfipravku na trh, coz v mnoha pfipadech
neodpovida skute€nému mistu vyroby. Nové bylo zave-
deno vyhodnocovani pfipravku, které mély stanovenou
Uhradu ze zdravotniho pojisténi (podle ATC skupin).

V roce 2007 bylo distribuovano 343,123 mil. baleni
IécCivych pripravkdl, pfedstavujicich pfiblizné 8 046 mil.
definovanych dennich davek. Hodnota téchto dodavek
byla nejvyse 67,154 mid K& (pocitano s maximalni
moznou obchodni pfirazkou). Primérna cena jednoho
baleni lé€ivého pfFipravku stoupla ze 184,20 v roce
2006 na 195,90 K& v roce 2007 (pfiblizné 6% nardst).
Podrobné udaje o hodnoceni dodavek za rok 2007
jsou zverejnény ve Véstniku SUKL &. 3/2008.

Za predpokladu, ze by vSechny dodané pfFipravky byly
pouzity pacienty v CR, jeden ob&an by roéné v praméru
spotfeboval 33,35 baleni se 782,10 DDD v hodnoté
6 528,30 KE&. Primérna hodnota vydaju za lécivé
pfFipravky na jednoho obc&ana CR tak stoupla o 13,5 %
oproti roku 2006. Srovnani s pfedchozimi roky uvadéji
nasledujici grafy.
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Regularly, on a monthly basis, an updated SUKL index in a
download format is published on the SUKL website. Other
outputs from the database, namely details on completed
marketing authorisation procedures, overview of products
whose marketing authorisation has expired/will soon expire,
a summary list of products containing addictive substances,
and regular evaluation of deliveries of distributed medicinal
products are also published. Moreover, data for the Ministry
of Health (products containing addictive substances, evaluation
of deliveries of distributed medicinal products) are also regu-
larly extracted.

Evaluation of deliveries of distributed medicinal products
based upon the reporting from entities authorised to distribute
medicinal products in the Czech Republic was, in 2007, like in
previous years, conducted on a quarterly basis. Reports were
received on deliveries of medicinal products to pharmacies,
other healthcare facilities, and, in case of selected
pharmaceuticals, also deliveries to vendors of selected
pharmaceuticals. In addition to the authorised medicinal
products, also products included in special therapeutic
programmes and non-authorised products supplied on medical
prescription to a specific patient were included in evaluation.

Data on the volumes of distributed medicinal products in
number of packages, in financial volumes (in CZK), and in
DDD/1,000 inhab./day were evaluated. Data on the financial
volumes were calculated as the upper estimate of expenditure
for final consumers and were based upon ex-factory prices
increased by the maximum permitted profit margin and VAT
of 5%. The calculation disregarded of situations where the
profit margin were lower that the permitted maximum, and the
resulting data hence do not represent actual costs of medicinal
products, but the maximum possible costs, which are in fact
overestimated.

In 2007, the methodology of evaluating the deliveries of
distributed medicinal products was somewhat altered,
particularly the previous method of distinguishing the evaluated
data by the country of the manufacturer (Czech products, Slovak
products, and products manufactured in other countries) was
abandoned as it no longer had any grounds due to the fact
that the country where the product is released onto the market
is considered the country of the manufacturer, although the
country of release is many times different from that of the actual
manufacturing site. Evaluation of products with established
reimbursement from the health insurance (by ATC groups)
has been newly introduced.

In 2007, 343.123 mil. packages of medicinal products were
distributed, which corresponds to approx. 8,046 mil. defined
daily doses. The value of these deliveries did not exceeded
67.154 billion CZK (calculated with the maximum permitted
profit margin). The average price of one pack of a medicinal
product increased from 184.20 CZK in 2006 to 195.90 CZK in
2007 (approx. 6% increase). Details regarding the evaluation
of deliveries for 2007 are published in SUKL Bulletin 3/2008.

Providing all delivered medicinal products were used for
patients in the Czech Republic, the average consumption per
capita was 33.35 packages with 782.10 DDD in the value of
6,528.30 CZK peryear. The average value of drug expenditures
per one citizen of the Czech Republic has thus increased by
13.5% compared to 2006. Comparisons with previous years
are provided in the charts below.
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Tabulka 2. Dodavky distribuovanych Iééivych pFipravkl v roce 2007
Deliveries of distributed medicinal products in 2007
Pocet

Number
Léciveé pripravky celkem / Medicinal products in total
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 343123
Deliveries to pharmacies and healthcare establishments (mil. packages) ’
Dodavky do Iékaren a zdravotnickych zarizeni (mil. K&) 67 153.815
Deliveries to pharmacies and healthcare establishments (mil. CZK) §
Dodavky do Iékaren a zdravotnickych zafFizeni (mil DDD) 8 045.572
Deliveries to pharmacies and healthcare establishments (mil. DDD) ’
DDD/1000/den / DDD/1000/day 2142,7297
Lécivé pripravky na lékarsky predpis / Prescription-only medicinal products
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 216.491
Deliveries to pharmacies and healthcare establishments (mil. packages) ’
Dodavky do Iékaren a zdravotnickych zafizeni (mil. K&) 58 309.904
Deliveries to pharmacies and healthcare establishments (mil. CZK) !
Dodavky do lékaren a zdravotnickych zafFizeni (mil DDD) 6 292 261
Deliveries to pharmacies and healthcare establishments (mil. DDD) ’
DDD/1000/den / DDD/1000/day 1675,7806
OTC a vyhrazena lé€iva / OTC and selected pharmaceuticals
Dodavky do Iékaren, zdravotnickych zarizeni a prodejcim vyhrazenych Iégiv (mil. baleni) 124193
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. packages) ’
Dodavky do Iékaren, zdravotnickych zafizeni a prodejciim vyhrazenych IéCiv (mil. K&) 8 468.981
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. CZK) ’
Dodavky do Iékaren, zdravotnickych zafizeni a prodejcum vyhrazenych Ié&iv (mil. DDD) 1 744.310
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. DDD) ’
DDD/1000/den / DDD/1000/day 464,5517
Homeopatika / Homeopathic products
Dodavky do lIékaren (mil. baleni) / Deliveries to pharmacies (mil. packs) 1,945
Dodavky do lIékaren (mil. K&) / Deliveries to pharmacies (mil. CZK) 103,144

Graf ¢. 1. Dodavky lééivych pFipravku v prepoétu na jednoho obyvatele v letech 2003-2007
v pocCtu baleni
Deliveries of medicinal products converted to the number of packages per one citizen
in 2003-2007
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Celkem nebyla v pribéhu roku 2007 hlasena distribuce
u 3 600 pripravkl (49,7 %), resp. u 45 148 kédu (84,6 %).
Tyto pfipravky mély tedy platné rozhodnuti o registraci,
nebyly vSak uvadény na trh.

7, SUKL

In total, no distribution was reported for 3,600 products
(49.7%) or 45,148 codes (84.6%) in the course of 2007. These
products hence had an effective marketing authorisation, yet
they were marketed.

Graf ¢. 2. Dodavky léCivych pFipravkl v pfepoétu na jednoho obyvatele v letech 2003-2007 v DDD
Deliveries of medicinal products converted to DDDs per one citizen in 2003-2007
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Graf €. 3. Dodavky lécgivych pFipravkl v prepoétu na jednoho obyvatele v letech 2003-2007
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5.3 INFORMACNI AKTIVITY

Informaéni aktivity, které ustav v roce 2007 zajistoval,
zahrnovaly €innost informacniho stfediska, knihovny,
komunikace s meédii, zvefejiiovani informaci na webove
strance ustavu a vydavani periodickych i neperiodickych
publikaci.

Na informad&nim stfedisku SUKL bylo celkem zodpové-
zeno 1 606 dotazu.

7, SUKL

5.3 INFORMATION ACTIVITIES

Information activities provided in 2007 by the Institute included
activities of the information centre, library, communication
with media, publication of information on the website of the
Institute, and publication of periodicals as well as hon-periodic
publications.

The SUKL information centre answered 1,606 questions in
total.

Dotazy evidované v roce 2007 — dle oblasti dotazu
Questions recorded in 2007 — by topics

131

. Registrace léciv
Marketing authorization of pharmaceuticals

Vyrobci, drzitelé rozhodnuti o registraci, zmocnéni
Manufacturers, marketing authorisation holders,
authorised representatives

Lékopisy, nazvy u€innych a pomocnych latek
Pharmacopoeias, names of active substances
and excipients

Klinické hodnoceni a farmakovigilance
Clinical trials and Pharmacovigilance

Problematika tykajici se jinych pracovist (SzZU, MZ2)
Issues pertaining to other authorities
(National Institute of Public Health, Ministry of Health

Leékarenstvi a distribuce léciv
Pharmacies and distribution of pharmaceuticals

Inspekéni problematika
Inspection issues

BEOER O @O N

Spotieby lécivych pFipravkl
Consumption of medicinal products

Zprava o ginnosti SUKL v oblasti poskytovaniinformaci za
rok 2007 byla v souladu s § 18 zakona ¢. 106/1999 Sb.,
o svobodném pfistupu k informacim, zverejnéna na
webové strance SUKL.

Laboratorni kontrola
Laboratory control

Zdravotnické prostredky
Medical devices

Pravni problematika
Legal issues

Obecné informace k SUKL
General information on SUKL

Vypadky ve vyrobé
Production failures

Poskytovani ¢lankt z odbornych publikaci
Provision of articles from professional publications

N DEERNE BN B

Informace poskytovana meédiim
Information provided to media

The annual report on the provision of information by SUKL
in 2007 was published on the SUKL website, as stipulated
by Section 18 of Act No 106/1999 Coll., on Free Access to
Information.
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Informacéni stfedisko se podilelo na pfipravé novych
webovych stranek, které slouzi jako jeden z komuni-
ka&nich prostfedka Ustavu.

O aktivitach a vyvoji regula¢nich opatfeni v oblasti IeéCiv
i zdravotnickych prostfedku informoval SUKL verejnost
pravidelné kazdy mésic rovnéz prostifednictvim Véstniku
SUKL. Soug&asti informaci publikovanych ve Vé&stniku
SUKLjsou i upozornéni na nové vzniklé ¢i aktualizované
dokumenty vztahujici se k problematice regulace 1€€iv
v EU, kompletni materialy jsou dostupné na internetu
ustavu a v knihovn& SUKL. Vé&stnik byl v roce 2007
vydavan v nakladu 2 200 vytiskll mési¢né. V roce 2007
byly vydany tfi mimoradné publikace: Zprava o €innosti
SUKL v roce 2006, Seznam volné& prodejnych I&&ivych
pripravk( a pripravkd obsahujicich navykové latky IX. a
Pfehled lIékaren, vyrobct a distributord [&&iv v CR XIll.

Nezavisly Iékovy bulletin Farmakoterapeutické informa-
ce, ktery je ¢lenem Mezinarodni spole¢nosti Iékovych
bulletinG (ISDB), vychazi mési¢né s nakladem 52 000
vytiskl a je uréen predevsim lékafim a lékarnikim.
Byl vydavan ve spolupraci s Nadaci prof. Skarnitzla a
distribuovan ve spolupraci s Ceskou lékaFskou komorou
a Ceskou Iékarnickou komorou 11krat za rok. Bulletin
byl rovné&z vkladan do Véstniku SUKL a zvefejfiovan na
webove strance ustavu.

Prostfednictvim mésiéné vydavanych elektronickych
informaci (SUKL Monthly Regulatory Update) byli za-
hraniéni partnefi informovani o hlavnich c€innostech
ustavu.

Pro Zadatele, regulované subjekty i zajemce ze strany
verejnosti byly v Ustavu organizovany seminare.
Ve spolupraci s ustavni pobo&kou Ceské spole&nosti
pro zdravotnickoutechniku byly vroce 2007 usporadany
2 puldenni seminare a mély tento obsah:
* EU harmonizace, predkladani PSUR
a elektronicka vymeéna hlaseni nezadoucich uginku
e Zavéry twinningoveého projektu v oblasti regulace ZP
a nova EU legislativa vztahujici se k zdravotnickym
prostifedkim

Dale bylo koncem roku uspofadano nékolik seminaru
na téma Stanoveni maximalnich cen a stanoveni vyse
a podminek Uhrad Iégivych pFipravkd. Novou agendu
pFenesl na ustav novelizovany zakon o zdravotnim pojis-
téni a na seminarich byly vysvétleny kompetence ustavu
a pfipravované postupy v této oblasti. Seminare byly
usporadany pro vSechny cilove skupiny (zadatelé o cenu
&i uhradu, lékarnici, distributofi, pojistovny, pacientské
organizace, zastupci poskytovatell zdravotni péce,
Iékari), se kterymi bude ustav od roku 2008 v této oblasti
spolupracovat.
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The Information Centre was involved in the preparation
of the new website which serves as one of the Institute‘s
communication channels.

Moreover, SUKL informed the public about its activities
and development of regulatory measures in the sphere of
pharmaceuticals on a monthly basis via SUKL Bulletin. The
information published in SUKL Bulletin contains, furthermore,
highlights for newly created or updated documents pertaining
to the EU medicines regulatory issues, complete materials
being available from the Institute‘s internet and from SUKL
library. In 2007, the Bulletin was published in 2.200 copies per
month. In 2007 three extraordinary publications were published:
SUKL Annual Report for 20086, List of OTC medicinal products
and products containing addictive substances IX. and an
Overview of pharmacies, manufacturers and distributors of
pharmaceuticals in the Czech Repubilic XIII.

Anindependentdrugbulletin“Farmakoterapeutickéinformace”
(Pharmacotherapeutic information, FI) which is a member of
the International Society of Drug Bulletins (ISDB) is issued on
a monthly basis in 52,000 copies and is intended primarily for
doctors and pharmacists. It has been issued in cooperation with
Prof. Skarnitzl’s Foundation and distributed in collaboration
with the Czech Medical Chamber and Czech Pharmaceutical
Chamber 11 times peryear. The bulletinhasbeenalsoinserted
in SUKL Bulletin and published on the Institute‘s website.

By means of the SUKL Monthly Regulatory Update foreign
partners have been informed about major activities of the
Institute.

The Institute organised seminars for applicants, regulated

entities, as well as interested parties from the general pubilic.

In cooperation with the Institute‘s branch of the Czech Society

for Medical Technology 2 half-days seminars were organised

in 2007, whose contents were as follows:

¢ EU harmonisation, submission of PSURs and electronic
exchange of adverse reaction reports

* The outcomes of the twinning project in the sphere

of medical device regulation and new EU legislation
relevant to medical devices

Furthermore, several seminars were organised towards the
end of the year with the topic of determining the maximum
prices and levels and conditions governing the reimbursement
of medicinal products. The new responsibility was transferred
to the Institute by the new Healthcare Insurance Act and the
seminars explained the powers of the Institute and prepared
procedures for this area. Seminars were organised for all target
groups (applicants for a price or reimbursement, pharmacists,
distributors, insurance companies, patient organisations,
representatives of healthcare providers, doctors), with whom
the Institute is going to cooperate in this sphere from 2008 on.

Zprava o &innosti SUKL v roce 2007

41



6. FINANCNI A MATERIALNI ZDROJE
USTAVU
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6. FINANCIAL AND MATERIAL
RESOURCES OF THE INSTITUTE

6.1 HOSPODARENI V ROCE 2007

PFijmy

Hlavni ¢ast pfijma byla v roce 2007 tvofena Uhradami
za odborné ukony, které podle zakona ¢. 79/1997 Sb.,
o légivech ve znéni pozdéjsich predpisl provadél ustav
na zadost vyrobcu, distributory, prodejcu a jinych prav-
nickych i fyzickych subjektl. K 31. 12. 2007 ¢inil jejich
objem 174.095 tis. K&, z néhoz bylo z divodu pozasta-
veni nebo zruseni zadosti vraceno 4.853 tis. K& zada-
telim. Nejvétsi podil z celkového objemu Cinily pFfijmy za
zadosti v agendé registraci 1éCivych pripravkd. Prijmy
za provedené odborné ukony ustav postupné vyuziva
v souladu se zakonem €. 218/2000 Sb., o rozpoctovych
pravidlech, na financovani vydajd, nezajisténych pro-
stfednictvim pridélu finan¢nich prostfedkl ze statniho
rozpoctu, a to na financovani mzdovych, provoznich a
investi€nich potreb. V uplynulém obdobi roku 2007 bylo
takto vyuzito 81.975 tis. K& Formou povoleného pre-
kroc¢eni vydajd bylo vyuzito 30.316 tis. K& na investi¢ni
vydaje a 51.659 tis. K& na neinvesti¢ni vydaje. Dale byla
¢ast ve vysi 16.000 tis. vyuzita na kompenzaci vydaju
financovanych pfi pInéni odbornych ukont z rozpoc&to-
vych zdroju.

Dalsi ¢ast pfijmu tvofily vybrané spravni poplatky za
podavané zadosti. Ustav vybral v roce 2007 spravni
poplatky ve vysi 19.507 tis. KE. V prlibéhu roku 2007 Ustav
vyfizoval nadale zadosti o vraceni spravnich poplatkl
za zastavené nebo zruSené zadosti z minulych let, kdy
se spravni poplatky hradily pfevodem na ucet nebo
v hotovosti. Tyto vracené spravni poplatky ¢ini 351 tis. KC.
Vzhledem k tomu, Zze v roce 2007 byly spravni poplatky
subjekty hrazeny prostfednictvim kolkovych znamek,
je tato ¢astka zaroven kone¢nym zapornym zUstatkem
na uctu spravnich poplatkd.

Dalsi ¢ast prijmu tvofFily ostatni rozpocdtové prijmy, které
Cinily 1.933tis. K&. (tvoFfeny uroky z finan¢nich prostfedku
na vkladovych G&tech u Ceské narodni banky, pFijmy
za poskytovani sluzeb a informaci, pronajem aj.).

Dalsi ¢ast pFijmu tvorily pokuty, které ustav v roce 2007
ukladal za poruseni nékterych zakonnych povinnosti.
K pokutam ustav dale uctuje nahrady Fizeni spojeného
s ulozenim pokuty, které téz odvadi do statniho rozpoctu
(tabulka 1 a 2).

Soucasti pfijmu jsou téz bézné dotace na ¢innost Ustavu
financované z pfijmd za dokoncené odborné ukony
formou jiz zminéného povoleného prekroceni vydaju.
Jejich vyse ¢inila 51.659 tis. K&. Jsou soucasti prijmua
statniho rozpoctu a spolu s ostatnimi rozpoctovymi pfijmy
Cini jejich celkova Castka 53.622 tis. KE (tabulka 5.)

Vydaje

Vydaje k 31. 12. 2007 Cinily 224.505 tis. K&, z toho investi¢ni
vydaje 54.449 tis. KC a neinvestiCni vydaje 170.056 tis. K&.
Z investi¢nich zdroju byla financovana predevsim
rekonstrukce plasté budovy, programove vybaveni a
modernizace informacniho systému.

Neinvesti¢ni vydaje byly €erpany na €innosti odbornych
utvart a zajisfovani provozu Ustavu (tabulka 4 a 5).
Bézné vydaje na ¢innost podle jednotlivych Utvaru jsou
uvedeny v tabulce 6.

6.1 INCOME AND EXPENDITURE ACCOUNT FOR 2007

Incomes

The major part of incomes in 2007 was generated by
reimbursement for expert activities which, pursuant to Act No
79/1997, on Pharmaceuticals, as amended, were conducted by
the Institute upon request from manufacturers, distributors,
vendors, and other legal entities and natural persons. As of
December 31 2007 their volume was 174,095 thous. CZK, of
which 4,853 thous. CZK were returned to applicants due to
suspension or withdrawal of applications. The major part of the
overall volume was represented by income from applications
related to marketing authorisations of medicinal products.
The income from conducted expert activities is used by the
Institute in compliance with Act No 218/2000 Coll., on Budgetary
Rules, for the funding of expenditures not covered by the
resources provided from the state budget, namely for the
funding of payroll, operating and investment needs. In the
past period of 2007, 81,975 thous. CZK were utilised for these
purposes. Through permissible excess expenditure 30,316
thous. CZK were used for investment purposes and 51,659
thous. CZK for non-investment purposes. Furthermore, the
amount of 16,000 thous. CZK was used for compensation of
expenditures financed during the conduct of expert activities
from the budgetary resources.

Another part of incomes was generated by the collected
administrative fees for submitted applications. In 2007, the
Institute collected administrative fees in the amount of 19,507
thous. CZK. In the course of 2007, the Institute was also
clearing applications for the refund of administrative fees
for suspended or withdrawn applications from previous
years, when the administrative fees had been paid either
by bank transfer or in cash. These refunded administrative
fees amounted to 351 thous. CZK. Due to the fact that in 2007
administrative fees were paid by entities in the form of revenue
stamps this amount was also the final negative balance on
the administrative fee account.

Another part of incomes was generated by other budgetary
incomes, amounting to 1,933 thous. CZK (generated by the
interest on funds on deposit accounts with the Czech National
Bank, income from the provision of services and information,
lease, etc.).

Another part of incomes was generated by fines imposed
by the Institute in 2007 for the breach of certain statutory
obligations. In addition to the fines the Institute, furthermore,
charges for the costs of procedures associated with the
fine imposition, which is also transferred to the state budget
(Tables 1 and 2).

The incomes also include regular subsidies for the operation of
the Institute funded from the incomes generated by completed
expert activities by means of the above-mentioned permissible
excess expenditure. These amounted to 51.659 thous. CZK.
They are part of the state budget revenue and together with
other budgetary revenue they amounted to 53,622 thous.
CZK in total (Table 5.)

Expenditures

Expenditures amounted, as of December 31 2007, to 224,505
thous. CZK, of which investment expenditures were 54,449
thous. CZK and operating expenditures 170,056 thous. CZK.
Investment resources were utilised primarily for funding of
reconstruction of the shell of the building, for software and
modernisation of the information system.
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Majetek

Celkova aktiva ustavu v roce 2007 Cinila 663.376 tis. KC.
Majetek je ocenén v pofizovacich cenach. Vybrane druhy
aktiv a pasiv ustavu jsou uvedeny v tabulce 3.

Ostatni

Na zahrani€ni pracovni cesty bylo z rozpoctu ustavu
vynalozeno 1.005 tis. KE&.

Ustavu byly v roce 2007 pridéleny odborem mezina-
rodnich véci a EU Ministerstva zdravotnictvi dvé ucelove
dotace v ramcidota&niho programu M2z CR “Harmonizace
s EU” na usporadani konference organizaci pacient
se vzacnymi onemocnénimi (projekt Rapsody) a uspo-
radani mezinarodniho zasedani OMCL v celkové vysi
548 tis. K&.

Kontrola

Kontrolnimiorgany podle § 7 az 11 zakona &.320/2001 Sb.,
o finan¢ni kontrole, nebyly v roce 2007 provedeny
Vv ustavu zadné kontroly. Nejvyssi kontrolni ufad nepro-
vedl| v roce 2007 v Ustavu Zzadnou kontrolu a ani podle
§ 24 zakona ¢. 320/2001 Sb. nebyly vroce 2007 v ustavu
provedeny zadné kontroly.

Pro posileni stability vnitfrniho kontrolniho systému byl
v €ervenci 2006 zahajen a v dubnu 2007 ukon&en pro-
jekt technické asistence “Posileni systému finanéni
kontroly v SUKL”, ktery realizovala poradenska spole&-
nost Ernst&Young&Advise&Advisory. Projekt sestaval
z provedeni analyzy stavu finan¢ni kontroly v ustavu,
zpracovani doporuceni k posileni stavajiciho systému
a zpracovani vnitfnich smérnic a standardnich postupu,
které byly postupné& do konce roku 2007 implemento-
vany do kazdodenni praxe.
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Operating expenditures were utilised for the activities of
regulatory units and for the operation of the Institute (Tables 4
and 5). Overheads by individual units are specified in Table 6.

Assets
The total assets of the Institute in 2007 were 663,376 thous.
CZK. The assets are appraised at purchase prices. Selected
types of assets and liabilities of the Institute are specified in
Table 3.

Other

1,005 thous. CZK from the budget of the Institute were paid
for business trips abroad.

In 2007, the Department of International Affairs and the EU
of the Ministry of Health allocated two purpose-dedicated
subsidies within the scope of the Ministry’s subsidy
programme “Harmonisation with the EU” to the Institute to
organise a conference of rare disease patient organisations
(the Rapsody Project) and for the organisation of international
OMCL meeting, amounting to 548 thous. CZK in total.

Auditing

In 2007, no audits were conducted in the Institute by control
bodies pursuant to Sections 7 to 11 of Act No 320/2001 Coll.,
on Financial Control. In 2007, the Supreme Audit Office did
not conduct any audit in the Institute and no other controls
pursuant to Section 24 of Act No 320/2001 Coll., were
conducted in the Institute in 2007, either.

In order to enhance the stability of the internal audit system,
a technical assistance project called ,Enhancing the financial
audit system in SUKL started in July 2006, ending in April 2007.
The project was delivered by Ernst&Young&Advise&Advisory
consulting company. It consisted of the analysis of financial
audit situation in the Institute, processing of recommendations
to enhance the existing system and processing of internal
directives and standard procedures which were on an ongoing
basis implemented in every-day operation by the end of 2007.

Tabulka 1. Prehled pokut
Overview of fines
Rok 2007 - v Ké Predpis Zaplaceno Nedoplatek Preplatek
Year 2007 — in CZK Prescibed Paid Arrears Overpayment
nezaplaceno z minulych obdobi 1.419.200 433.560 985.640 x
Unpaid in past periods
B N L CES 4.974.350 3.785.600 1.188.750 x
Imposed in the current year
Stav ke koncl obdobi 6.393.550 4.219.160 2.174.390 x
Closing balance
Tabulka 2. Objem pFijmu za rok 2007 v tis. K&
Volume of incomes in 2007 (CZK thousands)
Ukazatel Rozpocet Skuteénost Ukazatel
Indicator Budget Reality Indicator
schvaleny / Approved upraveny / Adjusted
Objem pFijmui za odborné ukony
p P - 169.242

Volume of income for expert activities
Objem vybranych spravnich poplatkt _ 18.851
Volume of collected administrative fees ’
Objem vybranych ¢astek za pokuty

g - 4.219
Volume of amounts collected in fines
Objem rozpoctovycl? prijmu 500 500 1.933
Volume of budgetary income
Celkem pFijmy 500 500 172.407
Total incomes
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Tabulka 3. Prehled vybranych druhti aktiv a pasiv organizace v tis. K&

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

Nazev polozky
Name of item

Stav k 1. 1. 2007

Status as of 1 Jan 2007 Status as of 31 Dec 2007

Stav k 31.12. 2007

A. Stala aktiva celkem
Total fixed assets

226.753

282.686

v tom:
including:

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

22.132

39.224

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

204.620

243.463

Stavby
Buildings

104.909

135.845

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

60.400

70.247

B. Obézna aktiva celkem
Total current assets

306.168

380.690

v tom:
including:

1. Zasoby celkem
Total reserves

54

54

2. Pohledavky celkem
Total claims

874

494

3. Finanéni majetek celkem
Total current liquid assets

14.310

17.947

4. UGty rozpocétového hospodareni a dalSi uéty
majici vztah k rozpocétového hospodareni a
Guéty mimorozpoctovych prostfredkl celkem
Total economic accounts and other accounts
related to budget economy, and accounts
of off-budget resources

290.929

362.195

C. Vlastni zdroje kryti stalych
a obéznych aktiv celkem
Total own resources for covering fixed
and current assets

519.720

646.339

v tom:
including:

1. Majetkové fondy celkem
Total property funds

225.530

281.464

2. Finanéni a penézni fondy celkem
Total financial and money funds

292.553

364.056

Fond kulturnich a socialnich potreb
Fund of cultural and social needs

1.624

1.861

Fond rezervni
Reserve fund

290.929

362.195

D. Cizi zdroje celkem
Total not-own sources

13.202

17.038

v tom:
including:

3. Kratkodobé zavazky celkem
Total short-term obligations

13.202

17.038
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Tabulka 4. Prehled zavaznych ukazatel( statniho rozpodétu v tis. Ké
Overview of mandatory indicators of the state budget (CZK thousands)
Ukazatel Rozpocéet na rok 2007 Skuteénost za rok 2007
Indicator Budget for 2007 2007 reality
schvaleny rozpocet
rozpocet PO zménach
Approved budget Corrected budget
Rozpoc_tove prijmy 500 500 1933
Budget incomes
Neinvesticni vydaje 118.776 119.324 170.056
Operating expenditure
z toho:
of which:
I L7 P BT 71.502 71.502 107.824
Payroll costs
ostatni osobni vydaje ' 3.521 3.521 4.909
Other personnel expenditures
Mzdové prostredky celkem 75.023 75.023 112.733
Total payroll costs
pojisténi 26.258 26.258 38.699
Insurance
pridél FKSP
Quota of Fund of cultural 1430 1430 2.153
and social needs
dotace na pInéni ukolu
souvisejicich se vstupem do EU
Subsidies for fulfilment of tasks e S el
related to accession to EU
Kapitalove vydaje celkem 7.000 7.497 54.449
Total capital expenditures

Tabulka 5. Rozpodctové prFijmy, rozpocétové vydaje a financovani v tis. Ké
Budget incomes, budget expenditures and financing (CZK thousands)
Paragraf SKUQma -
= . | polozek . - Skuteénost
rozpoctoveée o . PFijmy Rozpodet na rok 2007
rozpoctoveé za rok 2007
skladby Income Budget for 2007 X
skladby 2007 reality
Paragraph
Item group
schvaleny rozpocet
rozpocet po zménach
Approved Corrected
budget budget
0000 211 PFijmy z viastni cmno.s'tl ) 0 54
Incomes from own activity
0000 213 PFijmy z pronajmu majetku 20 20 26
Incomes from property lease
PFijmy z uroku a realizace
0000 214 financniho majetku 480 480 1.584
Incomes from interest and
realisation of current liquid assets
0000 232 Ostatni nedarlmove pFijmy 0 269
Other non-tax incomes
0000 413 Pfevody z vliastnich fondu ) 0 51.659
Transfers from own funds
CELKEM
0000 000 TOTAL 500 500 53.592
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Skupina
FEIELIED olozek Skutecénost
rozpoctoveé P = L Vydaje Rozpocet na rok 2007
rozpoctoveée . za rok 2007
skladby Expenditures Budget for 2007 ;
skladby 2007 reality
Paragraph
Items
schvaleny rozpocet
rozpocet po zménach
Approved Corrected
budget budget
3549 513 Nakup materialu . 0 1 1
Purchase of material
516 Nakup sluzeb 0 286 283
Purchase of services
516 Najemné / Rent 211 210
517 Cestovné / Transport 50 47
celkem
Total 548 541
Platy zaméstnancu
3562 501 Vv pracovnim poméru 71.502 71.502 107.824
Fulltime employees’ salaries
502 Ostatni osobni vydaje . 3.521 3.521 4.909
Other personnel expenditures
Povinné pojistné placené
503 zaméstnavatelem 26.258 26.258 38.699
Mandatory premium paid by employer
513 Nakup materialu 1.620 3.060 3.055
Purchase of material
515 Nakup vody, paliv a energie 1.220 1.924 1.921
Purchase of water, fuels and energy
516 LELITECIREL). 9.975 7.894 7.890
Purchase of services
517 N e R 3.250 3139 3.020
Other purchases
Vydaje souvis. s neinvestiénimi
5189 nakupy, prispévky, nghrady 0 28 25
Outlays related to non-investment
purchases, subsidies, compensations
534 PFevody viastnim fondim 1.430 1.430 2153
Transfers to own funds
Ostatni neinvestiénimi transfery jinym
vefFejnym rozpoctim
S Other non-investment transfers 2 4 2
to other public funds
Nahrady placené obyvatelstvu
542 Compensations paid to inhabitants o 25 24
Porizeni dlouhodobého
611 nehmotného majetku (0] 497 17.034
Acquisition of long-term intangible assets
PofFizeni dlouhodobého hmotného
612 majetku 7.000 7.000 35.844
Acquisition of long-term tangible assets
636 Investiéni prevody viastnim fondum o 0 1572
Investment transfers to own funds
3562 CELKEM / Total 125.776 126.273 223.965
5.. Vv tom: bézné vydaje 118.776 118.776 169.516
including: Current expenditures
6.. kapitalové vydaje 7000 7.497 54.449
Capital expenditures
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Tabulka 6. Provozni naklady jednotlivych utvara ustavu, reZijni a jiné vydaje v r. 2007

(v tis. K&, nezahrnuje platy)

Overheads of the Institute’s various departments and branches in 2007

(CZK thousands, excl. salaries)

Utvar Mat’e rialove Sluzby Cestovné Celkem
naklady .
Department/Branch . Services Transport Total
Materials

Oddéleni podpory managementu 214 431 248 893
Management Support
Oddéleni regulaéni koordinace
a pravni podpory 180 136 256 572
Regulatory Co-ordination and Legal Support
Oddéleni pro publicitu, informace
a dozor nad reklamou 77 189 1 267
Publicity, Information and Advertising Supervision
Admllnllstra'cm oddéleni 239 94 14 347
Administration
Sekce laboratorni kontroly
Laboratory Control Branch 1.724 I 7 2.774
Sekce servisnich éinnosti
Service Activities Branch 220 494 1 715
Sekce lIékarenstvi a kontroly distribuce
Pharmacy and Distribution Control Branch s g2 2hl UeEe
SIS0 I 90 249 488 827
Inspection Branch
Sekce registraci
Marketing Authorisation Branch 999 300 o12 2211
Sekce informatiky
IT Branch 134 120 6 260
Sekce zdravotnickych prostiedku
Medical Devices Branch 11 =0 L o
Sekce klinického hodnoceni
a farmakovigilance 199 216 109 524
Clinical Trials and Pharmacovigilance Branch
Rezie

: 1.750 16.654 - 18.404
Running costs
Odv.ody na soclélpl vydaje _ 38.699 _ 38.699
Social expense levies
Mimoradné vydaje reZijniho charakteru _ 2078 601 2679
Extra expenses of overhead nature
Mimoradné uceloye vydaje 1 760 47 808
Extra purpose-dedicated expenses
L Ch 6.460 62.154 3.718 72.332
Total
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Tabulka 7. Vyse vybranych neinvesti¢nich vydaja v roce 2007
Volumes of selected operating expenditures in 2007

Zmeéna Vv % proti
r. 2006 s vliivem
kompenzaci
Difference in % compared to
2006, incl. offset impact

% z celkovych
vydaju
Percentage of total
expenditures (%)

Vyse v tis. Ké
Amount
(CZK thousands)

Druh vydaje
Type of expenditure

Opravy a udrzba

. . 1.118 0,66 88,4
Repairs and maintenance
Sluzby d?dava'telskych organizaci 3.937 232 101,4
Suppliers’ services
Poplatky telc.ako‘munlkaclm a spojum 957 0,56 85,6
Telecommunication and postal fees
Knihy, Iekar:skg mform'ace 487 0,29 97,8
Books, medical information
Zah.ranlcnl' pracovni cesty 1.005 0,59 98,7
Business trips abroad
Tuzems.ké pr'acovnllcesty 679 0,40 90,4
Domestic business trips
Mzdy 112,733 66,29 110,5
Salaries

Zdravotni a socialni pojiSténi a FKSP
Health and social insurance and Fund 38.699 22,76 104,2
of cultural and social needs

Vypocetni technika a programy

Computer hardware and software 631 0,37 62,3

Tabulka 8. Vyvoj nakladovosti a plata v letech 2003 - 2007 (v tis. K¢&)
Developments in the area of expenses and wages in the years 2003-2007 (CZK thousands)

2003 2004 2005 2006 2007

1 |Neinvestiéni vydaje celkem 123036 | 133 694 | 152 974 | 157 765 | 170 056
Total operating expenditure

2 Nelnvgstlcnl vydgje (bez mzdovych prostredku) 56 321 58 682 63 592 55 749 57 323
Operating expenditure (excl. wages)

3 |Vvdaje nainvestice 4662 | 6660 | 6845 | 8390 | 54449
Capital assets expenditure

4 Prumérny prepocteny pocet zaméstnancu 273 279 285 292 293
Average converted number of employees

5 Nakladovost na jednoho 'zame.stnance (Fadek 1/fadek 4) 451 479 537 540 580
Expenses per employee (line 1/line 4)
Primérny plat VS (v K&)

E Average salary — university graduate (in CZK) U 2R SR Yy et
Pramérny plat SS (v K&)

7 Average salary — high school graduate (in CZK) 16583 17215 19678 20636 21822
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6.2 PROVOZNi OTAZKY

V roce 2007 probéhla za plného provozu rekonstrukce
plasté budovy SUKL, ktera byla po projeké&ni strance pfi-
pravovanajiz vroce 2006. Dodavatelem stavebnich praci
byla firma ELORA Group Paskov s.r.o., vybrana ve vybé-
rovém fFizeni dle zakona ¢. 137/2006 Sb., o verejnych
zakazkach. Rekonstrukce byly zahajeny v dubnu 2007
a dokonc¢eny v listopadu 2007. V prosinci 2007 pak
probéhla uspésna kolaudace stavby. DalSi vyznamnou
investi¢ni akci, ktera byla financovana z mimorozpo-
¢tovych zdroju, byla modernizace informacniho systému,
kterou realizovala firma Netprosys, s.r.o.. Z dalsich
akci stoji za zminku realizace pripojeni SUKL optickym
kabelem a noveé elektropfipojeni ustavu samostatnym
kabelem z trafostanice Statniho zdravotniho ustavu.

V roce 2007 bylo ustavu prevedeno pravo hospodareni
k dal&i budové v arealu SZU (budova &. 30) z dGvodu
materialniho zajisténi rozsifeni Cinnosti ustavu o novou
agendu — cenovou a uUhradovou regulaci a k budové
v arealu nemocnice v Kutné Hore, ktera bude slouzit
pro potreby centralni spisovny.

V souvislosti s pfevzetim nové agendy od 1.1.2008
probihaly v poslednim ctvrtleti roku 2007 rekonstrukéni
prace v budoveé €. 30 a v pfizemi budovy &. 24, kde byla
vybudovana v zadnim traktu budovy nova podatelna
s bezbariérovym pfistupem.

Na konci roku 2007 byly ustavu ze strany MZ pfidéleny
v ramci programu ISPROFIN finan¢ni prostfedky na
materialni zajisténi noveé agendy (nakup IT techniky a
osobnich automobilt) v celkové vysi 5.502 tis. KE a na
Ffesdeni havarijniho stavu elektrickych rozvodu a vodo-
vodniho a odpadniho fadu v budové ¢&. 24 v celkove
vySi 7.700 tis. K&. Tyto finan¢ni prostfedky byly na konci
roku prevedeny do rezervniho fondu MZ a realizace
téchto akci probéhne v roce 2008.
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6.2 TECHNICAL ISSUES OF THE INSTITUTE’S
OPERATION

In 2007, the shell of the SUKL building was fully reconstructed
under normal operation. The reconstruction project had already
been under preparation in 2006. The provider of construction
works was ELORA Group Paskov s.r.o., selected in a tender
conducted pursuant to Act No 137/2006 Coll., on Public
Contracts. The reconstruction commenced in April 2007
and was completed in November 2007. In December 2007
a successful approbation decision was achieved. Another
important investment activity funded from non-budgetary
resources was the modernisation of the information system,
implemented by Netprosys, s.r.o.. From other undertakings
it is worth to mention the implementation of optical cable
connection and new electricity connections in the Institute by
a separate cable from the transformer station of the National
Institute of Public Health.

In 2007, the right to use another building within the premises of
the National Institute of Public Health was transferred to SUKL
(building no. 30) for the purposes of providing a material base
necessary for the extension of the Institute’s operation by
another responsibilities — price and reimbursement regulation;
and for a building within the premises of the hospital in the
town of Kutna Hora, which will serve for the purposes of the
central documentary service.

In relation to the takeover of the new responsibilities as of
January 1 2008, reconstruction works at building no. 30 and
on the ground floor of building no. 24 were conducted, where
a new mail room with barrier-free access was built.

At the end of 2007, the Ministry of Health allocated to the
Institute funds necessary for the material background for
the new responsibilities within the scope of the ISPROFIN
Project (purchase of IT and cars) in the total amount of 5,502
thous. CZK and for the solution of the emergency condition of
electrical wiring and water and sewage pipelines in building
no. 24 in the total amount of 7,700 thous. CZK. These financial
resources were, at the end of the year, transferred to the
Ministry’s reserve fund and the works shall be conducted in
2008.

Zprava o &innosti SUKL v roce 2007
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7. ZAMERENI NA ZAMESTNANCE

7. FOCUS UPON EMPLOYEES

71 PERSONALNIi OTAZKY

Z hlediska personalistiky byl rok 2007 naro€ny vzhledem
k zavérum personalniho auditu a pfipravovanym zménam
v ¢innosti ustavu.

Stav zaméstnancu, ktery byl na rok 2007 naplanovan
na 294, byl v zavéru roku navysen na pocet 296 z du-
vodu pfipravy na prevzeti novych agend. K tomu byly
zameéreny vSechny naborové aktivity a k 31.12. 2007
bylo ve stavu celkem 311 zaméstnancu, coz &ini v pre-
pocteném stavu 294,986 uvazku.

Na dohody o pracich konanych mimo pracovni pomér
byly uzavieny smlouvy se 174 pracovniky, coz bylo po
prepocteni stavu 16,40 pracovniho uvazku.

Vékovy primér zaméstnancu je 46,86 roku.

Pracovni neschopnost Cinila 5 107 kalendarnich dni a
oproti r. 2006 doslo ke zvyseni z duvodu vyssiho poctu
dlouhodobych nemoci s délkou nad 4 mésice.

Obr. 1.

7.1 PERSONNEL ISSUES

Withregardtohumanresources,theyear2007 wasdemanding
in terms of the conclusions of the human resources audit and
prepared changes in the operation of the Institute.

The headcount, which was planned as 294 for the end of 2007,
was atthe end of 2007 increased to 296 due to the preparation
for the takeover of the new responsibilities. All recruitment
activities were aimed at this purpose and as of December 31
2007 the Institute had 311 employees in total, which, when
converted, represents 294.986 fulltime employees.

Contracts for works outside regular employment were
concluded with 147 individuals, which, when converted,
corresponds to 16.40 fulltime employees.

The average age of employees is 46.86 years.

Disability leave was taken for 5,107 calendar days, which is
an increase compared to 2006, due to the higher number of
long-term diseases exceeding 4 months.

Vzdélani a vékova struktura zaméstnancu ustavu

Education and age structure of the employees of the Institute

Ostatni
Other

SS vzdélani — zeny
Secondary ed. - women
SS vzdélani — muzi
Secondary ed. - men
VS vzdélani — zeny
University ed. - women
V8 vzdélani — muzi
University ed. - men

do 20 let
under 20 years

21-30 31-40 41-50

Fluktuace a mobilita

Zmény v cinnosti a ve strukture ustavu mély dopad na
vyvoj fluktuace a mobility, kdy vzhledem k nizké mire
nezaméstnanosti v CR a zejména v prazské aglome-
raci se projevuje nedostatek vysoce kvalifikovanych
profesi — |ékafu, farmaceutu, pracovnikl IT. Navic jde o
profese, které jsou obecné nedostatkove a s vysokymi
naroky na odménovani. Pri naboru vznikaji nejvétsi pro-
blémy pFi vyhledavani vhodnych uchazecu na speciali-
zované pozice, protoze tito uchazeci maji velmi dobre
uplatnéni v konkurenc¢nich sektorech zdravotnictvi a ve
farmacii. Pozitivni tendence v odménovani a zlepSovani
postaveni Ustavu znamenaji lepsi pozici pfi ziskavani
kvalifikovanych pracovniku.

51-60

nad 60 let
over 60 years

Staff turnover and mobility

Changes to the operation and structure of the Institute had
an impact upon turnover and mobility trends, where, due to
the low unemployment rate in the Czech Republic and in
the Prague urban area in particular, a lack of highly qualified
professionals — doctors, pharmacists, IT experts — has arisen.
This, moreover, concerns professions whose supply does
not cover the demand in general and whose payroll demands
are high. In recruitment the biggest problems arise when
looking for candidates for expert positions as these candidates
have very good opportunities in the competing sectors of
healthcare and in pharmacy. The positive payroll tendencies
as well as the improving image of the Institute imply a better
chance of finding qualified staff.
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S intenzivnim naborem na nové agendy cen a uhrad
se mohlo zapodit az po schvaleni legislativy a to az
v zavéru roku 2007. Soucasné bylo v zavéru roku zaha-
jeno vybérové fizeni na obsazeni vrcholovych pozic
naméstku Feditele a vedouciho kancelare feditele. Vy-
znamnym prostfedkem pFi naboru bylo vyuziti inter-
netové inzerce, protoze fada vysoce kvalifikovanych
odbornikl vyhledava nabidky pouze prostiednictvim
internetu.

7, SUKL

The intensive recruitment of staff for the new price and
reimbursement regulation could only begin after the adoption
of legislation, i.e. only in late 2007. At the same time, a tender
for the top management positions of deputy directors and
Head of the Director’'s Office has commenced. A much
utilised means of recruitment has been internet advertising,
as many qualified specialists search for vacancies only on
the internet.

Obr. 2. Mobilita/fluktace zamé&stnancu SUKL
Mobility/turnover of SUKL staff
100
80

. Skonc&eni pracovniho pomeéru
uplynutim doby
Employment contract expiry

Odchod do dlchodu
Retirement

ZruSeni pracovniho pomeéru

60 ‘ | ve zkuSebni dobé
Cancellation of employment
in probation period
Skon¢&eni pracovniho

40 I | poméru dohodou
Discharge by agreement
Vypoveéd
Notice

) ‘ “

0
Nastoupilo Odeslo
Stat-ups Leaving

V roce 2007 v SUKL nastoupilo 69 zamé&stnancil a 92
zaméstnancu odeslo.

Ivroce 2007 byl vyznamnym stabiliza&nim prvkem dyna-
micky rust primérného platu, ktery dosahl 30 626,- K&
(pFepocteno na priumér 293 uvazkdl). Tento rust umoznil
diferencovat vyvkonné zaméstnance a nalezité je ocenit.
V néktery pozicich jiz platové mizeme byt konkurence-
schopnymi. Stale véak Uroven platd u specialistd ve srov-
nani s primérnymi platy ve farmaceutickém prdmysiu
nedosahuje potfebné urovné. Uroven v odmérnovani
specialistll ve statni spravé je znacnym rizikem i do bu-
doucna.

Osvédcila se i zména v rozsahu poskytovanych zamést-
naneckych vyhod, ktera rozsirila cerpani Fondu socialnich
a kulturnich potfeb zavedenim osobnich kont. Ta kombi-
nuji individualni zajmy zaméstnancl zejména v rekre-
acni oblasti se socialnim poslanim fondu. Nastaveny
systém vyuzivani FKSP vyraznym zplsobem pfispél ke
spokojenosti zaméstnancu.

Podle aktualizované smérnice o stfetu zajmu jsou vyhod-
nocovany udaje zaméstnancl o mozném stietu zajmu.
Po vyhodnoceni deklarovanych udaju je tfeba konsta-
tovat, Ze za obdobi r. 2007 nedoslo ke stfetu zaima.

In 2007, 69 employees started their jobs in SUKL and 92
employees left.

Also in 2007, an important stabilisation element was the
dynamic increase in the average salary which has amounted
to 30,626 CZK (converted to the average of 293 fulltime
employees). This growth allowed to select well-performing
staff and to remunerate them properly. In some positions,
the Institute may offer competitive salaries. The level of
salaries of specialists, compared to the average salaries in
the pharmaceutical industry, however, still does not reach the
needed standard. The level of remuneration of specialists in
state administration seems to be a considerable risk also for
the future.

The change in the scope of the provided employee benefits
has also proven to be good - it has extended the scope of
utilisation of the Fund of Social and Cultural Needs (FKSP) by
introducing personal accounts. These combine the individual
interests of employees, particularly in leisure area, with
the social mission of the Fund. The established system of
FKSP utilisation has much contributed to the satisfaction
of employees.

Pursuant to the amended directive on the conflict of interest
data on potential conflict of interests of employees were
subjected to evaluation. After the evaluation of the said data
it is necessary to state that no conflict of interest was seen
in 2007.

Zprava o &innosti SUKL v roce 2007
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7.2 VZDELAVANIi ZAMESTNANCU

Prabéznému vzdélavani zaméstnancl je vénovana
trvala pozornost. Ustav spolupracuje v oblasti pFipravy
statnich zaméstnancl s Institutem statni spravy (akci
v r. 2007 se zucastnilo celkem 75 ucastnikl) ve vSech
urovnich pfipravy. Oproti minulému roku je to velky
narust, coz je zpusobeno zménou cile vétsiny kurzu
zamé&Fenych smé&rem k predsednictvi Ceské republiky
v EU a zaroven jmenovanim 3 kandidatt do tzv. ,,cent-
ralniho registru®.

Kontinualné probihaly skupinové kurzy jazykoveé pfi-
pravy — 10 kurzt do ¢ervna 2007. V zimnim semestru
probihalo 8 kurz( anglického jazyka. V ¢ervnu také
uspésné probéhly 2 zkousky FCE. Podileli jsme se na
organizaci nestandardnich jazykovych kurz(, kterych
bylo v tomto roce 17.

Pozornost je vénovana odborné pfipravé, kdy probéhlo
8 odbornych pfednasek pro zamé&stnance SUKL s té-
maty ,Systémy pro transport 1€kl do cilovych tkani“,
,Nadorové a kmenové bunky lidskeho téla“, ,Nano-
technologie IHII¥, ,Psychofarmaka Il ,Biologie nadorl
a nove pristupy k jejich 1eé€bé*.

Zaméstnanci se dale zuc€astnili specializovanych akci
porfadanych na zakazku, napf. Informacni systémy ve-
Ffejné spravy, Prezentacni dovednosti.

Z externich akci je tfeba zminit U¢ast zaméstnancl
registraéni sekce (celkem 10), ktefi dokoncili kurz
Farmaceutické mediciny pofadany ACRO-CZ a 3.LF UK
a zucastnili se v tomto roce 6 blokl a dvou exkurzi.
Na tento kurz navazal dalsi, do ktereho byli nominovani
celkem 4 kandidati, a ten ma celkem 5 moduld. Prvnich
dvou moduld se jiz nasdi kandidati zu¢astnili, kurz bude
pokracovat az do kétna 2008.

V PC ucebné probihaly kurzy pocitacovych dovednosti
Excel, Access, PowerPoint. Na zakladé prubézného
hodnoceni a rostoucich potfeb je nezbytné v téchto
kurzech systematicky pokracovat a vice se zamérit
na specialni funkce editord, které vyrazné racionalizuji
praci a zvysuji efektivitu.

Kumulativni pocet u¢astnikl vSech kurzl za r. 2007 byl
767 a bylo vynalozeno 579 700,- K&.

7, SUKL

7.2 EMPLOYEE EDUCATION

Permanent attention is paid to ongoing employee education.
In the sphere of civil servants preparation, the Institute
cooperates with the Institute of State Administration (in 2007,
75 participants were involved in training events) on all levels of
preparation. Compared to the last year, it is a great increase,
which has been due to the change in the objective of most
of the training courses focusing upon the Czech presidency
in the EU and also by nominating 3 candidates for co called
,central registry“.

Group language courses have been conducted on an ongoing
basis — 10 courses by June 2007. In the winter term, 8 English
language courses took place. In June, 2 FCE examinations
were also successfully completed. The Institute has taken
part in the organisation of non-standard language courses;
17 of them have been implemented in this year.

Attention has been paid to specialised training, which
included 8 specialised lectures for SUKL employees with
the following topics: “Transport systems of medicines to
target tissues”, “Cancer and stem cells in the human body”,
“Nanotechnologies I-Hll”, “Psychopharmaceuticals IlI” “Tumour
biology and new approaches to tumour treatment”.

Employees have, furthermore, participated in tailored
specialised events, e.g. Public administration information
systems, Presentation skills.

Of external events, the participation of the Marketing
Authorisation Branch employees (10 in total) should be
mentioned, who have completed the course of Pharmaceutical
Medicine organised by ACRO-CZ and by the 3rd School of
Medicine of Charles University, and who have attended six
blocks and two excursions in this year. This course has been
followed up by another one, for which 4 candidates in total
have been nominated; the course has five modules. SUKL
candidates have already taken part in the first two modules,
and the course is planned to continue until May 2008.

In the PC training room computer skills courses in Excel,
Access, and PowerPoint have been conducted. As implied by
the progress review and the increasing needs, it is necessary
to continue in these courses systematically and to focus more
on the special editor functions which much simplify work and
increase its efficiency.

The cumulative number of participants in all courses for 2007
was 767 and the costs incurred were 579,700 CZK.
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8. ZAMERENI NA JAKOST

8. FOCUS UPON QUALITY

Ustav ve v8ech vykonavanych g&innostech pokra-
Coval v implementaci pozadavkl normy CSN EN ISO
9001:2000 na systém fizeni jakosti. Hlavni pozornost
byla v tomto sméru vénovana tvorbé a doplfovani pfi-
slusné dokumentace SRJ.

V oblasti laboratorni kontroly byly implementovany poza-
davky normy CSN EN ISO/IEC 17 025:2000 a v oblasti
dozoru nad vyrobci Pozadavky EU na systémy jakosti
inspektorati SVP.

V pribé&hu roku 2007 probéhl v SUKL externi audit prove-
deny spole¢nosti Ernst & Young zaméreny na oblast
registrace lécCiv pod nazvem ,Procesni, personalni,
organizadni a informadéni audit. Dale SUKL prosel
,Rozdilovou analyzou“, provedenou spolec¢nosti LRQA,
kdy doslo khodnoceniimplementace systémumanage-
mentu kvality v porovnani s pozadavky normy CSN EN
ISO 9001:2000 s prihlédnutim na certifikaci systému.
Zjisténi a doporuceni z provedenych externich auditt
bylo zapracovano do napravnych opatfeni a v ramci
provadénych internich auditi bude hodnoceno.

V roce 2007 byly na zakladé nové pridélenych agend
a zavedenych informacnich technologii v ustavu imple-
mentovany pozadavky normy ISO/IEC 27001 Systémy
managementu bezpecnostiinformaci.Vramcizavadéni
byla pfipravena a vydana systémova dokumentace a
provedeny interni audity ISMS v rozsahu dle pozadavku
vysSe uvedené normy. V listopadu 2007 byl systém audi-
tovan pracovniky CQS. Na zakladé vysledku auditu byl
v prosinci 2007 systém bezpecnosti certifikovan neza-
vislou certifika€ni autoritou CQS v plném rozsahu ¢&in-
nosti Ustavu.

In all of its activities the Institute has continued to implement
the requirements stipulated by the CSN EN I1SO 9001:2000
standard governing the quality management system (QMS).
Much attention has been paid to generation and amendments
of the QMS documentation.

In the sphere of laboratory control, the requirements
stipulated by the CSN EN ISO/IEC 17 025:2000 standard have
been implemented and in the sphere of surveillance over
manufacturers the EU Requirements governing quality
systems of GMP inspectorates have been implemented.

In the course of 2007 an external audit conducted by Ernst &
Young and focused upon the area of marketing authorisation
of pharmaceuticals - the ,Process, personnel, organisational,
and information audit“ - was carried out in SUKL. Furthermore,
SUKL was subjected to a “Difference analysis” conducted by
LRQA, in which the quality management systemimplementation
was evaluated with respect to the CSN EN ISO 9001:2000
standard and with aview to the system certification. The findings
and recommendations from the conducted external audits
have been incorporated in corrective action and will be
evaluated as part of the conducted internal audits.

In 2007, on the basis of the new responsibilities and the
implemented information technologies, the Institute
implemented the requirements stipulated by the ISO/IEC 27001
Information Security Management Systems standard. As part
of implementation system documentation was prepared and
published and ISMS internal audits conducted within the scope
stipulated by the above-mentioned standard. In November
2007 the system was audited by the CQS staff. On the basis of
the audit results, the security system was certified in December
2007 by an independent CQS certification authority within the
full range of activities of the Institute.

Zprava o &innosti SUKL v roce 2007
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9. VYHLEDY DO ROKU 2008

9. OUTLOOK FOR 2008

Rok 2008 bude z hlediska pracovni napiné pro SUKL
zlomovym. Na Ustav pfechazi od 1. ledna 2008 kom-
petence v oblasti cenové a uhradové regulace, které
dosud méla v gesci Ministerstva financi a zdravotnictvi.
Statni ustav pro kontrolu IéCiv tak bude nové vydavat
rozhodnuti o stanoveni maximalnich cen IéCivych pfFi-
pravkl a potravin pro zvilastni Iékarské ucely a provadét
cenovou kontrolu. Ustav bude rovné&Z prvoinstan&nim
organem, ktery stanovuje vysi a podminky uhrady. Za
timto ucelem je od 1. ledna 2008 zfizena nova Sekce
cenové a uhradoveé regulace.

Zasadni bude i pfiprava na ceské predsednictvi v Radé
EU. Ukolem Ustavu bude pFiprava fady akci v prvni
poloving roku 2009 a zastupovani Ceské republiky
v Radé Evropskeé unie, vramci predsedani pracovni sku-
piné pro lédiva a zdravotnické prostfedky. Cilem SUKL
bude dosazeni pokroku v otazce budoucnosti jednot-
neého evropského trhu humannich |é€iv a pfedevsim
posileni role pacienta a zvysSeni jeho informovanosti.
Proto Ustav pfipravuje v ramci svych internetovych
stranek spusténi webu uréeného pfimo pacientim. Mezi
dalsSi priority po dobu naseho predsednictvi Ize zaradit
oblast ochrany trhu pfed nelegalnimi a padélanymi
lIécivy, rozvoj systému farmakovigilance a zjednoduseni
pravidel tykajicich se zmén légivych pFipravki po udéleni
registrace.

Lze oCekavat, ze v roce 2008 bude schvalen navrh za-
kona o jakosti a bezpecnosti lidskych tkani a bunék.
Statni ustav pro kontrolu léCiv by mél byt timto zakonem
povéren vykonem dohledu nad zachazenim s lidskymi
tkanémi a bunkami. Navrh je v souCasné dobé projed-
navan parlamentem. Zakon upravuje podminky pro
zajisténi jakosti a bezpecnosti lidskych tkani a bunék
urenych k pouziti u ¢lovéka, a to pfi jejich darovani,
opatrfovani, vysetfrovani, zpracovani, skladovani a dis-
tribuci. Upravuje rovnéz podminky c¢innosti tkannovych
zarizeni, odbérovych zafizeni a diagnostickych labora-
tofi. Tyto subjekty mohou vykonavat svou c¢innost jen
na zakladé povoleni, které bude vydavat Statni ustav
pro kontrolu I&civ.

Od 1. ledna 2009 bude vytvorena zcela nova kategorie
vydeje lécivych pfipravkl — bez Iékarského predpisu
s omezenim. Do této skupiny budou zarfazena léciva,
jejichz spravnée pouziti predpoklada nezbytné odbornou
poradu s farmaceutem nebo jsou Casto a v Sirokém
rozsahu nespravné pouzivana. V roce 2008 bude k to-
muto tématu Ustavem pripravena komunika&ni kampari
zamérena na odbornou i laickou vefejnost.

Ke stejnému datu bude v CR zfizeno a uvedeno do
provozu tzv. centralni ulozisté elektronickych receptu.
S témito pojmy operuje novy zakon o lécCivech, ktery
vesel v platnost 31. 12. 2007. Pfevedeni tohoto zakona
do praxe bude v nadchazejicim roce pro Ustav velkou
Vvyzvou.

From the point of view of activities falling within remit of SUKL,
2008 is going to be a break-through year. As of January 1
2008, the Institute has taken over its powers in the sphere
of price and reimbursement regulation which has been,
until then, within the remit of the Ministry of Finance and
the Ministry of Health. The State Institute for Drug Control
shall newly issue decisions determining maximum prices of
medicinal products and foods for special medical purposes
and conduct price controls. The Institute shall, moreover, be
the primary authority determining the levels and conditions
of reimbursements. For this purpose, a new Price and
Reimbursement Regulation branch has been established as
of January 1 2008.

Essential, however, shall be also the preparation for the Czech
Presidency in the EU Council. The task of the Institute shall be
to prepare a number of events in the first half of 2009 and to
represent the Czech Repubilic in the Council of Europe, within
the scope of presiding the working party for pharmaceuticals
and medical devices. SUKL‘s objective shall be to achieve
progress in the issue of the future single European market of
human pharmaceduticals, and, in particular, in the enhancement
of patient's role as well as in an enhanced provision of
information to patients. For this reason the Institute prepares
a launch of a website intended especially for patients,
which will form part of the SUKL website. Other priorities
of the Czech Presidency of the Council of Europe include
the area of market protection from illegal and counterfeit
pharmaceuticals, development of the Pharmacovigilance
system, and a simplification of rules governing variations to
marketing authorisations of medicinal products.

The adoption of the draft Act on the Quality and Safety of
Human Tissues and Cells may be expected in 2008. The State
Institute for Drug Control should, pursuant to this Act, be
appointed to conduct surveillance over the handling of
human tissues and cells. At present, the draft is debated in
the Parliament. The Act stipulates the conditions governing
the safety and quality assurance of human tissues and cells
intended for use in man, in their donating, obtaining, testing,
processing, storage, and distribution. Furthermore, it stipulates
the conditions governing the operation of tissue establishments,
donation centres, and diagnostic laboratories. These entities
may operate only on the basis of an authorisation to be issued
by the State Institute for Drug Control.

Starting from January 1 2009, a completely new category
of medicinal product dispensing shall be established — OTC
medicinal product subject to restricted sales. This group shall
include pharmaceuticals for whose correct use a professional
consultation with a pharmacist is essential or which are often
used incorrectly on a broad scale. In 2008, the Institute shall
prepare a campaign for this topic focused upon the health
professionals as well as the general pubilic.

On the same date, so called Central Electronic Prescription
Repository will be established and launched in the Czech
Republic. These terms are stipulated by the new Act on
Pharmaceuticals which has taken effect on December 31
2007. Implementing this Act in practice in the coming year is
going to be a true challenge for the Institute.
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Centralni ulozisté, jehoz zfizenim a spravou byl Statni
ustav pro kontrolu lé€iv povéfen, bude vytvofeno jiz
v prubéhu roku 2008. Ulozisté bude mimo jiné pFijimat
a shromazdovat elektronické recepty zasilané prede-
pisujicimi Iékarfi. Elektronické recepty (e-Preskripce)
jsou podobné jako cela koncepce eHealth v posledni
dobé velmi ¢asto diskutovanym pojmem. Hlavni pred-
nosti systému elektronické preskripce bude moznost
evidence receptl, plna kontrola lékové preskripce
pacientem, zvySeni bezpecnosti pacienta pfi soubézném
predepisovani vice Ié¢iv riznymi Iékari, snizeni poctu
omylu pfi preskripcii vydeji léCiv a také zabranéni padé-
lani recepturnich tiskopisu pacienty.

Nesnadnym ukolem v nadchazejicim roce bude i optima-
lizace chodu ufradu, pfedevSim v oblasti transparent-
nosti, pfedvidatelnosti a kvality procesu dle certifikatu
ISO 9001. Snahou SUKL bude i v&t§i otevienost smé&rem
k pacientim, posileni jejich informovanosti, hlavné
v oblasti informaci o Ié€ivych pfipravcich nebo hlaseni
podezfeni na nezadouci UC€inky lécCiv. S tim souvisi
i zvy&eni medialni informovanosti o &innostech Ustavu
a jeho propagace smérem k mediim.

Snahou SUKL bude rovnéz snizovani administrativni
zatéze regulovanych subjektl dlslednou elektronizaci
zadosti, hlaseni, poskytovani a zvefejiiovani informaci.
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The Central Repository, the establishment and administration
of which has been assigned to the State Institute for Drug
Control, shall be developed in the course of 2008. The
Repository will, apart from other, receive and collect electronic
prescriptions sent by the prescribing doctors. Recently, the
electronic prescriptions (e-Prescription) as well as the entire
conceptofeHealthhave beensubjectedtofrequentdiscussions.
The major benefit of the electronic prescription system shall
be the possibility to register prescriptions, the option for the
patientto have a complete control over the medical prescription,
increased patient safety in parallel prescriptions for more
pharmaceuticals by several doctors, reduced number of
mistakes in the prescription as well as dispensing of
pharmaceuticals, and also prevention of patient counterfeit
prescription forms.

Another challenging task in the coming year shall be the
optimisation of the operation of the authority, particularly in
terms of transparency, foreseeability and quality of processes
pursuant to the ISO 9001 Certificate. Furthermore, SUKL shall
strive for a greater openness towards patients, particularly in
terms of enhancing the information provided thereto, especially
as concerns information on medicinal products or reported
suspected adverse reactions to medicinal products. This is
also associated with an increased provision of information on
the activities of SUKL via media and promotion of the Institute
in media.

SUKL shall also strive to reduce the administrative burden on
regulated entities by means of a consistent electronization
of applications, reports, and provision and publication of
information.
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10. PREHLED NEJDULEZITEJSICH
KONTAKTU PRO JEDNOTLIVE
OBLASTI CINNOSTI USTAVU
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10. OVERVIEW OF ESSENTIAL
CONTACTS FOR INDIVIDUAL SPHERES
OF OPERATION OF THE INSTITUTE

Aktualizace ke 1.4.2008

Updated as of April 1, 2008

Podrobny aktualizovany prehled kontaktl Ize nalézt A detailed updated overview is available from the website of
na internetoveé strance ustavu, vedouci jednotlivych the Institute; the managers of individual units are specified in
utvarul jsou uvedeni v organizacni strukture Ustavu. the organisational structure of the Institute.

PREDVOLBA / PREFIX: 272 185

Reditel ustavu / Director of the Institute

PharmDr. Martin Benes 834
podatelna a vypravna / Mailing room 806
fax: 271 732 377

Manazer jakosti / Quality Manager

Ing. Eva Niklickova 861
Ing. Filip Kotal Ph.D. 225
Interni audit a kontrola / Internal Audit and Control

Ing. Ales Beranek

Kamila Hruskova

Tiskové a informacni oddéleni / Publicity and Information dept.
Vedouci oddéleni / Department Manager

Magr. Petra Kerkova 829
Tiskova mluvci / Public Relations Officer

Veronika Petlakova 333
Informacni stfedisko / Information Centre 333

Kancelar rfeditele ustavu / Director’s Office
Vedouci kancelare feditele / Head of Director’s Office
Mgr. Jana Silhanova 804

Usek informaé&né-ekonomicky / Information and economic section

Naméstek reditele pro informatiku a ekonomiku
Deputy Director
Ing. Tomas Melen 873

Sekce servisnich ¢innosti / Service Activities Branch
Vedouci sekce / Head of Branch
Ing. Anna Pelikanova

USEK NAMESTKA PRO ODBORNOU CINNOST /
REGULATORY AFFAIRS DEPUTY DIRECTOR’S SECTION
Nameéstek pro odbornou ¢innost

Deputy Director for Regulatory Affairs

MUDr. lvana Koblihova 848

Sekce dozoru / Surveillance Branch

Sekretariat sekce / Branch Secretariat 767
Vedouci sekce / Head of Branch
RNDr. Olga Hanzlickova 833

Sekce registraci / Marketing Authorisation Branch

Sekretariat sekce / Branch Secretariat 232
Vedouci sekce / Head of Branch
MUDr. Helena Tutterova 830

LINKA /7 EXTENSION

E-MAIL

martin.benes@sukl.cz
posta@sukl.cz

eva.niklickova@sukl.cz
filip.kotal@sukl.cz

ales.beranek@sukl.cz
kamila.hruskova@sukl.cz

petra.kerkova@sukl.cz

veronika.petlakova@sukl.cz
infs@sukl.cz

jana.silhanova@sukl.cz

tomas.melen@sukl.cz

anna.pelikanova@sukl.cz

ivana.koblihova@sukl.cz

jana.turkova@sukl.cz

olga.hanzlickova@sukl.cz

reg@sukl.cz

helena.tutterova@sukl.cz

Sekce cenové a uhradové regulace / Price and Reimbursement Regulation Branch

Vedouci sekce / Head of Branch
Mgr. Radka Mahovska

radka.mahovska@sukl.cz
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vStétni ustav pro kontrolu léciv
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