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POLITIKA USTAVU
K zajisténi kol Statniho Ustavu pro kontrolu 1é&iv vyhlasuje Feditel politiku Ustavu.

Politika Ustavu je souhrnem zakladnich zasad Ustavu vymezenych vi&i jeho zakaznik(m i partnerdim. Politika
Ustavu, v navaznosti na pozici danou narodnim i evropskym legislativnim ramcem, vyjadfuje pristup vedeni Ustavu
a v8ech zaméstnancl k naplnéni cill, povinnosti i kompetenci Ustavu. Reflektuje jak zaméreni na shodu zajmo
v8ech hlavnich Uc¢astnik( regulace |éCiv a zdravotnickych prostfedk(, tak primarni orientaci na vykonnost autority
pro potieby verejnosti ve vztahu k zajisténi ochrany zdravi a riziky spojenymi s pouzivanim IéCivych pFipravku
a zdravotnickych prostfredk(.

Ukoly Ustavu jsou plnény v souladu s platnou legislativou, sméfuiji k naplnéni politiky statu v oblasti vefejného zdravi
a zohlednuji obecné prijaté odborné standardy v oblasti IEkové politiky.

Jsou dosahovany pti zachovavani etickych pravidel, prihledné, pfedvidatelné, s transparentni dokumentaci ¢innosti
Ustavu a s otevienosti k podnétiim regulovanych subjektl a vefejnosti.

Vedeni Ustavu zabezpeduje, aby se kazdy zaméstnanec podilel v ramci své plisobnosti na plnéni politiky Ustavu.
Zakaznici a partnefi Ustavu i v8ichni zajemci jsou priibé&zné o napliovani politiky Ustavu informovani.

Ustav ma stanovené nasleduijici strategické cile:

e Sluzby a ¢innosti v oblasti humannich IéCiv zajistuje na vysoké Urovni, v realné nejkratsSich ¢asovych terminech
a bez vytvareni prekazek pro pouzivani léCiv.

Proaktivné harmonizuje nesoulad mezi rozdilnym stanovenim regulaci u stejnych nebo zaménitelnych predmétu
regulaéniho zajmu, at jiz byly stanoveny vyhradné Ustavem nebo jinymi regulatory.

e ZvySenou aktivitou v oblasti dohledu nad reklamou a nelegalnim zachazenim s IéCivy, a obdobné zvySenym
zajmem o kvalitu a pouzitelnost informaci o registrovanych lécivych pfipravcich pro pacienty, prispiva k emancipaci
uzivatele IéCiv v procesu péce o viastni zdravi, rozhodovani o uziti |éCiv na zakladé informovanosti jak o Ucincich,
tak o rizicich IéCby.

Zajistuje spravu datového uUlozisté pro elektronickou preskripci, s cilem podpory farmakovigilan¢ni aktivity
a moznosti intervence Ustavu ve véci ochrany jednotlivel a vefejnosti pfed riziky farmakoterapie.

* Hodnoti efektivhost systému regulace pravidelnym hodnocenim ukazatel( jednotlivych aktivit Utvar( Ustavu
a hodnoceni spokojenosti jeho zakaznik( a partnerd.

Zajistuje sluzby a &innosti v souladu se zasadami systému Fizeni jakosti ve shodé s pozadavky normy CSN EN
ISO 9001:2008, v oblasti kontrolnich laboratof¥i 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 verejnosti s cilem odstranovani neznalosti o Iékové politice a realném
stavu zachazeni s |€Civy.

Proaktivné prezentuje dosazené cile a vytvafi pozitivni vnimani Ustavu z pohledu kli¢ovych u&astnik( regulace
a verejnosti.

Usiluje o uznani své ¢innosti na mezinarodni Urovni v ramci spoluprace evropskych lékovych agentur, v Radé
Evropy a v dal$ich institucich. V této souvislosti je podporovana aktivni Géast zastupct Ustavu pii mezinarodni
spolupraci v ramci Evropského spolecenstvii v celosvétovém méritku.

Zvysuje kvalifikaci zaméstnanc( na Uroven potifebnou pro zajistovani expertnich ¢innosti, podporuje prohlubovani
odborné zpulsobilosti zaméstnancl a zabezpedovani jejich trvalého odborného ristu ovéfovanim jejich potreb
a realizaci pland vzdélavani.

Naplniuje politiku pouzivanim vhodnych motivacnich nastrojd pro zameéstnance, ktefi jsou zakladnim zdrojem
pro plnéni ukold Ustavu.

PharmDr. Martin Benes
feditel Ustavu
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THE 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 an overview of essential principles defined in respect of the customers as well as partners
of the Institute. With regard to the position set forth by the national as well as European legislative framework, the
Policy of the Institute expresses the approach of the management of the Institute and all of its employees towards the
fulfilment of goals, obligations as well as powers of the Institute. It reflects both the focus upon consistency of interests
of all major stakeholders in the field of pharmaceutical and medical device regulation and the primary orientation
towards the performance of the authority for public needs in respect of safeguarding the protection of health and
risks associated with the use of medicinal products and medical devices.

The tasks of the Institute are being fulfilled in compliance with legislation in force; they are aimed at achieving the
government policy in the sphere of public health and they reflect the generally adopted professional standards in the
area of drug policy.

They are being achieved in compliance with ethical rules, transparently, predictably, with transparent documentation
of the Institute‘s operation and they are open to motions received from the regulated entities and from the public.

The management of the Institute ensures that each employee is involved in the fulfiiment of the Policy of the Institute
within the scope of his/her responsibilities. The customers and partners of the Institute as well as anyone who is
interested are informed about the fulfilment of the Policy of the Institute on an ongoing basis.

The Institute has established the following strategic objectives:

e Services and activities in the sphere of human pharmaceuticals are provided at a high standard, as early as
practicable, and without creating barriers to the use of pharmaceuticals.

The Institute proactively harmonises inconsistencies in differing regulations set forth by the Institute or by another
regulator for identical or interchangeable objects of regulation.

Through its increased activity in the sphere of surveillance over advertising and illegal handling of pharmaceuticals
and, likewise, increased interest in the quality and applicability of information about authorised medicinal products
intended for patients the Institute contributes to the emancipation of the user of pharmaceuticals in the process of
care for one‘s own health and decision-making concerning the use of pharmaceuticals on the basis of the provided
information on both the effects and risks of treatment.

The Institute safeguards the administration of the data repository for electronic prescription, in order to support
pharmacovigilance activities and possible interventions on the part of the Institute in order to protect individuals and
the public from the risks inherent in pharmacotherapy.

The Institute evaluates the effectiveness of the regulatory system by means of regular evaluation of indicators of
individual activities of the sections of the Institute and through customer and partner satisfaction assessment.

The Institute provides services and activities in compliance with the quality management system principles,
conforming to the requirements of the CSN EN ISO 9001:2008 standard, and, in the sphere of control laboratories,
the CSN EN ISO/IEC 17025 standard.

The Institute, furthermore, develops the previously established information security system pursuant to the CSN
ISO/IEC 27001:2005 standard.

The Institute develops state administration and public information supportin order to eliminate any lack of knowledge
in the sphere of drug policy and actual situation in the handling of pharmaceuticals.

It proactively presents the achieved objectives and establishes a positive image of the Institute to be perceived by
key regulation stakeholders and by the public.

The Institute strives to achieve acknowledgement of its activities on the international level, within the scope of
cooperation with European medicines agencies, in the Council of Europe, and in other institutions. With a view to this,
active involvement of the Institute's representatives in international cooperation within the European Community as
well as globally is encouraged.

The Institute increases the qualification of its employees to achieve a standard necessary for the conduct of expert
activities; it supports further professional education of its employees and safeguards their ongoing professional
growth through the verification of their needs and implementation of educational plans.

The Institute fulfils the Policy through the application of adequate motivation tools for employees who are the primary
resource for the achievement of the Institute‘s tasks.

PharmDr. Martin Benes
Director of the Institute
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1. UVOD REDITELE

J00%

It UK

Prvni polovina roku 2009 byla od prvniho dne spojena
s plné&nim ukoll delegovanych na Ustav v ramci Pred-
sednictvi Ceské republiky v Radé EU v oblasti zdravot-
nictvi. Ustav planoval a Fidil jednani Pracovni skupiny
Rady EU pro |éCiva a zdravotnické prostredky. Patnact
jednani skupiny se zabyvalo tzv. “farmaceutickym balic¢-
kem”. CR uspé&sné zavrsila praci ve skuping zpravami
o pokroku k legislativnim navrhim v oblasti farmako-
vigilance, nelegalnich pripravkl a padélkd a informaci
pro pacienty o léCivych pripravcich na predpis. Zpravy
byly pfijaty Radou na neformalnim setkani ministrd zdra-
votnictvi, dne 9. ¢ervna 2009 v Lucemburku. Evropska
komise vyzdvihla efektivni praci a vysledky dosazené
v ramci jednani Pracovni skupiny Rady EU pro IéCiva
a zdravotnické prostredky.

Ustav zajistil organizaci t¥i akci na vysoké urovni a 9
expertnich zasedani. Zasedani na vysoké urovni projed-
nala “farmaceuticky balicek”, otazky vymahani prava,
vyvoje a situace okolo Sifeni chripkového viru A/H1N1,
ukoly v telematice. Zasadni prinos pro rozvoj neformailni
spoluprace ¢lenskych statl v uhradové regulaci zname-
nalo 3. Setkani sité kompetentnich Gfadd pro stanoveni
cen a uhrad Iéciv, které navazalo na Cinnost zaniklého
Farmaceutického fora.
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1. INTRODUCTORY WORDS FROM
THE DIRECTOR

Since the very first day, the first half of 2009 has been
associated with the fulfilment of tasks delegated to the
Institute within the scope of the Czech Presidency in the EU
Council in the sphere of health care. The Institute planned
and facilitated meetings of the EU Council Working Party on
Pharmaceuticals and Medical Devices. Fifteen meetings of
the Party dealt with so called "pharmaceutical package,. The
Czech Republic has successfully completed its work in the
Party by reports on the progress of legislative proposals in the
sphere of pharmacovigilance, illegal and counterfeit products
and patient information on prescription medicines. Reports
were adopted by the Council during an informal meeting of
the ministers of health held on June 09 2009 in Luxembourg.
The European Commission appreciated the effective work
and results achieved as part of the meetings of the EU Council
Working Party on pharmaceuticals and medical devices.

The Institute arranged for the organisation of three high-level
events and nine expert meetings. The high-level meetings
discussed the “pharmaceutical package,, the issues of
enforcement, development and current situation in the
spreading of the A/H1N1 influenza virus, and telematics tasks.
A major contribution to the development of informal cooperation
among the Member States in the sphere of reimbursement
regulation was brought by the 3rd Meeting of the Network of
Competent Authorities for the Prices and Reimbursements
of Pharmaceuticals, which followed up on the activities of the
dissolved Pharmaceutical Forum.



Od zagatku roku 2009 vénoval Ustav &ast kapacit pfimé
komunikaci s laickou verejnosti. Pro verejnost byl zpfri-
stupnén informacni portal www.leky.sukl.cz. Informuje
o novinkach v |éCbé, seznamuje s pravidly vydeje I&Civ,
denych lécich a jejich plsobeni na lidsky organismus.
Verejnost zde nalezne uUplny prehled vSech registrova-
nych léCivych pFipravkl, databazi volné prodejnych I€kU,
schvalenych klinickych studii a prehled Iékaren. Portal
nabizi také odpovédi na ¢asto kladené otazky. V srpnu
byl portal doplnén o dvé samostatné rubriky: O¢kovaci
kalendar a Kalendar cestovatele, které maji za cil infor-
movat verejnost prehlednou a jednoduchou formou
o povinném i nepovinném ockovani. Priimérna meésicni
navstévnost vice nez 19 tis. unikatnich uzivatell je zavaz-
kem pro dalsi usili o popularizaci a zpFistupnéni infor-
maci o |éEbé a lécich pro Sirokou verejnost.

K 31. 12. 2008 bylo dle zakona o |écivech zfizeno jako
organizadni soudast SUKL centralni UGlozisté receptl.
Jeho zfizeni je prvnim krokem k elektronické preskripci,
ktera povede k Usporam ve zdravotnim pojisténi, zvysi
informovanost pacientu a jejich zapojeni do rozhodovani
o |é¢bé. Centralni ulozisté bylo za ucasti Svétové zdra-
votnické organizace a VSeobecné zdravotni pojistovny
CR predstaveno na parlamentnim seminafi “Elektro-
nicka preskripce a finan¢ni udrzitelnost zdravotnich sys-
témuy”. Odborné verejnosti z fad Iékar( a Iékarnik( bylo
ulozisté predstaveno na vice nez 13 dalSich seminarich
za U&asti Ustavu. Vdechny funkce centralniho Ulozigté
dané zakonem jsou v souc¢asnosti v provozu. Vzhledem
k nepriichodnosti legislativhiho procesu nemohly byt
doplnény potfrebné legislativni nastroje, které by umoz-
nily pIné vyuzivani funkcionality ulozisté.

Mimoradnym uUspéchem byla prvni efektivni regulace
dostupnosti 1€kl pro vyrobu drog. Diky vyuziti central-
niho Ulozidté doslo ke zméné zpusobu vydeje éCivych
pripravkl s obsahem pseudoefedrinu do 30 mg. Od
1. kvétna 2009 vstoupila v platnost rozhodnuti o regis-
traci, umoznujici konkrétni pripravky obsahujici pseudo-
efedrin nadale vydavat bez Iékarského predpisu pouze
v mnozstvi nepresahujicim 1800 mg pseudoefedrinu (60
tablet) za mésic. Lékarny byly povinny zaznamenavat
Udaje o vydeji do centralniho ulozisté, odkud jim naopak
byly poskytovany informace o vydeji témuz pacientovi
v jinych lékarnach, takze bylo mozno kontrolovat celkovy
vydej a omezit tak ziskavani pseudoefedrinu touto ces-
tou za Uc¢elem zneuziti pro vyrobu pervitinu. Timto opat-
fenim doslo k 80% poklesu “spotfeby” téchto ptipravki
V praxi se dokazalo, ze toto reseni nabizi ochranu verej-
ného zdravi, Setfeni verejnych prostifedkl na potirani
kriminality spojené s drogovou zavislosti a s jejich |IéCbou
a zaroven zachovava béznou dostupnost pripravkl
s obsahem pseudoefedrinu, jez jsou vhodné pro samo-
l&é&bu pacienta. V souvislosti s rozhodnutim Ufadu pro
ochranu osobnich (dajd vSéak doslo od 21. 10. 2009
k zablokovani systému kontrolovaného pristupu k pseu-
doefedrinovym Iékim.
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Since the beginning of 2009 the Institute has dedicated part of
its resources to direct communication with the general public.
The information portal www.leky.sukl.cz was made available for
the public. The portal provides information on new treatments,
on the rules of medicines dispensing, it offers a broad range of
information on new as well as established medicinal products
and their effects on the human organism. The public can
find here a complete overview of all authorised medicinal
products, a database of OTC products, of approved clinical
studies, and a list of pharmacies. The portal also provides
answers to frequently asked questions. In August, the portal
was supplemented with two separate sections: the Vaccination
Schedule and Travellers Calendar, which are aimed at providing
information both on mandatory and optional vaccination to the
public in a straightforward and simple manner. The average
monthly visitor rate of more than 19 thous. unique visitors binds
the Institute to further strive to provide more straightforward
information on treatments and medicinal products to the
general public.

Pursuant to the Act on Pharmaceuticals, the Central Repository
of Electronic Prescriptions was established as of December
31 2008, as an organisational unit of SUKL. Its establishment
is the first step towards electronic prescription which will result
in savings in health insurance, will increase the information
available to patients and patient involvement in the decision-
making concerning treatment. The Central Repository was
introduced at a Parliament workshop ”Electronic Prescription
and Financial Sustainability of Healthcare Systems,, attended
by the representatives of the World Health Organisation and
the Czech General Health Insurance Company. The Institute,
furthermore, organised and attended more than 13 other
workshops on the Repository intended for medical doctors and
pharmacists. At present, all of the functions of the Repository
stipulated by the Act are in operation. Due to the problems
in the legislative process, necessary legislative tools which
would allow for the complete utilisation o the functionality of the
Repository could not be supplemented.

A special success was the first effective regulation of availability
of medicinal products for drug production. Thanks to the
utilisation of the Central Repository, the method of dispensing
of medicinal products containing less than 30mg of
pseudoephedrine has been changed. On May 01 2009,
marketing authorisations allowing for the continued OTC
dispensing of specific products containing pseudoephedrine
only in quantities not exceeding 1800mg of pseudoephedrine
(60 tablets) per months came into force. Pharmacies were
obliged to record data about dispensing into the Central
Repository, from which they downloaded information on
dispensing to the same patient in other pharmacies, so that it
was possible to control the overall dispensing and to restrict
the obtaining of pseudoephedrine through this way for abuse
purpose - for the production of pervitine. This provision
resulted in an 80% decrease in the "consumption, of these
products. Practice has shown that this solution offers public
health protection, savings in public funds for combating drug-
dependency related criminality and for the treatment of abusers,
while maintaining general availability of products containing
pseudoephedrine, which are suitable for patient self-treatment.
As a result of the Decision of the Office for Personal Data
Protection, the controlled access system for pseudoephedrine
products was locked as of October 21 2009.
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Celoroéni prioritou Ustavu byla prvni komplexni revize
Uhrad lé¢ivych pripravk(. Revize navazala na komplexni
prehodnoceni maximalnich cen vyrobce u vsech |éCi-
vych pripravk(, provedené v roce 2008. Prvni Uspory
zdravotnich pojidtoven i pacientl, plynouci z revize
Uhrad lécivych pfipravkl, se uplatnily jiz od Fijna 2009,
kdy nabyla pravni moci prvni rozhodnuti. Z rozhodnuti
vydanych v minulém roce plynou odhadované uspory
ve vysi 30,9 mil. K&. Dosahované Uspory v ramci revize
Uhrad IékU jsou u velkych skupin l1é¢iv podminéné pravé
shizenim jejich cen v CR, diky prehodnoceni maximal-
nich cen vyrobce v roce 2008, ale také vstupem novych
pripravk( natrh, u kterych byla jiz cena ovlivnéna novymi
legislativnimi pravidly.

Mimo zcela nové i mimoradné ukoly zminéné v Uvodu
Ustav i v roce 2009 plnil vSechny své povinnosti dané
jeho statutem v souladu s politikou Ustavu. Ciselné
vysledky sekce registraci, dozoru a cenové a Uhradové
regulace, jakoz i shrnuti tykajici se zpracovani a posky-
tovani informaci, prehled personalni prace a hospoda-
feni s prostfedky Ustavu, nalezne &tenar v predkladané
zpravé o ¢innosti.

e

PharmDr. Martin Benes
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The year-round priority of the Institute was the first complex
revision of reimbursements of medicinal products. The
revision followed up on the complex review of maximum ex-
factory prices conducted in 2008 for all medicinal products.
First savings on the part of health insurance companies as
well as patients implied by the revision of medicinal products
reimbursements were seen as early as in October 2009, when
the first decisions came into force. Decisions issued last year
imply savings estimated at 30.9 mil. CZK. The achieved savings
within the scope of the revision of reimbursements of medicinal
products have been conditioned by the very decreases of their
prices in the Czech Repubilic, resulting from the 2008 maximum
ex-factory prices review, as well as by the introduction of new
products onto the market the prices of which have been already
influenced by the new legislative rules.

In addition to its completely new and special tasks mentioned
in the Introduction, in 2009 the Institute was fulfiling all of
its obligations implied by its statute, in compliance with the
Policy of the Institute. The resulting figures of the Marketing
Authorisation, Surveillance and Price and Reimbursement
Regulation Branches as well as summaries concerning the
processing and provision of information, overview of personnel
activities and economic results of the Institute are available in
the presented Annual Report.

Zprava o &innosti SUKL v roce 2009



2. ORGANIZACNI STRUKTURA
USTAVU

7, SUKL

2. ORGANISATIONAL STRUCTURE
OF THE INSTITUTE

V pribéhu roku 2009 nedoslo ke zménam v organi-
zacni strukture Ustavu, ktera je v platnosti od 1. 1. 2008
a v praxi se osvédcila, zejména rozdéleni cinnosti na
useky vedené naméstkem pro ekonomiku a informatiku,
naméstkem pro odborné ¢innosti a vedoucim kancelare
reditele.

Organizac¢ni schéma ustavu platné k 1. 1. 2009 je sou-
Ccasti této zpravy. Organizacni schéma s uvedenim jmen
vedoucich pracovnikl je umisténo na webové strance
ustavu.

Specifické agendy v Ustavu zajistuji tematicky oriento-
vané projektové tymy a poradni organy, v nichz jsou
zastoupeni pracovnici rdznych utvar(. V roce 2009
vykonavaly svoji ¢innost napf. vyvojovy tym, tym pro
hraniéni pfripravky, tym pro jakost IéCiv, pokutovy
tym, poradni sbor pro nova lécCiva a dalsi.

In the course of 2009, no changes were made to the organi-
sational structure of the Institute, which has been in effect
since January 1 2008 and has proven effective in practice, in
particular with regard to the distribution of activities into the
sections managed by the Deputy Director for IT and Economic
Issues, Deputy Director for Regulatory Affairs and the Head of
Director’s Office.

The organisational structure of SUKL, effective as of January
1 2009, forms part of this Report. The organisational structure
detailing the names of managerial staff is available from SUKL's
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; 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.
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3. ZAPOJENI V SiTI NARODNICH,
EU A JINYCH MEZINARODNICH
INSTITUCI

7, SUKL

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, hlaseni a pfipo-
minky k riznym materialdim, zejména pro Ministerstvo
zdravotnictvi, ostatni ministerstva a dalsi Ustfedni spravni
organy.

V roce 2009 probihala intenzivni spoluprace s Minister-
stvem zdravotnictvi, zejména pfi realizaci Ukoll v ramci
predsednictvi CR v EU, a to v oblasti I1&é&iv a zdravotnic-
kych prostiredkll a dale rovnéz pfi pripravé a nasledném
legislativnim procesu schvalovani novych pravnich pred-
pisU, které se vyznamné dotkly rozsahu &innosti Ustavu.
Jednalo se zejména o zpracovani pozménovacich navrhl
k navrhu zakona o zakladnich registrech a k navrhu
zakona méniciho souvisejici zakony s cilem zapojit Ustav
do informacnich systému verejné spravy v oblasti zaklad-
nich registrd. Ustav se dale podilel rovnéz na zpracovani
Uprav a doplnéni trestniho zakoniku v souvislosti s potrebou
trestné pravnimi prostiredky zamezit zejména padélani
l&&ivych pFipravkl. Ustav predlozil fadu navrh(i na legis-
lativni zmény pravnich predpisl upravujicich jeho kom-
petence. Tyto navrhy se opiraly a zohlednovaly poznatky
a problémy vyplyvajici z aplikace stavajicich predpist.
Navrhy na Upravy sledovaly vyvoj této oblasti v EU
a smérovaly k odstranéni zbytec¢né zatéZze regulujicich
subjektl a zvazeni pfiméfené miry regulace ¢innosti
v souladu s “better regulation”. Ustav tak predlozil
navrhy novelizace vyhlasky ¢. 228/2008 Sb., o registraci
IéCivych pripravkl, s cilem zpresnit néktera jeji ustano-
veni v souladu s pozadavky praxe, dale navrhl zmény
v zakoné o |éCivech, vyvolané potifebou sladit narodni
pravni fad s predpisy EU v oblasti IéCivych ptipravkl
pro moderni terapie, a to zejména potrebou transpozice
smérnice Komise 2009/120/ES. V neposlednifadé ustav
zpracoval navrhy vécnych a legislativnich feseni v oblasti
cenové a Uhradové regulace |é¢ivych pripravkl, kdy sou-
Casna pravni Uprava stale plné neodrazi potreby praxe
a plné neresi nékteré problémy této oblasti.

V zavéru roku pak Ustav vyznamnou mérou prispél
k legislativni ¢innosti Ministerstva zdravotnictvi spolu-
praci na tvorbé navrhu novely zakona o |éCivech, fesSici
zalezitosti zpracovani udaji poskytovanych Ustavu na
zakladé zakona o |éCivech, a dale problematiku vydeje
I&éCivych pFipravkl bez |ékafského predpisu s omezenim.

Béhem uplynulého roku pokracovala Uzka spoluprace
Ustavu s Ministerstvem zdravotnictvi i na transpozici
smérnice Evropského parlamentu a rady 2007/47/ES
do zakona ¢. 123/2000 Sb., o zdravotnickych prostred-
cich a do prislusnych narizeni viady (¢. 336/2004 Sb.,
154/2004 Sb. a 435/2004 Sb.) Tato transpozice dosud
nebyla dokoné&ena. Ustav usiluje o dokon&eni tohoto pro-
cesu, nebot jeho pribéh byl zpomalen tim, Zze Kk viastni
transpozici byly pfipojeny nékteré dalsi pravni Upravy
oblasti zdravotnickych prostfedkl s transpozici smérnice
pFfimo nesouvisejici.

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

The Institute was processing analyses, opinions, reports, and
comments on various materials, in particular for the Ministry of
Health, other ministries and other central administration bodies.

In 2009, the Institute intensively cooperated with the Ministry of
Health, particularly in the implementation of tasks within the scope
of the Czech EU Presidency, in the field of pharmaceuticals and
medical devices as well as in the preparation and subsequent
legislative process of adoption of new legal regulations with
significant impact on the scope of operation of the Institute.
This involved primarily the drafting of proposed amendments
to the Act on Basic Registers and on the draft act amending
related acts with the objective to involve the Institute in public
administration information systems in the sphere of basic
registers. Furthermore, the Institute also participated in the
incorporation of amendments to the Criminal Code in respect
of the need to prevent, in particular, counterfeiting of medicinal
products by means of criminal law instruments. The Institute
submitted a number of proposals for legislative amendments
to legal regulations governing its powers. These proposals
were supported by and reflected experience and issues
implied by the application of existing regulations. The proposed
amendments followed the EU development in this sphere and
were aimed at eliminating unnecessary burden of regulatory
authorities and at considering the adequate degree of
regulation of activities in compliance with "better regulation,,.
Hence the Institute submitted proposed amendment to
Decree No 228/2008 Coll., on marketing authorisation of
medicinal products, in order to specify certain provisions
thereof to reflect the requirements from practice; moreover, the
Institute proposed amendments to the Act on Pharmaceuticals
based on the need to harmonise national legislation with the
EU regulations governing the sphere of medicinal products
for advanced therapies, particularly the need to transpose
Commission Directive 2009/120/EC. Last but not least, the
Institute has processed proposals of factual and legislative
solutions in the sphere of price and reimbursement regulation
of medicinal products, where the existing legal framework still
fails to fully reflect the practical needs and fails to resolve in full
certain issues arising in this area.

Towards the end of the last year the Institute significantly
contributed to the legislative activities of the Ministry of Health
by cooperating on the legislative proposal amending the Act
on Pharmaceuticals providing for the issues of processing
of data provided to the Institute on the basis of the Act on
Pharmaceuticals as well as for the issues of dispensing OTC
medicinal products subject to sales restriction.

In the course of the last year, close cooperation between the
Institute and the Ministry of Health in the transposition of Directive
2007/47/EC of the European Parliament and of the Council
to Act No 123/2000 Coll., on Medical Devices, and to relevant
Government Regulations (Nos. 336/2004 Coll., 154/2004 Coll.
and 435/2004 Coll.) continued. This transposition has yet to be
completed. The Institute strives to conclude this process, as its
course has been delayed by the fact that the transposition itself
has been extended by some other legal instruments governing
the sphere of medical devices, only indirectly associated with
the transposition of the Directive.
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Pres aktivity spojené s témito vyznamnymi Ukoly vSak
Ustav nezapominal ani na spolupraci s ostatnimi organy
statni spravy pfri pripravé dalsich pravnich predpisq,
které upravovaly oblasti rovnéz se dotykajici ¢innosti
Ustavu. V pribéhu roku pripominkoval Ustav naptiklad
navrh nového zakona o statni kontrole, navrhy novel pro-
vadécich predpisll k zakonu o nelékaiskych povolanich
nebo k navrhu novely vyhlasky o vécnych a technickych
pozadavcich na zdravotnicka zarizeni.

Zakonné pozadavky pro jednotlivé oblasti odbornych
ginnosti Ustav dale vysvétloval ve vydavanych pokynech.
V té&chto pokynech rovnéz Ustav seznamoval verejnost
s pokyny vydavanymi Evropskou komisi a Evropskou
Iékovou agenturou.

V uplynulém roce pokracovala zejména spoluprace
s Ministerstvem zahranic¢i a Ministerstvem zdravotnictvi
pfi pripravé stanovisek Ceské republiky k pfedbé&znym
otazkam vznesenym Evropskym soudnim dvorem
a tykajicich se oblasti kompetenci Ustavu, zejména
problematiky I&€Civych pripravku.

Ustav byl v souvislosti s implementaci Smérnice Evrop-
ského parlamentu a Rady 2006/123/ES ze dne 12. pro-
since 2006 o sluzbach na vnitfnim trhu osloven Minister-
stvem primyslu a obchodu prostiednictvim Ministerstva
zdravotnictvi ke spolupraci pfi zmapovani vSech existu-
jicich povolovacich rezim( spadajicich do kompetence
Ustavu. Smérnice o sluzbach na vnitfnim trhu je do &es-
kého pravniho fadu implementovana dvéma pravnimi
predpisy, zakonem ¢&. 222/2009 Sb., o volném pohybu
sluzeb a tzv. zménovym zakonem ¢. 223/2009 Sb. Oba
transpozic¢ni predpisy jsou Uc¢inné od 28. 12. 2009. Na
zakladé zakona o volném pohybu sluzeb pak Minister-
stvo pramyslu a obchodu planuje zfidit 15 fyzickych
jednotnych kontaktnich mist (JKM) spole¢né s elektro-
nickym JKM, ktery bude fungovat v ramci webového
portalu CzechTrade www.businessinfo.cz. Fyzické i elek-
tronické JKM maji byt v ¢innosti od 28. 12. 2009. JKM
by mély obsahovat informace o nasledujicich povolova-
cich rezimech, které se tykaji Statnino ustavu pro kontrolu
1éciv:

- distribuce lé¢ivych pripravkd,

- ¢innost kontrolni laboratore,

- provozovani nestatnino zdravotnického zarizeni a

- vyroba IéCivych pripravku.

Na zakladé ustanoveni smérnice o sluzbach na vnitfrnim
trhu se dale Ustav zaélenil na vyzvu Ministerstva pro-
myslu a obchodu do tzv. IMI systému (Internal Market
Information System), coz je elektronicky systém pro
vymeénu informaci na vnitfnim trhu mezi pfislusnymi
povolovacimi a dozorovymi spravnimi organy ¢lenskych
statl.

Tradiéné efektivni spoluprace probihala s Ustavem
pro kontrolu veterinarnich biopreparatt a 1éciv v Brné.
Se Statnim zdravotnim uUstavem byly prostfednictvim
spoleéné pracovni skupiny pravidelné reseny otazky
hrani¢nich pripravk( a obdobné se Statnim Uradem pro
jadernou bezpecnost byly feSeny otazky radiofarmak.
V oblasti dozoru nad trhem byly partnery Ustavu Ceska
potravinarska a zemédeélska inspekce, Ceska obchodni
inspekce a Celni sprava.
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Nevertheless, despite the activities associated with these
major tasks, the Institute did not neglect its cooperation with
other state administration bodies in the preparation of other
legal regulations governing areas less tightly associated with
the powers of SUKL. For example, in the course of the year
the Institute provided its comments on the newly drafted act
on state control, proposed amendment to the implementing
regulations for the Act on Non-Medical Professions, or on the
proposed amendment to the Decree on material and technical
requirements governing healthcare facilities.

Legal requirements governing individual areas of professional
activities were further explained by the Institute in the guidelines
issued thereby. In these guidelines, the Institute also informed
the public about the guidance issued by the European
Commission and by the European Medicines Agency.

In the course of the last year, cooperation in particular with the
Ministry of Foreign Affairs and the Ministry of Health continued
in the preparation of opinions of the Czech Republic on
preliminary questions raised by the European Court of Justice
regarding the sphere of the powers of the Institute, namely
medicinal products issues.

With a view to the implementation of Directive 2006/123/EC of
the European Parliament and of the Council of 12 December
2006 onthe servicesinthe internal market, the Institute has been
invited by the Ministry of Industry and Trade, via the Ministry
of Health, to cooperate in the mapping of all authorisation
mechanisms within the powers of the Institute. The Directive
on the services in the internal market has been implemented
in the Czech legislation by means of two legal regulations, Act
No 222/2009 Coll., on the free movement of services, and so
called "Amendment Act,, No 223/2009 Coll.

Both transposition regulations took effect on December 28
2009. On the basis of the Act on Free Movement of Services,
the Ministry of Industry and Trade plans to establish 15
physical single points of contact (SPOC) together with an
electronic SPOC which will operate within the framework of the
CzechTrade www.businessinfo.cz web portal. Both physical
and electronic SPOCs should be in operation since December
28 2009. The SPOCs should contain information on the
following authorisation mechanisms which concern the State
Institute for Drug Control:

- distribution of medicinal products;

- engagement in activities of a control laboratory;

- operation of non-state healthcare facilities; and

- manufacture of medicinal products.

Based on the provisions of the Directive on the services on
the internal market, the Institute, having been invited by the
Ministry of Industry and Trade, also became involved in
so called IMI system (Internal Market Information System),
which is an electronic system for the exchange of information
on the internal market among competent authorisation and
surveillance administrative bodies of the Member States.

A traditionally efficient cooperation with the Institute for the
State Control of Veterinary Biologicals and Medicaments in
Brno continued. Issues pertaining to borderline products were
regularly analysed with the National Institute of Public Health in
ajoint work group; likewise, the issues of radiopharmaceuticals
were analysed with the State Office for Nuclear Safety. SUKL's
partners for the sphere of market surveillance were the Czech
Agriculture and Food Inspection Authority (CAFIA), Czech Trade
Inspection, and the Czech Customs Administration.
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S Uradem pro technickou normalizaci, metrologii a statni
zkusSebnictvi probihala spoluprace pfi pripravé norem
v oblasti zdravotnickych prostfedkt. Ustav pokra&oval
ve spolupraci s Asociaci vyrobcl a dodavatel( zdra-
votnickych prostfedkll (CZECHMED) a Ceskou asoci-
aci dodavatell zdravotnické techniky in vitro (CZEDMA).
Pracovnici Ustavu se aktivn@ U&astnili koordina&nich
schiizek poradanych Ministerstvem zdravotnictvi k pfi-
pravovanym legislativnim zménam v oblasti zdravotnic-
kych prostifedk( a koordina¢nich schlizek poradanych
notifikovanymi osobami k pFislusnym narizenim viady
pro zdravotnické prostredky.

3.2 SPOLUPRACE S INSTITUCEMI EU
A DALSIMI ZAHRANICNiIMI PARTNERY

Rok 2009 byl v oblasti mezinarodnich aktivit nejvice
poznamenan Pfedsednictvim Ceské republiky v Radé
EU, které zacCalo na zacatku roku a trvalo az do predani
predsednického kresla Svédsku na konci dervna.

V oblasti zdravotnictvi, kam spada také agenda Ustavu,
bylo predsednictvi formalné zavrSseno zasedanim Rady
EU ve slozeni ministr( zdravotnictvi dne 9. ¢ervna 2009
v Lucemburku. Na tomto jednani byly u¢astniky prodis-
kutovany a prijaty zpravy o pokroku ke vSem legislativnim
castem tzv. “farmaceutického balicku”. Tyto zpravy shr-
nuji pokrok dosazeny v projednavani jednotlivych navrhu
na urovni Pracovni skupiny Rady pro Iéc¢iva a zdravot-
nické prostredky. Pravé na drovni pracovni skupiny byl
Ustav zastoupen po celou dobu &eského predsednictvi
jak na urovni predsedy pracovni skupiny (pro ucely pred-
sednictvi vyslaného na Stalé zastoupeni CR pfi EU), tak
i jeho alternata a narodniho delegata. Ze zprav vyplyva,
ze se podarilo dosahnout vyrazného posunu a svédsti
kolegové byli vyzvani, aby na dosazené vysledky navazali.

“Farmaceuticky balicek” je souborem legislativnich
navrh( cilenych do t¥i klicovych oblasti regulace farma-
ceutického trhu. Prvni je oblast farmakovigilance. Tato
oblast nebyla vyznamnéji upravovana celych deset let
a legislativni navrh EK sméruje k modernizaci jejiho fun-
govani na evropské urovni. Druhou klic¢ovou oblasti je boj
proti pronikani nelegalnich pripravkl a padélk( 1é¢iv na
evropsky trh v oblasti legalniho distribu¢nino fetézce.
Zavedeni dokonalejsich ochrannych prvkd, zavedeni
inspekci u vyrobcl IéCivych latek ve tfetich zemich jsou
ukazkou nékterych z fady regulaénich krok( zamére-
nych na zvyseni ochrany spotiebitelll v EU. Treti oblast
se tyka informaci pro pacienty. Legislativni navrh EK
upravuje pravidla pro sifeni informaci o |éCivych pFiprav-
cich na predpis.

Ustav ma za sebou kromé Bruselské agendy popsané
ve dvou predchozich odstavcich i organizaci tfi akci na
vysoké urovni a deviti expertnich zasedani. S organizaci
ve vétsiné pripadl souvisela i pfiprava obsahové stranky
jednani a jejich nasledné Fizeni.

VSech zasedani se Uc¢astnili zastupci témér vsech 27
Clenskych zemi EU a zemi Evropského hospodarského
prostoru. Jednani lze vyhodnotit jako Uspésna.

7, SUKL

Cooperation in the preparation of standards governing the
area of medical devices with the Czech Office for Standards,
Metrology, and Testing was going on. The Institute continued
to cooperate with the Czech Association of Medical Device
Manufacturers and Suppliers (CZECHMED) and with the Czech
In-Vitro Diagnostic Manufacturers Association (CZEDMA). The
employees of the Institute actively participated in coordination
meetings organised by the Ministry of Health for the drafted
legislative changes in the area of medical devices, and in coor-
dination meetings organised by notified bodies for the relevant
government regulations governing medical devices.

3.2 COOPERATION WITH EU INSTITUTIONS AND
OTHER FOREIGN PARTNERS

2009 was, in the sphere of international activities, most
influenced by the Czech Presidency of the EU Council, which
commenced at the beginning of the year and continued until
the hand-over of the Presidency chair to Sweden late in June.

In the sphere of healthcare, which is also the area of operation
of the Institute, the Presidency formally culminated by the EU
Council Meeting of the Ministers of Health held on June 09 2009
in Luxembourg. At this meeting, the participants discussed
and adopted progress reports on all legislative sections of so
called "pharmaceutical package,. These reports summarise
the progress achieved in the negotiations concerning individual
proposals on the level of the Working Party on Pharmaceuticals
and Medical Devices. On the very level of the working party,
the Institute was represented for the duration of the Czech
Presidency both on the position of the chair of the work
group (delegated, for Presidency purposes, to the Permanent
Representation of the Czech Republic to the EU), and the
alternate delegate and national delegate. The reports imply that
a major shift has been achieved and the Swedish colleagues
have been invited to follow up on the accomplished outcomes.

The "Pharmaceutical package, is a suite of legislative proposals
targeting three key areas of pharmaceutical market regulation.
The first one is the area of pharmacovigilance. This area has not
been significantly amended for the whole decade and the EC
legislative proposal aims at the modernisation of its operation
on the European level. The second key area is the fight against
the entry into the legal EU distribution chain of illegal products
and counterfeit pharmaceuticals . The implementation of more
complex safety features and the introduction of inspections of
manufacturers of active substances in third countries serve
as examples of some of the many regulatory steps aimed at
increased consumer protection within the EU. The third area
concerns information to patients. The EC legislative proposal
provides for rules governing the dissemination of information
about prescription medicines.

In addition to the Brussels agenda described in the two
paragraphs above, the Institute also organised three high-level
events and nine expert meetings. In most cases, the organisation
also involved the preparation of agendas of the meetings and
their subsequent facilitation.

All meetings were attended by the representatives of almost
all of the 27 EU Member States and countries of the European
Economic Area. The meetings may be assessed as successful.
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Mezniky setkani:

» Reté&zec akci zahajilo prioritni jednani hlav evropskych
lékovych agentur, jehoz uUstfednim bodem bylo
projednavani “farmaceutického balicku”. Narodnim
lékovym agenturam je v mnoha pfripadech uprena
moznost Ucastnit se zasedani Rady EU, na jejiz pudé
probiha legislativni proces, a predsednictvi tak umoznilo
vzacnou expertni diskusi k témto dulezitym dokumentam.

Pocatkem brezna se setkaly tfi vybory zabyvajici se
registracemi humannich lé¢ivych pripravkl a to Koor-
dinac¢ni skupina pro postupy vzajemného uznavani
a decentralizované postupy - humanni lécivé pripravky,
Vybor pro léCivé pripravky pro vzacna onemocnéni
a Vybor pro humanni |éCivé prFipravky. Spolecné
zasedani téchto t¥i vyborld projednavalo predevsim
proceduralni otazky souvisejici s uvadénim lécivych
pfipravk( na spole¢ny evropsky trh.

Pocatkem dubna probéhlo Setkani za u¢elem vytvareni
sité kompetentnich Gfadd pro stanoveni cen a Uhrad
|&éCiv. Toto zasedani se konalo teprve potreti. Po odborné
strance bylo zhodnoceno jako velmi pfinosné. Na
zakladé prazského jednani sit, ktera navazuje na ¢&in-
nost zaniklého Farmaceutického féra, uznala vyznam
setkani, ktera si zac¢inaji budovat svoji tradici.

V dalsim dubnovém tydnu nasledovalo setkani Pracovni
skupiny fediteld Iékovych agentur k problematice
vymahani prava. Setkani v Praze poprvé prodlouzilo
své jednani o den, ktery byl zasvécen skoleni inspek-
tor(. Tim se prazské setkani stalo dulezitym zlomem
v existenci dané pracovni skupiny.

Posledni dubnovy tyden prazsky hotel Ambasador
hostil hned dva vybory - pro rostlinné |éCivé pripravky
a homeopatické IéCivé pFipravky.

Druhé setkani fediteld Iékovych agentur se konalo
v kvétnu v Marianskych laznich. Ddlezitym tématem
jednani bylo mimo jiné vyvoj a kontrola situace sireni
chfipkového viru A/H1N1, optimalizace vyuzivani
zdroju evropskych Iékovych agentur nebo komuni-
kace agentur s dalSimi zainteresovanymi subjekty
a telematika.

V prvnim ¢ervnovém tydnu se konalo setkani pravnich
expertl evropskych lékovych agentur EMACOLEX,
nasledovano setkanim pracovni skupiny manazerd
jakosti. Sérii predsednickych akci zavrsilo na konci
¢ervna jednani tiskovych a informacnich pracovnikt
Iékovych agentur.

Mimo investovani zdroji do vedeni predsednictvi v Radé
EU byl Ustav svymi zamé&stnanci do r(izné miry zastou-
pen v témér 60 pracovnich skupinach a vyborech jednak
primo instituci Evropské unie, ale i Evropské |ékové agen-
tury (EMA), anebo dullezitych mezinarodnich organizaci,
jako napriklad Svétové zdravotnické organizace, Rady
Evropy ajejiho Evropského Ustredi pro kvalitu IéCiv a zdra-
votni péce (EDQM- European Directorate for the Quality
of Medicines and Healthcare), Organizace pro ekonomic-
peni, u nichz predevsim Ustav dba o pravidelné a odborné
zastoupeni, patfi Koordina¢ni skupina pro postupy
vzajemného uznavani a decentralizované postupy
(CMD-human) a védecké vybory EMA, zejména pak
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Meeting milestones:

* The series of events started with the priority meeting of the
Heads of European Medicines Agencies (HMA), the primary
topic being a discussion concerning the "pharmaceutical
package,. In many cases, national medicines agencies have
been deprived of the option to participate in the EU Council
meetings, where the legislative process takes place, and
hence the Presidency provided for a rare expert discussion
on these important documents.

At the beginning of March, three committees involved in the
marketing authorisation of medicinal products for human use
met - namely the Co-ordination Group for Mutual Recognition
and Decentralised Procedure, Committee for Orphan
Medicinal Products, and Committee for Human Medicinal
Products. The joint meeting of these three committees
discussed, in particular, procedural issues related to the
placement of medicinal products on the common European
market.

At the beginning of April, a Networking Meeting of
Competent Authorities for Pricing and Reimbursement of
Pharmaceuticals took place. This meeting was held only for
the third time. With a view to its expert benefit it was rated
as highly successful. On the basis of the Prague meeting,
the network which follows up on the operation of the defunct
Pharmaceutical forum acknowledged the importance of the
meetings which have begun to create their own tradition.

In the following week in April, a meeting of the HMA Working
group of Enforcement Officers followed. For the first time, the
meeting in Prague extended its session by one day which was
dedicated to inspector training, creating a significant milestone
in the existence of the aforementioned working group.

Inthe last week of August, the Prague Ambassador hotel hosted
two committees at the same time - Committee for Herbal
Medicinal Products and Committee for Homeopathic Products.

The second meeting of Heads of Medicines Agencies took
place in May in Marianské Lazné. An important topic of the
meeting was, inter alia, the development and control of the
situation with the spreading of the A/H1N1 influenza virus, the
optimisation of resource utilisation in European medicines
agencies, or communication between the agencies and
other stakeholders, and telematics.

In the first week of June, the EMACOLEX Meeting of the
European Medicines Agencies Co-operation on Legal and
Legislative Issues, followed up by the meeting of the quality
managers working group, took place. The series of Presidency
events was then closed by the meeting of the HMA Working
Group od Communication Professionals at the end of June.

In addition to investing resources into the performance of
Presidency of the EU Council, the employees of the Institute
represented SUKL, on various levels, in almost 60 working
groups and committees of European Union institutions, as
well as of those of the European Medicines Agency (EMA), or
important international organisations, such as the World Health
Organisation, Council of Europe and its European Directorate
for the Quality of Medicines and Healthcare (EDQM ), and the
Organization for Economic Cooperation and Development
(OECD). The most important units, in which the Institute always
strives to have its regular expert representation, include the Co-
ordination Group for Mutual Recognition and Decentralised
Procedure (CMD-human) and EMA scientific committees,
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Vybor pro humanni lécivé pripravky (CHMP), |&cCivé
pFipravky pro vzacna onemocnéni (COMP) a rostlinné
|&civé pripravky (HMPC), a v neposledni Fradé také usku-
peni seskupujici nejvyssi manazerskou Uroven lékovych
agentur EU - sit Rediteldl Iékovych agentur a Spravni
rada EMA. Velky dlraz Ustav poklada i na aktivni a pfi-
pravenou Ucast na jednanich pracovni skupiny Rady
pro lédiva a zdravotnické prostfedky, které je Ustavem
zajisStované ve spolupraci s Ministerstvem zdravotnictvi.
V roce 2009 se Ustav také nové stal &lenem sit& MEDEV
(Medicine Evaluation Committee).

Kromé zvladani koordinovanych aktivit ohledné pande-
mické situace kolem viru A/H1N1 se mezinarodni déni
tocilo i kolem oblasti padélk( — nejen na jiz zminované
urovni Rady EU, ale i na pidé Rady Evropy a z podnétu
individualnich lIékovych agentur EU. Aktualni pro Ustav
je reseni antimikrobiotické rezistence a s tim souvise-
jici racionalni uzivani 1&8iv, v souvislosti s nimz byl Ustav
v uplynulém roce koordinatorem projektu vénovanému
této problematice v ramci smlouvy uzaviené mezi CR
a Svétovou zdravotnickou organizaci.

Také pokracovala dlouholeta spoluprace v oblasti
inspekcénich aktivit zapojenim do ¢innosti OECD v ramci
panelu spravné laboratorni praxe a Pharmaceutical
Inspection Cooperation/Scheme (PIC/S). V ramci pravi-
delnych jednani inspektor SVP na EMA se Ustav podi-
lel na revizi doplnku 6 “Medicinalni plyny” k EU GMP, na
vymeéné informaci o CRO provadéjicich BE/BA studie,
vkladaji se udaje o vysledcich inspekci GCP do data-
baze EudraCT, udaje o vyrobcich IéCivych pFipravkl
vcetné kontrolnich laboratofi a o vysledcich kontrol SVP
do Eudra GMP databaze.

Ustav se ve druhé poloviné roku 2009 pfipravoval na
dulezity audit v ramci sité Iékovych agentur EU BEMA,
jehoz realizace je naplanovana na jaro 2010.

Celkem se uskutecnilo 373 pracovnich cest 90 pracov-
nikl do 30 zemi. Vétsina cest se uskutecnila do EMA.
Z celkového poctu pracovnich cest bylo hrazeno 198
z prostifedkl EMA, 25 z prostifedkl Evropské komise,
59 z finan&nich zdroji Ministerstva zdravotnictvi CR,
24 cest bylo hrazeno z prostiedkl Rady Evropy (EDQM)
a 67 pracovnich cest z rozpodétu Ustavu.
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particularly the Committee for Human Medicinal Products
(CHMP), Committee for Orphan Medicinal Products (COMP)
and Committee on Herbal Medicinal Products (HMPC) and,
last but not least, also the task force consisting of the highest
managerial level of the EU medicines agencies - Heads of
Medicines Agencies (HMA) network and EMA Management
Board. Much emphasis is being placed by the Institute also
on active and well-prepared participation in the meetings of
the Council Working party on Pharmaceuticals and Medical
Devices, whichis covered by the Institute in cooperation with the
Ministry of Health. In 2009 the Institute has also newly become
the member of the MEDEV (Medicine Evaluation Committee)
network.

In addition to the management of coordinated activities associ-
ated with the A/H1N1 virus pandemic situation, the international
scene focused also upon the sphere of counterfeit products
- not only on the above-mentioned EU Council level, but also
on the grounds of the Council of Europe, and on the initiative
of individual medicines agencies in the EU. One of the current
issues addressed by the Institute is the solution of antimicrobi-
otic resistance and rational use of pharmaceuticals associated
therewith; in respect of this issue, last year the Institute acted
as the coordinator of a project dedicated to this topic within the
scope of a treaty concluded by the Czech Republic and the
World Health Organisation. Furthermore, a long-term coopera-
tioninthe sphere of inspection activities continued, by means of
involvement in OECD activities as part of the Good Laboratory
Practice Panel and Pharmaceutical Inspection Cooperation/
Scheme (PIC/S). As part of regular meetings of GMP inspectors
in EMEA, the Institute participated in the revision of Amendment
6 "Medicinal gases, to EU GMP, in the exchange of information
about CROs performing BE/BA studies; data on the results
from GCP inspections are being entered into the EudraCT da-
tabase, and data about the manufacturers of medicinal prod-
ucts, including control laboratories, and about GMP inspection
results into the Eudra GMP database.

In the second half of 2009, the Institute was preparing for an
important audit within the scope of the EU BEMA medicines
agencies network, the implementation of which has been
planned for spring 2010.

In total, 373 business trips of 90 employees to 30 countries took
place; most of the trips having been to the EMA. Of the total
number of business trips, 198 were funded from EMA resources,
27 from the funds of the European Commission, 59 from
the financial resources of the Ministry of Health of the Czech
Republic, and 24 trips from the funds of the Council of Europe
(EDQM) and 67 business trips from the budget of the Institute.

Obr. 1. Prostfedky pro thradu pracovnich cest zaméstnanct Ustavu do evropskych instituci
Funds covering business trips of the employees of the Institute to European institutions
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4. ODBORNE CINNOSTI USTAVU

4.1 AGENDA CELKEM A VALIDACE ZADOSTi

Oblast spisové sluzby

V roce 2009 pokracoval trend z predchazejicich let a to
v pomérné velkém nardstu korespondence.

Béhem roku 2009 bylo elektronickou spisovou sluzbou
Ustavu evidovano 63 377 doru&enych pisemnosti (v pfed-
chazejicim roce 55 696) a odeslanych pisemnosti 51 285
(v pfedchazejicim roce 46 383).

7, SUKL

4. REGULATORY ACTIVITIES

OF THE INSTITUTE

4.1 OFFICE WORK IN TOTAL AND VALIDATION
OF APPLICATIONS

Documentary service

In 2009, the trend from previous years in relatively large increases
of correspondence continued.

In the course 2009, the electronic record system of the Institute
registered 63,377 delivered documents (55,696 in the previous
year) and 51,285 sent documents (46,383 in the previous year).

Podatelna Rozdil 2009 oproti 2008
Mail room Ao ZDos Zo0e 2009 vs. 2008 difference
SOl il 49 751 55 696 63 377 13,79 %
Received documents

Vypravna 2007 2008 2009

Dispatch room

Odeslané pisemnosti 26 371 46 383 51285 10,57 %

Sent documents

Validace zadosti

Vstupni kontrola zadosti o nové registrace |IéCivych
pripravkd, o prodlouzeni platnosti narodnich registraci
Iécivych pripravkd, o povoleni/ohlaseni klinického
hodnoceni a zadosti agendy stanoveni cen a vyse
a podminek uhrady IéCivych prFipravk( (CaU) je prova-
déna oddélenim validace zadosti. Toto oddéleni proto
stoji na za¢atku velké Casti spravnich fizeni, ktera v ustavu
probihaji, a poskytuje k zahajovanym spravnim Frizeni
zavadéni zakladnich udaju do systému, na které pak
mohou jednotlivé odborné utvary navazovat.

Béhem roku 2009 byl kladen duraz na zefektivnéni
urychleni validacni faze predevsim pfi zpracovani agendy
cenové a uhradoveé regulace. V roce 2009 byl zazname-
nan vyznamny nardst podani agendy CaU oproti minu-
lému roku, a to o 76 %. V ostatnich agendach pocet
podanych zadosti oproti minulému roku mirné klesl,
v agendé zadosti o nové registrace léCivych pripravkl
byl zaznamenan pokles o 5 %, v agendé zadosti o povo-
leni/ohlaseni klinického hodnoceni pak o 11 %. Pocet
podanych zadosti o prodlouzeni platnosti narodnich
registraci léCivych pripravkd zGstal na drovni roku 2008.

Agenda validace zadosti o stanoveni cen a vysSe

a podminek uhrady

Celkem bylo podano 1 155 zadosti, pricemz 128 sprav-
nich frizeni bylo usnesenim zastaveno ve validacni fazi,
339 spravnich Fizeni bylo nutno prerusit z divodu vad
podani a nedostatkl v zadosti.

Validation of applications

The entry check-in in respect of applications for new marketing
authorisations of medicinal products, renewals of national
marketing authorisations of medicinal products, authorisations/
notifications of clinical trials and applications related to
determination of medicinal products price and reimbursement
amounts and conditions (CaU) is conducted by the department
of Validation of Applications. This department therefore stands
at the starting point of majority of administrative procedures
running in the Institute, and provides for the input of essential
data into systems for the initiated administrative procedures,
which the individual regulatory units may build on.

In the course of 2009, emphasis was placed upon improving
the effectiveness and automation of essential control steps
in order to accelerate the validation stage, particularly when
dealing with price and reimbursement regulatory issues. In
2009, a significant increase in CaU submissions compared
to 2008 was seen, by as much as 76%. In other areas, the
numbers of submitted applications compared to the previous
year exhibited a slight decrease; in the sphere of applications for
new marketing authorisations of medicinal products a 5% drop
was reported, in the sphere of applications for authorisation/
notification of clinical trials the drop amounted to 11%. The
number of submitted applications for renewals of national
marketing authorisations of medicinal products remained on
the same level as in 2008.

Validation of applications for determination of prices and
amounts and conditions of reimbursement

In total, 1,155 applications were submitted; 128 administrative
procedures were stopped at the validation stage by SUKL
decision; 339 administrative procedures had to be suspended
due to errors in submission and shortcomings in the application.

Zprava o éinnosti SUKL v roce 2009
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Obr. 1. Zpracovani zadosti CaU
Processing of CaU applications
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Agenda validace zadosti o nové registrace Ié¢ivych
pFipravki

Celkem bylo podano 1 161 zadosti, pficemz 9 sprav-
nich Fizeni bylo usnesenim zastaveno ve validacni fazi,
1 054 spravnich fizeni bylo pfedano na sekci registraci
k odbornému hodnoceni. K 28. 1. 2010 zlstava jesté
98 spravnich Fizeni prerudenych z dlivodu vad podani,
nedostatk(l v zadosti a nepfedlozeni pozadované doku-
mentace ve validacni fazi.

Validation of applications for new marketing
authorisations of medicinal products

In total, 1,161 applications were submitted; 9 administrative
procedures were stopped at the validation stage by SUKL
decision; 1,054 administrative procedures were forwarded to
the Marketing Authorisations branch for expert assessment. As
of January 28 2010, there were 98 administrative procedures
suspended due to errors in submission, shortcomings in the
application, and failure to submit the requested documentation
at the validation stage.

Obr. 2. Zpracovani zadosti o nové registrace lIéCivych pFipravki
Processing of applications for new marketing authorisation of medicinal products
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Agenda validace zadosti o prodlouzeni platnosti
narodnich registraci IéCivych pFipravkt

Celkem bylo podano 583 zadosti, pricemz 4 spravni
fizeni byla usnesenim zastavena ve valida¢ni fazi, 339
spravnich fizeni bylo pfedano na oddéleni registraci
k odbornému hodnoceni. K 28. 1. 2010 zUstava jesté
240 spravnich Fizeni prerusenych z dvodu vad podani,
nedostatkll v Zadosti a nepredlozeni pozadované doku-
mentace ve validacni fazi

7, SUKL

Validation of applications for renewals of national
marketing authorisations of medicinal products

In total, 583 applications were submitted; 4 administrative
procedures were stopped at the validation stage by SUKL decision;
339 administrative procedures were passed to the Marketing
Authorisations for expert assessment. As of January 28 2010,
there were 240 administrative procedures suspended due to
errors in submission, shortcomings in the application, and failure
to submit the requested documentation at the validation stage.

Obr. 3. Zpracovani zadosti o prodlouzeni platnosti narodni registrace Ié¢ivych pFipravkt
Processing of applications for renewals of national marketing authorisation of medicinal products
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Agenda validace zadosti o povoleni/ohlaseni
klinického hodnoceni

Celkem bylo podano 327 zadosti, pricemz 1 spravni
fizeni bylo usnesenim zastaveno ve validac¢ni fazi, 324
spravnich fizeni bylo predano na oddéleni klinického
hodnoceni IéCiv k odbornému hodnoceni. K 28. 1. 2010
zUstavaji jesté 2 spravni fizeni prerusena z divodu vad
podani, nedostatkll v Zadosti a nepfedlozeni pozadované
dokumentace ve validacni fazi.
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Validation of applications for authorisation/notifications
of clinical trials

In total, 327 applications were submitted; 1 administrative
procedure was stopped at the validation stage by SUKL decision;
324 administrative procedures were forwarded to the Clinical
Trials department for expert assessment. As of January 28 2010,
there were 2 administrative procedures suspended due to errors
in submission, shortcomings in the application, and failure to
submit the requested documentation at the validation stage.

Obr. 4. Zpracovani zadosti o povoleni/ohlaseni klinického hodnoceni

Processing of applications for authorisation/notification of clinical trials
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V souladu s vyhlaskou ¢. 228/2008 a pokynem REG-84
je prijimana dokumentace k zadostem o nové registrace
a o prodlouzeni platnosti registrace 1éCivych pripravkl
v e-CTD formatu. Prehled podani v pripadé& novych re-
gistraci znazornuje obr. 5. K zadostem o prodlouzeni
je dokumentace v e-CTD predkladana pouze v cca 5 %.

7, SUKL

In compliance with Decree No 228/2008 and Guideline REG-
84, dossiers accompanying applications for new marketing
authorisations and for renewals of marketing authorisations of
medicinal products are acceptedinthe e-CTD format. An overview of
submissions concerning new marketing authorisations is provided
in Fig. 5. Dossiers accompanying applications for renewals are
submitted in the e-CTD format only in approx. 5% of cases.

Obr. 5. Dokumentace predlozena v e-CTD formatu v roce 2009

Dossiers submitted in eCTD format in 2009
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SEKCE REGISTRACI

MARKETING AUTORISATION BRANCH

Kazdy hromadné vyrabény |écCivy pripravek podléha
pfed uvedenim na trh v Ceské republice registraci.
V ramci registracniho procesu sekce registraci posuzuje
dokumentace, ve které budouci drzitel rozhodnuti o regis-
traci prokazuje bezpecénost, U¢innost a kvalitu pripravku.
Posuzuji se také indikace, kontraindikace, davkovani
pripravku, klasifikace pro vydej, ale i pfibalova informace
pro pacienta a navrh textl na obal I1€Civého pfipravku.
Soucasti rozhodnuti o registraci je pribalova informace
i souhrn Udajl o pFipravku, ktery slouzi lékafGm a zdra-
votnickym odbornikim jako klicovy zdroj informaci
o lécivém pripravku.

Statni Ustav pro kontrolu lécCiv vydava stanoviska/roz-
hodnuti v pripadech pochybnosti, zda jde o |éCivy
pripravek podléhajici registraci nebo o |éCivou latku nebo
o jiny vyrobek, pfripadné homeopaticky pripravek, ato na
zadost nebo z viastniho podnétu. Rozhodnuti SUKL je Kli-
cové pro regulacni rezim hodnoceného vyrobku a pro
nasledny postup zadatele pred uvedenim vyrobku na trh
v Ceskeé republice.

Ustav rovnéz vydava stanoviska k zadostem o speci-
fické |éCebné programy pro Ministerstvo zdravotnictvi
CR. Specifické Ié&ebné programy umoziuji pouziti, dis-
tribuci a vydej neregistrovanych humannich lécivych pfi-
pravk( za spinéni uréitych podminek.

Oddéleni klinického hodnoceni provadi posuzovani
zadosti o povoleni/ohlaseni klinického hodnoceni,
dohled nad prubéhem klinickych hodnoceni, vydava
stanoviska pro posouzeni projektl, nejedna-li se o Kli-
nické hodnoceni regulované SUKL a vede evidenci pou-
Ziti neregistrovanych lé¢ivych pripravku.

Each proprietary medicinal product is subject to marketing
authorisation prior to the placement on the market in the Czech
Republic. Within the scope of the marketing authorisation
procedure, the Marketing Authorisation Branch assesses
dossiers, in which the future marketing authorisation holder
evidences the safety, efficacy and quality of the product.
Indications, contraindications, product posology, classification
for dispensing, as well as package leaflets for patients and
proposed labelling of the medicinal products are also subject
to assessment. The granted marketing authorisation includes
also the approved package leaflet and the summary of the
product characteristics, which serves doctors and healthcare
professionals as a key source of information about the medicinal
product.

The State Institute for Drug Control issues its opinions/
decisions where doubts arise as to whether a product is
a medicinal product subject to marketing authorisation or
an active substance or another product or a homeopathic
product, where applicable, either upon request or on its own
initiative. SUKL’s decision is key for the regulatory regimen of
the assessed product and for the subsequent process the
applicant has to employ prior to the placement of the product
on the market in the Czech Repubilic.

Furthermore, the Institute issues opinions on applications for
specific therapeutic programmes for the Ministry of Health of
the Czech Republic. Specific therapeutic programmes allow
for the use, distribution, and dispensing of non-authorised
medicinal products for human use under certain conditions.
The department of Clinical Trials assesses applications
for authorisation/notifications of clinical trials, carries our
surveillance over the conduct of clinical trials, issues opinions
for project assessment, unless clinical trials regulated by SUKL
are concerned, and maintains records of use of non-authorised
medicinal products.
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4.2 REGISTRACE LECIVYCH PRIPRAVKU

Agenda zadosti o novou registraci

V roce 2009 predstavovaly zadosti o registraci proce-
durou vzajemného uznavani (MRP) a decentralizovanou
procedurou (DCP) rozhodujici ¢ast z celkového poctu
zadosti o registraci, které byly po Uspésné validaci pre-
dany k posouzeni na registracni sekci. Stejné jako v roce
2008 jsme i v roce 2009 zaznamenali pokles poctu pfija-
tych zadosti o narodni registrace.

Pfipravkim registrovanym narodni procedurou bylo
umoznéno jejich zarazeni do procedury vzajemného
uznavani postupem, ktery umoznuje zachovat stejné
registracni Cislo, stejny nazev pripravku i stejné koédy
SUKL. Proti minulému roku véak doslo k poklesu téchto
zadosti.

V tomto roce pokracovaly procedury vzajemného
uznavani, kde CR byla referen&nim statem. Vzhledem
k ¢asové narocnosti vedeni decentralizovanych pro-
cedur a predevsim k vysoké odborné naro¢nosti jejich
posouzeni je nutné podani téchto zadosti predem kon-
zultovat. Proto je také pocet prijatych zadosti korigovan
a zahajeni procedur je planovano tak, aby v prdbéhu
celého roku byly tyto zadosti podavany Ustavem rovno-
meérné.

V soucasné dobé jsou kapacitni moznosti pro vedeni
decentralizovanych procedur na témér cely rok 2013
vycerpany. V souvislosti s planovanim a prislibem vedeni
procedur je potreba vzit v Uvahu i kapacity na poregis-
tracni zodpovédnost za pfipravek, coz mlze znamenat
i nardst inspekcénich aktivit.

Celkovy pocet vyrizenych zadosti o registraci |éCivych
pripravk( se proti roku 2008 zvysil (obr. 1, tab. 1).

Agenda zadosti o prodlouzeni platnosti registrace
V obdobi pred 1. 1. 1998 bylo u nékterych léc¢ivych
pfipravkll pod jednim registra¢nim &islem zahrnuto vice
sil. Tento zpUsob pridélovani registracnich cisel véak
nevyhovuje nejen pojeti stavajicich pravnich predpisd,
ale zejména komplikuje mezinarodné harmonizované
registracni procedury EU. Proto dochazi pfi prodlouzeni
registrace téchto pripravkd k Upravé jejich registracnich
Cisel. Vysledkem tohoto kroku je, ze kazda sila |éCivého
pripravku bude mit své viastni registracni cislo.

Mezinarodni spoluprace

V ramci spoluprace s Evropskou Iékovou agenturou se
pracovnici Ustavu zapojili jako zpravodaj i spoluzpra-
vodaj do hodnoceni ¢tyf centralizovanych registraci
a prfehodnoceni jedné centralizované registrace, do
peer review pro tfi registrace a do Sesti arbitrazi. Nasi
zastupci se rovnéz aktivné zapojuji do prace Vyboru pro
|&Civa pro vzacna onemocnéni a Vyboru pro pediatrické
pripravky a nové vzniklého Vyboru pro moderni terapie.
Kontroly ¢eskych textll souhrnd tdajd o pripravku, priba-
lovych informaci i text( na obalech pripravk( registrova-
nych centralizovanou procedurou stale pokracuji. Nad
ramec kontroly zaménitelnosti nazvl IéCivych pripravki
provadéné na zadost i v souvislosti s probihajicimi regis-
tracemi nebo zadostmi o zménu registrace probihala
spoluprace s Evropskou |ékovou agenturou pfi kont-
role zaménitelnosti nazvl probihajicich centralizovanych
registraci.
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4.2 MARKETING AUTHORISATION OF MEDICINAL
PRODUCTS

Applications for new marketing authorisation

In 2009, the applications for marketing authorisation (MAA) via
the Mutual Recognition Procedure (MRP) and decentralised
procedure (DCP) represented a major part of the total number
of applications for marketing authorisation which were, after a
successful validation, forwarded to the Marketing Authorisation
Branch for assessment. Like in 2008, a drop in the number of
received applications for national marketing authorisation was
noticed in 2009.

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;
compared to the previous year, however, the number of these
applications dropped.

In 2009, the Mutual Recognition Procedures with the Czech
Republic as the Reference Member State continued. As the
decentralised procedures are much demanding in terms of time
and, in particular, high expertise necessary for their assessment,
it is essential to consult the intention to file these applications in
advance. For this reason the number of accepted applications is
regulated and the commencement of procedures scheduled in
a manner allowing for an even submission of these applications
to the Institute in the course of the entire year.

At present, the capacity dedicated to decentralised procedures
is booked up for almost the entire year 2013. In terms of the
scheduling and undertaking to conduct the procedures, it is
necessary to consider also the capacity for post-authorisation
responsibility for the product, which may also involve an
increase in inspection activities.

The total number of decided applications for marketing
authorisations of medicinal products compared to 2008
increased (Fig. 1, Tab. 1).

Marketing authorisation renewal applications

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, not only fails to
comply with the interpretation of existing legal regulations, but
most of all complicates the internationally harmonised 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 were involved as a
rapporteur and a co-rapporteur in the assessment of four
centralised marketing authorisations and the review of one
centralised marketing authorisation, in the peer review for three
marketing authorisations, and in six referral procedures.

The representatives of the Institute were also actively involved
in the work of the Committee for Orphan Medicinal Products
and the Paediatric Committee and the newly established
Committee for Advanced Therapies. 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

Zprava o éinnosti SUKL v roce 2009
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Zmeény V registraci

Vzhledem ke stoupajicimu poctu pripravkl registrova-
nych procedurou vzajemného uznavani stoupa také po-
Cet zadosti o zmény v téchto procedurach (obr. 1, tab. 1).
Celkovy pocet prijatych zadosti o zménu typu |IA a zménu
typu IB i o zménu typu Il se proti lonskému roku zvysil,
stejné tak i pocet zadosti vyfizenych. Proti zpracovanym
8 449 zménam v roce 2008 bylo na zakladé predloze-
nych zadosti typu | a IA vyfizeno 10 416 zadosti, z toho
4 428 bylo narodnich zmén. Tento pocet zahrnuje i zmény
pribalové informace a udajl na obalu, které nesouvisi se
souhrnem Udajd o pripravku, a pfevod registrace.

Pocet vyfizenych zmén typu Il oproti roku 2008 stoupl
z 2 761 zadostina 3 310.

Soubézny dovoz
V roce 2009 byly povoleny 3 soubézné dovozy.

ZrusSeni registrace

V roce 2009 vyraznym zpulsobem narostl pocet zadosti
o zrus$eni registrace, ze 460 v roce 2008 na 661 v roce
20009.
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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
was carried out also in the sphere of controls of liability to confusion
of names in the pending centralised authorisation 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 IA and Type
IB as well as Type |l variations has increased compared to the
previous year, as well as the number of decided applications.
Compared to the 8,449 variations processed in 2008, 10,416
applications were decided on the basis of Type | and IA variation
notification, of which 4,428 were national variations. This number
includes also variations to the package leaflet and labelling,
which are not associated with the summary of the product
characteristics, and transfers of marketing authorisations.

The number of completed Type Il variations has increased from
2,761 applications in 2008 to 3,310.

Parallel import
In 2009, 3 parallel imports were authorised.

Revocation of marketing authorisation

In 2009, the number of applications for revocation of marketing
authorisation significantly increased, from 460 in 2008 to 661
in 2009.

Obr. 1. Agenda registrace IéCivych pFipravkl — vyfizené Zadosti
Marketing authorisation of medicinal products - decided applications
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Zadost o registraci ZR |, PIL + obal, pfevod ZR1 Prodlouzeni Zru$eni registrace
MAA ZR |, PIL + packaging, transfer ZR Il Renewal MA revocation

Typ zadosti / Type of application

Vysveétlivky / Legend:

ZR 1 -zménaregistrace typu | (zahrnuje zménu lAiIB) / Type | variation to marketing authorisation (includes both IA and IB variations)
ZR Il - zména registrace typu Il / ZR Il - Type Il variation to marketing authorisation

PIL - pFibalova informace / PIL - Package leaflet
MA - Marketing Authorisation
MAA - Application for marketing authorisation
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Tabulka 1. Agenda zadosti v oblasti registraci — rok 2009
Applications in the area of marketing authorisation - 2009
Pocet doslych Podet vyFizenvch Vyfizeno Ukonéeno Nevyfizené
2adosti o do;’:,fcelk :m VyfizenoR| 2Z/M/N | navalidacich |k 31. 12. 2009
No. of delivered Decided in total Decided R Decided Terminated Pending as of
applications Z/M/N at validation 31/12/2009

Zadost o registraci

Applications for marketing 1133 1053 931 111/11/0 19 1815
authorisation

Z toho narodnich

OF which national 103 141 94 40/7/0 9 235
Z toho CR jako RMS-DCP

Of which the Czech Republic 68 52 46 6/0/0 (0] 64
being the RMS - DCP

Z toho MRP-CMS

Of which MRP-CMS 175 232 215 13/4/0 0 126
Z toho DCP-CMS

OFf which DCP-CMS 785 628 576 52/0/0 10 1390
Vedeni procedury MRP/RMS

Conducting the MRP procedure/RMS i) G e ) © A
Presmyk na MRP/DCP proceduru

Switch to the MRP procedure ez Y Y Qi) e
ZR | B, PIL + obal, prevod

ZR |, PIL + labelling, transfer ks e k) Al Uiles!
Z toho narodnich / Of which national 1505 1495 1438 15/42/0 200
Z toho RMS / Of which RMS 133 113 107 6/0/0 59
Z toho CMS / Of which CMS 2180 2340 2224 60/55/1 1704
ZRIA 6567 6468 6099 19/350/0 2112
Z toho narodnich / Of which national 2936 2933 2744 1/188/0 120
Z toho RMS / Of which RMS 277 235 194 0/41/0 68

Z toho CMS / Of which CMS 3354 3300 3161 18/121/0 1924
ZRI1I 3522 3310 3095 147/68/0 3676
Z toho narodnich / Of which national 1724 2046 1943 88/15/0 1157
Z toho RMS / Of which RMS 143 108 103 5/0/0 110
Z toho CMS / Of which CMS 1655 1156 1049 54/53/0 2409
Prodiouzeni 996 1532 1361 | 142/29/0 21 2598
Renewal

Z toho narodnich / Of which national 583 1352 1187 142/23/0 19 1972
Z toho RMS / Of which RMS 36 15 15 0/0/0 33
Z toho CMS / Of which CMS B 165 159 0/6/0 593
Zruseni registrace

MA revocation 610 661 637 22/2/0 11
Z toho narodnich / Of which national 447 444 424 18/2/0 5

Z toho RMS / Of which RMS 15 15 15 0/0/0

Z toho CMS / Of which CMS 148 202 198 4/0/0

Soubézny dovoz

Parallel import < o = 1 =

(Tabulka nezohlednuje pocCty nedoresenych zadosti z minulého obdobi a naopak zahrnuje i zadosti, které jsou jesté ve validacni fazi.)
(The table does not reflect the numbers of pending applications from the previous period, but includes also applications which are

still in the validation stage.)

Vysvétlivky / Legend:

R — vyfizeno, v pfipadé registrace zaregistrovano, v pripadé zruseni registrace zruseno / Decided, i.e. authorised in the case
of marketing authorisations, or revoked in the case of MA revocations

Zz - zastaveno zadatelem / Withdrawn by the applicant

M - zamitnuto Ustavem / Rejected by the Institute

N - neschvaleno ustavem / Not approved by the Institute

ZRIA - zménaregistrace typu IA / Type IA variation to marketing authorisation

ZRIB - zménaregistrace typu IB / Type IB variation to marketing authorisation

ZR 1l - zménaregistrace typu ll / Type Il variation to marketing authorisation

RMS - referenc¢ni Clensky stat / Reference Member State

CMS - zUcCastnény cClensky stat / Concerned Member State

MRP - registrace procedurou vzajemného uznavani / Marketing authorisation via Mutual Recognition Procedure

DCP - registrace procedurou vzajemného uznavani (decentralizovana registrace) / Marketing authorisation via Decentralised Procedure

Zprava o éinnosti SUKL v roce 2009
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4.3 POSUZOVANI HRANICNICH PRIPRAVKU,
AGENDA POUZIiVANIi NEREGISTROVANYCH
PRIPRAVKU, VYDAVANI STANOVISEK
KE SPECIFICKYM LECEBNYM PROGRAMUM

Agenda posuzovani hrani¢nich pripravkl a vydavani
rozhodnuti a stanovisek k zarazeni vyrobk( probihala za
podobnych podminek jako v roce 2008. Pocet zadosti
o posouzeni v roce 2009 byl srovnatelny s predchozim
rokem. Pokracovala spoluprace se Statnim zdravotnim
ustavem, Ministerstvem zdravotnictvi, Statni zemédél-
skou a potravinarskou inspekci a Policii CR, pro néz byla
vydana stanoviska k celkem 48 vyrobkim.

Rozhodnuti byla ze strany Ustavu dsledné vydavana
v zakonem stanovené spravni Ihlté. Ve 4 pfipadech
Ustav zaradil vyrobek mezi 1é&ivé pripravky, v 8 pripa-
dech nebyl vyrobek zarazen do kategorie IéCivych
pripravkd. Proti zadnému rozhodnuti vydanému na zadost
nebylo podano odvolani. V oblasti hrani¢ni problematiky
bylo dale uskute&néno 6 konzultaci. Resitelsky tym
pro hrani¢ni pripravky se zabyval klasifikaci celkem
6 vyrobkd.
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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 and opinions on product classification were carried out
under similar conditions as in 2008. The number of applications
for assessment in 2009 was comparable to the previous year.
Cooperation with the National Institute of Public Health, the
Ministry of Health, CAFIA, and the Czech Police continued, and
opinions on 48 products in total were issued for them.

Decisions were being issued by the Institute consistently in
compliance with the statutory administrative timelines. In 4
casesthe Institute classified the products as medicinal products,
in 8 cases the products were not categorised as medicinal
products. No appeal was filed against the decisions issued upon
request. Furthermore, in the sphere of borderline products,
6 consultations were conducted. The Borderline Product
Research Team dealt with the classification of 6 products in total.

Tabulka 1. Zadosti o rozliSeni hrani&nich pFipravkii podané pravnickymi a fyzickymi osobami mimo organt
statni spravy / Applications for distinguishing borderline products submitted by legal and natural
persons in addition to state administration bodies

Nedofesené Prijato Poégt Poégt z tc:ho Z toho ) P‘fechvézi
sadosti za sadosti vydanych' vydanych po?et zasta‘\'len’l / do dalsiho
AT IR T v roce 2009 rozhodnuti stanovisek zamitnuti stazeni roku
Pending from the Applications Number Number Of which Of which Brought
previous period. | recsived in 2009 of issued of issued number suspended/ forward to the
decisions opinions of rejections withdrawn next year
2 12 5 7 0 0 2

V roce 2009 bylo prijato 3878 hlaseni o pouziti neregis-
trovanych LP. Z ddvodu zvyseni kvality hlaseni a lepsi
moznosti jejich vyhodnoceni jsme provedli zménu sys-
tému hlaseni pouziti neregistrovaného LP a od ¢ervence
2009 je zavedeno elektronické hlaseni pres webové
stranky SUKL.

In 2009, 3,878 notifications of the use of non-authorised
medicinal products were received. In order to increase the
quality of reporting and to improve the possibilities of their
evaluation, a change to the non-authorised medicinal product
reporting system was made and since 2009, electronic
reporting via SUKL website has been in place.

Obr. 1. Pocet oznameni o pouziti neregistrovaného Ié¢ivého pfFipravku
Number of notifications of non-authorised medicinal product uses
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V oblasti vydavani stanovisek k zadostem o specifické
IéCebné programy bylo prijato 29 zadosti, kdy formou
specifickych Ié¢ebnych programl byla nahrazovana
nedostupnost registrovanych pripravkd, véetné zajisténi
pripravkl pro vzacna onemocnéni.

Tabulka 2. Specifické |Iééebné programy (SLP)
Specific Therapeutic Programmes (SLP)

7, SUKL

In the area of issuing opinions on applications for specific
therapeutic programmes, 29 applications were received where
the unavailability of authorised products was resolved by
means of specific therapeutic programmes, incl. the obtaining
of orphan products.

Nedoresené zadosti

Prijato zadosti

Pocet stanovisek

Z toho pocet

Z toho zastaveni/

Pfechazi do

za minulé obdobi danych zamitnuti stazeni
. AC v roce 2009 vycany . . roku 2010
Pending applications . v roce 2009 Of which Of which
. Applications . Brought forward
from the previous h . Number of opinions number suspended/
. received in 2009 . . . . to 2010
period issuedin 2009 of rejections withdrawn
S 30 31 1 1 1

4.4 KLINICKE HODNOCENI LECIV

V roce 2009 byl zahajen Voluntary Harmonisation Pro-
cedure (VHP), dobrovolny harmonizaéni proces spolec-
ného posuzovani dokumentace klinickych hodnoceni
fizeny Clinical Trial Facilitation Group (CTFG) skupinou
EMA. CR se hned od zagatku aktivné zapojila do tohoto
procesu. Vramci VHP bylav CR predlozenaaposouzena
4 klinicka hodnoceni. V prabéhu roku bylo v souladu
S novou legislativou zahajeno v CR doru&ovani listovnich
zasilek do datovych schranek. Tim doslo i ke zméné
formulard, rozhodnuti zasilana do datovych schranek
jsou opatrena elektronickym podpisem a misto razitka
jsou opatrfena vétou “Otisk Uredniho razitka”. Doslo k
vyraznému zkraceni doby posuzovani bioekvivalen&nich
studii (BE) v navaznosti na prdzkum doby posouzeni
jednotlivymi staty EU. Doba posouzeni zadosti a vydani
rozhodnuti pro BE studie byla v roce 2009 v priméru
28 dna.

Pocet zadosti o povoleni/ohlaseni klinického hodno-
ceni prfedlozenych v roce 2009 zlstava v porovnani s
predchozim rokem 2008 stejny, vétsinou jde o mezina-
rodni multicentricka randomizovana zaslepena place-
bem nebo aktivni ucinnou latkou kontrolovana Klinicka
hodnoceni, provadéna zahrani¢nimi zadavateli. V pru-
béhu posuzovaciho procesu bylo stazeno 30 zadosti
o0 povoleni/ohlaseni klinického hodnoceni a 1 zadost
byla zamitnuta. Letos doslo k dalSimu nardstu predloze-
nych dodatkt ke klinickym hodnocenim, ato o 22 %.

V prdbéhu roku 2009 bylo zastaveno ¢i pferuseno
14 klinickych hodnoceni, 65 klinickych hodnoceni bylo
pred¢asné ukonceno zadavatelem (z toho 15 z bezpec-
nostnich didvodu, 22 z divodu nedostateéné ucinnosti).

Tabulka 1. Klinické hodnoceni (KH)
Clinical trials (CT)

4.4 CLINICAL TRIALS ON PHARMACEUTICALS

In 2009, the Voluntary Harmonisation Procedure (VHP) has
been initiated, which is a voluntary harmonisation process
of joint assessment of clinical trial documentation, managed
by the EMA Clinical Trial Facilitation Group (CTFG). Since the
very beginning, the Czech Republic was actively involved
in this process. Within the scope of VHP, 4 clinical trials were
submitted and assessed in the Czech Republic. In compliance
with the new legislation, deliveries of documents to data
mailboxes began in the Czech Republic in the course of the
year. As a consequence, forms were changed, decisions sent
to data mailboxes were certified by the electronic signature,
and stamps replaced with the sentence "Officially stamped,.
The assessment periods of bioequivalence (BE) studies were
significantly reduced as aresult of a survey into the assessment
periods in individual EU Member States. In 2009, the application
assessment period and issuance of decisions for BE studies
was 28 days on average.

The number of applications for authorisation/notifications of
clinical trials submitted in 2009 remains the same compared
to the previous year 2008 and concerns, in most cases,
international, multicentric, randomised, blinded, placebo-
or active-substance controlled clinical trials conducted by
foreign sponsors. In the course of the assessment process,
30 applications for authorisation/notification of a clinical trial
were withdrawn and 1 application was rejected. In the course
of 2009, the number of submitted amendments to clinical trials
further grew by 22%.

In 2009, 14 clinical trials were stopped or suspended, 65 clinical
trials were prematurely terminated by the sponsor (of which 15
for safety reasons and 22 for lack of efficacy).

Nedofesené PFijaté Pocet vydanych Ztoho Ztoho Pfechazi do
== . N - - - . rozhodnuti pocet -
zadosti za minulé zadosti - . pocet roku 2010
. v roce 2009 zamitnuti - .
obdobi v roce 2009 , stazeni Brought
;i o Number Of which .
Pending from the Applications .. Of which forward
) ; h ) of decisions number of ;
previous period received in 2009 ) ; L withdrawn to 2010
issued in 2009 rejections
Zadost
o povoleni KH
Application for CT e [e 20 2 v 2
authorisation
Ohlaseni KH
CT notification =l e 2o g 30 28
Ohlaseni
dodatku ke KH
Notification of CT ) el T4 . ) .
amendment
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Obr. 1.

Pocty prijatych a posouzenych zadosti v roce 2009 podle faze klinického hodnoceni

(graf nezohlednuje pocty nedoresSenych zadosti z minulého obdobi)
Number of applications received and assessed in 2009 by clinical trial phase
(the chart does not reflect the numbers of pending applications from the previous period)
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Z tohoto poctu bylo 16 studii predlozenych nekomerénimi

subjekty (akademicky vyzkum).

Of this number, 16 studies were submitted by non-commercial
entities (academic research).

Tabulka 3. Indikaéni skupiny klinickych hodnoceni posouzenych v roce 2009
Therapeutic areas of clinical trials assessed in 2009

Indikaéni skupina / Therapeutic area Pocet / Number
Onkologie / Oncology 71
Respiracni + alergologie / Respiratory + Allergology 22
Zdravi dobrovolnici / Healthy volunteers 23
Neurologie / Neurology 28
Pediatrie / Pediatrics 26
Kardiovaskularni systém / Cardiovascular system 40
Revmatologie / Rheumatology 26
Ostatni / Other 14
Psychiatrie / Psychiatry 11
Diabetologie / Diabetology 23
Infeké&ni / Infectious 8
Urogenitalni nemoci / Urogenital disease 17
GIT / Gastrointestinal disease 13
Hematologie / Haematology 10
Metabolické vady + Endokrinologie / Metabolic disorders + Endocrinology 4
Dermatologie / Dermatology 11
Transplantace / Transplantations 4
Oftalmologie / Ophthalmology 4
Gynekologie / Gynaecology 4
ORL / Otolaryngology 1
ARO / Emergency (0]
Bolest / Pain 16
Vysetrovaci metody / Examination procedures 1

Uskutecénily se t¥i pracovni schlizky Pracovni skupiny
zastupcl multicentrickych etickych komisi a zastupcut
oddéleni klinického hodnoceni SUKL. Oddéleni klinic-
kého hodnoceni SUKL usporadalo 2 seminaie k novin-
kam v oblasti KH pro zadavatele a Cleny etickych komisi.
V roce 2009 bylo posouzeno 11 zadosti o posouzeni projektd,
nejedna-li se o klinické hodnoceni regulované Ustavem.

Three working meetings of the representatives of the Working
Group for Multicentric Ethics Committees and of the representatives
of the SUKL department of Clinical Trials took place. SUKL
department of Clinical Trials organised 2 seminars on the news in the
sphere of CTs for sponsors and for members of ethics committees.
In 2009, 11 applications for project assessment to determine
whether a clinical trial falls under regulation by SUKL or not were
assessed.
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SEKCE DOZORU
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SURVEILLANCE BRANCH

V odboru laboratorni kontroly jsou provadény rozbory
|eCiv pozadované zakonem (napf. z namatkovych kon-
trol 1éCiv na trhu, propousténi Sarzi), na vyzadani jinymi
Utvary SUKL, pFip. organy statni spravy a v ramci mezina-
rodni spoluprace. Laboratore jsou zaclenény do mezina-
rodni sité General Network of Official Medicines Control
Laboratories. Laboratore neprovadi rozbory na zadost
jakychkoliv komerénich subjektl (s vyjimkou propous-
téni Sarzi podle zakona o |éCivech). Lékopisné oddé-
leni se podili na vydavani Ceského Iékopisu a pFipravé
Evropského Iékopisu.

Odbor |ékarenstvi a distribuce zajistuje kontrolu dodrzo-
vani legislativnich pozadavkU v oblasti distribuce I&Civ, se
zamérenim na zasady spravné distribucni praxe a vydej
povoleni k distribu¢ni ¢innosti, dale pozadavky na vydej,
prodej a pripravu léCiv. Kontrolovanymi subjekty jsou
distributori, Iékarny, prodejci vyhrazenych |é€Civ, speci-
alizovana pracovisté zdravotnickych zarizeni. Kontrola
zachazeni s |éCivymi pripravky se provadi i ve véech
zdravotnickych zafizenich. Kontrolu zajistuji podle pFi-
slusnosti regionalni pracovisté SUKL.

Odbor inspekéni zajistuje dozorové aktivity v oblasti
vyroby |&Civ, spravné klinické a laboratorni praxe. Zahr-
nuje agendu feseni zavad v jakosti I€Civ a pomocnych
latek dostupnych na trhu CR, vydavani zavaznych sta-
novisek k dovozu a vyvozu léCivych pfipravkd, véetné
spoluprace s celnimi organy. Dale provadi dozor nad
darovanim, opatfovanim, vysSetrovanim, zpracovanim,
skladovanim a distribuci lidskych tkani a bunék sméru-
jici k zajisténi jejich jakosti a bezpecnosti. Soucasti této
¢innosti je vydavani povoleni k ¢innosti tkanového zari-
zeni, odbérového zarizeni nebo diagnostické laboratore,
provadéni kontrol, sledovani zavaznych nezadoucich
udalosti a reakci nebo podezreni na né, a v pripadech
pochybnosti rozhodovani, zda jde o tkané a bunky pod-
Iéhajici regulaci prislusnym zakonem.

Dozor nad IéCivymi prFipravky po jejich registraci smérujici
k zajisténi maximalni bezpecnosti a co nejvyhodnéj-
Siho poméru prospésnosti IéCivého pripravku k jeho
rizikim provadi oddéleni farmakovigilance. Soucasti této
¢innosti je detekce, hodnoceni, pochopeni a prevence
nezadoucich uc¢inkl 1€kt nebo problémd, jako je napf.
Spatné uzivani nebo zneuzivani Iékd, Iékové interakce,
vliv na plod, na kojené déti atd.

Vykon dozoru nad dodrzovanim zakona o regulaci
reklamy v oblasti reklamy na humanni I€Civé pripravky
(HLP) a sponzorovani v této oblasti (s vyjimkou rozhla-
sového a televizniho vysilani) zajistuje oddéleni enforce-
mentu a regulace reklamy. Provadi Setfeni podnétl na
zavadnou reklamu na HLP, vydavani odbornych stano-
visek k reklamnim materialim a k problematice regu-
lace reklamy. Oddéleni se dale zabyva vyhledavanim
a postihovanim protipravnino jednani a dale prosazo-
vanim prava v pripadech, kdy byl zjistén nelegalni stav,
tj. neopravnéné zachazeni s |éCivy. V ramci prosazo-
vani prava Ustav spolupracuje s dal&imi institucemi v CR
i v zahraniCi (zejména Policie CR, Celni sprava, SZPI,
kontrolni Ufady ¢lenskych statt EU).

Ustav dale zajistuje ginnosti, které vyplyvaiji z legislativy
vztahujici se k bezpecnosti zdravotnickych prostiredkl
(ZP), které jsou na trhu v Ceské republice. Provadi Set-
feni nezadoucich prihod ZP a jejich vyvhodnocovani, kon-
troluje provadéni klinického hodnoceni nebo klinickych
zkousek ZP. Kontroluje ZP u poskytovatell zdravotni
péce, pri kterych se zaméruje zejména na vedeni a ucho-
vavani evidence a dokumentace ZP.

The Laboratory Control section performs analyses of
pharmaceuticals required by law (e.g. random controls of
pharmaceuticals on the market, batch release), requested by
other SUKL units, or by state administration bodies and within
the scope of international cooperation. Laboratories are part of
the international General Network of Official Medicines Control
Laboratories. Laboratories do not conduct analyses upon request
from any commercial entities (except for batch release pursuant to
the Act on Pharmaceuticals). The department of Pharmacopoeia
is involved in the publication of the Czech Pharmacopoeia and in
the preparation of the European Pharmacopoeia.

The section of Pharmacy and Distribution provides for the control
over compliance with legislative requirements in the sphere of
distribution of pharmaceuticals, focusing upon the principles
of good distribution practice and issuance of authorisation of
distribution activities, as well as requests for dispensing, sale
and preparation of pharmaceuticals. The controlled entities are
distributors, pharmacies, vendors of selected pharmaceuticals, and
specialised workplaces of healthcare facilities. Controls of medicinal
product handling is also performed in all healthcare facilities. The
controls are performed by the relevant regional offices of SUKL.
The Inspection section provides for surveillance activities in the
sphere of manufacture of pharmaceuticals, good clinical practice
and good laboratory practice. This involves the solution of quality
defects of pharmaceuticals and excipients available on the Czech
market, issuance of binding opinions on import and export of
medicinal products, including cooperation with customs authorities.
Furthermore, the section carries out surveillance over donations,
procurement, examination, processing, storing, and distribution of
human tissues and cells, aimed at safeguarding their quality and
safety. These activities include also the issuance of authorisation to
engage in the activities of a tissue establishment, procurement centres
or diagnostic laboratories, the performance of inspections, monitoring
of occurring or suspected serious adverse events and reactions, and,
where doubts arise, decision-making to establish whether particular
tissues and cells shall be subject to the regulation by the relevant law.
Surveillance over medicinal products following their marketing
authorisation, aimed at safeguarding maximum safety and as optimal a
risk-benefit ratio of a medicinal product as possible is carried out by the
department of Pharmacovigilance. This activity includes the detection,
evaluation, understanding, and prevention of adverse reactions to
medicines or problems, such as misuse or abuse of medicines, drug
interactions, influence on the foetus, on breast-fed children, etc.

The performance of surveillance over compliance with the Act
on Advertising Regulation in the sphere of advertising for human
medicinal products and sponsoring within this sphere (except
for TV and radio broadcasting) is covered by the Enforcement
and Advertising Regulation department. It investigates reports of
objectionable advertising for human medicinal products, issuance of
expert opinions on advertising materials and on advertising regulation
issues. The department is, moreover, in charge of detection and
penalisation of illicit activities as well as enforcement of law in those
cases where an illegal situation has been discovered, i.e. unauthorised
handling of pharmaceuticals. In the sphere of enforcement, the Institute
cooperates also with other institutions both in the Czech Republic and
abroad (in particular with the Czech Police, Customs Administration,
CAFIA, and surveillance authorities of the EU Member States).
Furthermore, the Institute provides for activities which are implied
by legislation governing the safety of medical devices placed on
the market in the Czech Republic. It investigates adverse incidents
of medical devices and evaluates the incidents, it controls the
conduct of clinical trials or clinical evaluations of medical devices.
It inspects medical devices at providers of health care, focusing
primarily upon the maintenance and storage of files, records and
documents of the medical devices.
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4.5 LABORATORNiIi KONTROLA

Laboratorni kontrolu provadi odbor laboratorni kontroly
jednak v ramci pozadavkl danych zakonem o légivech,
tj. kontroluje jakost IéCiv v obéhu dle predem priprave-
nych projektl a propousti Sarze stanovenych IéCivych
pripravkd, a jednak na zakladé pozadavkl od internich
Zadatel(l (ostatni Utvary SUKL). Sem patii predevsim
feSeni zavad v jakosti IéCivych pFipravkd, analyza lékaren-
skych vzorkl, podezieni na padélky a nelegalni 1&Civa,
nezadouci Uc¢inky apod. Laboratore odboru jsou od roku
1995 aktivnim ¢lenem mezinarodni sité OMCL (Official
Medicine Control Laboratories) pfi Evropském ustredi
pro jakost |é¢iv (EDQM).

Odbor ma vybudovan systém managementu jakosti
podle CSN EN ISO/IEC 17025 potvrzeny EDQM vydanim
certifikatu pro obé laboratorni oddéleni na zakladé
reauditu auditory EDQM uskute¢néném v dubnu 2008.
Mezinarodni uznani systému managementu jakosti je
podminkou U¢asti v mezinarodnich studiich kontroly cen-
tralné registrovanych pfipravkl, které organizuji EMA/
EDQM, a mezinarodniho uznavani certifikati na propous-
téni Sarzi (Batch Release) v ramci EU.

Vysledky rozborl vzorkl, které provedla v roce 2009
obé laboratorni oddéleni odboru laboratorni kontroly,
jsou shrnuty v nize uvedenych tabulkach.

Byly dokon¢eny zbyvajici projekty pfipravené v roce
2006, dva projekty pripravené v roce 2008, dalsi 4 pro-
jekty z tohoto roku jsou pred uzavienim (analyzy vzorkd
byly dokonc¢eny, chybi pouze schvaleni zavérecné
zpravy) a 3 projekty jsou rozpracovany. Ukon¢ené roz-
bory jednotlivych vzork( v ramci téchto tfech rozpraco-
vanych projektl budou vykazany v hodnotici tabulce az
po dokoncéeni projektl. Zpravy o uzavieni projektl budou
po schvaleni Tymem pro jakost zverejnény ve Véstniku
SUKL.

Ve spolupraci s ostatnimi Utvary Ustavu a Tymem pro
jakost byl pfipraven plan projektd na roky 2010 - 2011,
celkem 9 projektd, pro které zacnou v prvnim pololeti
2010 probihat odbéry vzork( inspektory Ustavu a ve
2. pololeti budou pripadné dozadany neodebrané vzorky
od drzitel( registracniho rozhodnuti podle platné legis-
lativy. Nové projekty jsou zaméreny napf. na LP s vekou
spotiebou, jiné nez pevné Iékové formy a mikrobiologic-
kou kontrolu IéCivych ¢ajovych smési.

V odboru laboratorni kontroly bylo provedeno podle vyse
uvedenych tabulek 922 kompletnich rozbor( vzorkd. Dal-
8ich 176 rozborl vzork(l LP bylo sice provedeno (tfi roz-
pracované projekty zr. 2008), ale do celkového poctu se
budou zapogitavat az po uzavieni prislusnych projektd.
Vyznamné jsou rozbory analyzovanych vzork(l s pode-
zfenim na padélky nebo nelegalni IécCiva (spoluprace
s pracovniky oddéleni enforcementu a jejich prostrednic-
tvim s Policii CR a Celni spravou). Zatimco v roce 2008
bylo provedeno 14 rozborl, v roce 2009 jich bylo 75
a oCekavame dalsi narust.

V ramci zakonného ukolu propousténi Sarzi byly vSechny
nahlasené Sarze propustény do terénu véas, tj. v zako-
nem a pokynem UST-21 stanovenych terminech. PocCet
vzork( hodnocenych jako nevyhovujici (bez padélkl
a nelegalnich pripravkd) ¢inil 1,3 % (4,8 % v roce 2008).
Zavady |éCiv zjisténé odborem laboratorni kontroly se
tykaly zejména obsahu uc¢innych latek, jejich cCistoty
vcetné mikrobiologické ap.
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4.5 LABORATORY CONTROL

Laboratory control is conducted by the Laboratory Control sec-
tion, both within the scope of requirements stipulated by the Act
on Pharmaceuticals, i.e. the section controls the quality of phar-
maceuticals in circulation as per projects prepared in advance,
and releases batches of defined medicinal products, and on
the basis of requirements raised by internal parties (other SUKL
units). This includes, in particular, solving of quality defects of
medicinal products, analysis of pharmacy samples, suspected
counterfeit products and illegal pharmaceuticals, adverse reac-
tions, etc. Since 1995, the laboratories of the section have been
active members of the international OMCL (Official Medicine
Control Laboratories) network of the European Directorate for
the Quality of Medicines (EDQM).

The section has developed a quality management system pur-
suant to the CSN EN ISO/IEC 17025 standard, endorsed by
an EDQM certificate for both laboratory departments issued
on the basis of re-audit conducted by EDQM auditors in April
2008. 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 EMA/EDQM and international recognition of certificates for
batch release within the EU.

The results of sample analyses carried out in 2009 by both
laboratory departments of the Laboratory Control section are
summarised in tables below.

Pending projects prepared in 2006 were completed as well
as two projects prepared in 2008; another 4 projects from this
year are awaiting conclusion (sample analyses were complet-
ed, only approval of the final report is pending), and 3 projects
are under way. The completed analyses of individual samples
within these three projects under way will be reported in the
evaluation table only after the project completion. Reports on
project completion will be published in SUKL Bulletin, once
approved by the Quality Team.

In cooperation with other units of the Institute and the Quality
Team a project plan for 2010-2011 has been drafted, including
9 projects in total, for which sampling by SUKL inspectors will
commence in the first half of 2010, and in the second half of
2010 uncollected samples from marketing authoriation hold-
ers will be requested as per effective legal regulations where
applicable. New projects focus e.g. upon high-consumption
medicinal products, other than solid pharmaceutical forms, and
microbiological controls of medicinal tea mixes.

As indicated in the above provided tables, 922 complete
sample analyses were carried out in the Laboratory Control
Section. Although further 176 analyses of medicinal product
samples were carried out (three pending projects from 2008),
they will be included in the total number only after the relevant
projects are concluded. Of importance are analyses of samples
analysed as suspected counterfeit or illicit products (coopera-
tion with the employees of the Enforcement department and,
through them, with the Czech Police and Customs Administra-
tion). While 14 analyses were performed in 2008, in 2009 it was
75 analyses and further increase is expected.

Withinthe scope of the Institute’s statutory task of batch release,
all reported batches were released onto the market in time, i.e.
within the due dates established by the Act and by the UST-21
guideline. The number of samples evaluated as non-compliant
(excl. counterfeit and illicit products) was 1.3% (4.8% in 2008).
Defects of pharmaceuticals detected by the Laboratory Control
section were associated mainly with the content of active
substances, their purity, including microbiological, etc.
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Tabulka 1.

podle pfedem pfipravenych projektt
Projekty uzavirené a pred uzavienim v roce 2009:
Surveillance over the quality of marketed pharmaceuticals by means of laboratory
analyses as per projects prepared in advance

Projects concluded and nearly-concluded in 2009:

Dozor nad kvalitou IéCiv na trhu prostifednictvim laboratornich rozbort

Pocet Pocet Pocet Pocet Pocet pripominek
analyzovanych | analyzovanych | vyhovujicich nevyhovujicich k registracni
Nazev projektu pFipravku vzorku vzorku vzorku dokumentaci
Project title Number Number Number Number of Number
of analysed of analysed of compliant | out-of-specification of comments
products samples samples samples on MA dossier
1b/2006 pripravky
obsahujici ambroxol
1b/2006 Products 2 e e 9 ©
containing ambroxol
1d/2006 pripravky
obsahujici atorvastatin
1d/2006 Products 2 &1 & 9 1
containing atorvastatin
1e/2006 pripravky
obsahujici tramadol
1e/2006 Products G 1] e 1 e
containing tramadol
19/2008 pripravky
obsahujici zolpidem tartrat
19/2008 Products 7 ke e 9 o
containing zolpidem tartrate
2/2008 fytofarmaka
-zbytkova rozpoustédia
2/2008 Herbal medicines - 4 1) ks 9 o
residual solvents
1a/2008 pripravky
obsahujici ibuprofen
1a/2008 Products 2e e e 9 ©
containing ibuprofen
1b/2008 pripravky
obsahujici risperidon
1b/2008 Products 2 = <o o ©
containing risperidone
1f/2008 pripravky
obsahujici fluoxetin
1f/2008 Products 4 1) e o ©
containing fluoxetine
3/2008 padélky Cialis
3/2008 Counterfeit Cialis > s s 0 0
Celkem / Total 112 303 302 1 3
Tabulka 2. Propousténi Sarzi stanovenych lIéCivych pFipravki
Batch release for defined medicinal products
Pocet Pocet
P’c‘o’cet’ Pocet proPusviienych Iab?fatc:rne Pocet
nahlasenych P Sarzi na ovérenych e - -
nahlasenych - - o . | propusténych Pocet
s LP e zakladé vzorku/poolu . [
Druh pfripravku Sarzi et = Sarzi celkem |nepropusténych
Number certifikatu Number of O
Product type Number Total number Sarzi
of reported Released samples/pooles
. of reported ; of released Non-released
medicinal batches on subjected
batches . batches
products the basis of a to laboratory
certificate verification
krevni derivaty
Blood derivatives 15 < e ey <k B
VELE g7 () 6 25 2 23 24 1
Czech vaccines
vakeiny dovoz 105 171 191 5 196 -
Imported vaccines
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Tabulka 3. Laboratorni kontrola Ié&iv a pomocnych latek na vyzadani jinymi Gtvary SUKL,

jiné organizace statni spravy nebo EDQM

Laboratory control of pharmaceuticals and excipients requested by other sections of SUKL,
by other state administration bodies or by EDQM

Z toho
vyhovuje
Of which
compliant

Z toho
nevyhovuje
Of which
non-compliant

Pocet
vzorku
Number

of samples

PodezrFeni na zavadu v jakosti IéCiva
Suspected quality defect of a pharmaceutical

41 38 3

Vzorky k registraci / Samples for marketing authorisation

1 1 0

Podezreni na padélky, nelegalni IéCiva (RAP, Policie, SZPI)

Inspection Authority /CAFIA/)

Suspected counterfeit products (Enforcement, Police, Czech Agriculture and Food

75 = =

Lékarenské vzorky / Pharmacy samples

227 220 7

Mezinarodni studie v ramci OMCL
International studies within the scope of OMCL

Ovéreni jakosti referenénich latek pro Ph. Eur., resp. CL

Verification of quality of reference substances for Ph. Eur or Czech Pharmacopoeia

Ovéreni navrhi Iékopisnych monografii
Verification of pharmacopoieal monograph drafts

Lékarny — mikrobiologicka kontrola vod
Pharmacies — microbiological water controls

13 13 0

Ostatni rozbory*/ / Other analyses*

182 141 0

Celkem / Total

555 429

+/ Napfr. kontrola ¢isténé vody v ramci SMJ, LAL testy ap.

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

Obr. 1.

Pocet kompletnich rozbori vzorkt v jednotlivych letech

No. of complete sample analyses in individual years

1000

900

922

800

841

200 676

600

687

500 467

400

Pocet / Number

300

200

100

2005 2006

2007

2008 2009

Rok / Year

Mezinarodni spoluprace v oblasti laboratorni kontroly
Kromé jiné spoluprace v ramci sité OMCL pfi EDQM
se odbor podili na spole¢nych studiich kontroly jakosti
IéCiv v obéhu, porovnavacich studiich, pfipravé referenc-
nich latek pro Evropsky Iékopis a dale na spolecné studii
EMA/EDQM laboratornim ovéreni jakosti centralné regis-
trovanych ptipravku.

International cooperation in the area of laboratory control
In addition to other international cooperation within the
framework of the EDQM OCML network, the section 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 EMA/
EDQM study in laboratory quality control of centrally authorised
products.
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Odbor laboratorni kontroly se v roce 2009 zuc¢astnil kola-
borativhich mezinarodnich studiich uvedenych v tabulce
c. 4.

7, SUKL

In 2009, the Laboratory Control section participated in
collaborative international studies as specified in Table 4.

Tabulka 4. U&ast na mezinarodnich studiich
Involvement of the Institute in international studies

Studie / Study | Nazev studie / Study title Hodnoceni / Rating
SUP 002 Analysis of Suspicious unknown Products Dobré / Good
PTS 104 Loss on Drying Dobré / Good
PTS 105 UV-VIS Spectrophotometry Dobré / Good
PTS 106 Optical Rotation Dobré / Good

N Studie dosud nebyla vyhodnocena
PTS 107 Assay by Liquid Chromatography s oS iy S
CAP Testing of the Centrally Authorised Product EDQM vydalo vysledky jako zpravu pro EMEA

Sutent capsules EDQM published the results in the form of a report for EMEA
CRS Collaborative Trial on Amlodipine Besilate CRS el b i yyhlasenl i = nghodnotl_se
Source material for CRS - not subject to rating

) ’ . Podklad pro vyhlaseni CRS - nehodnoti se

CRS Collaborative Trial on Drospirenone CRS Source material for CRS — not subject to rating

Vysvétleni zkratek

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

CRS - Chemicka referenc¢ni latka. Priprava referencni latky pro Evropsky
lekopis — ovéreni jakosti leCive latky uréené pro pouziti pfi rozboru podle
monografie Ph. Eur.

PTS - Kruhovy test poradany EDQM. Kontrola kvality prace laborato-
fe, z EDQM jsou zaslany neznamé vzorky, referencni latky a metoda. Po
zaslani vysledkt zpét EDQM jsou tyto statisticky zpracovany a laborator
obdrzi vyhodnoceni studie.

4.6 DOZOR V OBLASTI PRIPRAVY, VYDEJE,
PRODEJE A DISTRIBUCE LECIV

Odbor Iékarenstvi a distribuce provadiinspekce Iékaren,
vydejen zdravotnickych prostiedkl, prodejcl vyhraze-
nych léCiv (dale jen PVL), zdravotnickych zarizeni (v&etné
jejich specializovanych pracovist), distributort 1éCiv a od
roku 2008 také cenovou kontrolu v oblasti [€Civ. S vyjim-
kou zdravotnickych zarizeni odbor také vede a pravi-
delné aktualizuje databaze téchto subjektl. Na zakladé
novely zakona ¢&. 167/1998 Sb., o navykovych latkach
a o0 zméné nékterych dalSich zakond, ve znéni pozdéj-
Sich predpisl, presly na Statni Ustav pro kontrolu légiv
nové kompetence v oblasti navykovych latek v |ékar-
nach. Ustav vykonava od 1. 6. 2009 kontroly dodrzovani
pozadavkl tohoto zakona v [ékarnach.

Koncem roku 2009 ustav evidoval 2 370 l|ékaren,
4 |ékarny patfi do resortu Ministerstva Obrany CR, dale
se evidovalo 253 odlou¢enych oddéleni vydeje IéCiv
a zdravotnickych prostiedkl (dale jen OOVL), 381 schva-
lenych vydejen zdravotnickych prostfedk(, 181 pro-
dejcl vyhrazenych Ié¢iv, 43 oddéleni nuklearni mediciny
zdravotnickych zafizeni a 263 distributort 1€Civych pfri-
pravkl. Trend navySovani poctu Iékaren se v roce 2009
opét obnovil a oproti roku 2008 celkovy pocet |[Ekaren
vzrostl o 24 subjektl (obr. 1).

Legend:

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
intended for use in analyses as per a Ph.Eur. monograph.

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.

4.6 SURVEILLANCE IN THE AREA OF PREPARATION,
DISPENSING, SALE AND DISTRIBUTION
OF PHARMACEUTICALS

The Pharmacy and Distribution section inspects pharmacies,
medical device dispensaries, vendors of selected
pharmaceuticals (hereinafter referred to as PVL), healthcare
facilities (incl. their specialised workplaces), distributors of
pharmaceuticals (wholesalers),and, since 2008, ithas been also
involved in price controls in the sphere of pharmaceuticals. The
section, moreover, maintains and regularly updates databases
of these entities, except for healthcare facilities. Pursuant to the
amended Act No 167/1998 Coll., on Dependency Producing
Substances and on Amendments to Some Other Acts, as
amended, new powers in the sphere of dependency-producing
substances in pharmacies were transferred to the State Institute
for Drug Control. Since June 01 2009, the Institute has been
performing inspections of compliance with the requirements of
this Act in pharmacies.

In late 2009, the Institute had a list of 2,370 pharmacies, of which
4 fell within the scope of operation of the Ministry of Defence
of the Czech Republic; moreover, the Institute registered 253
detached pharmaceutical and medical devices dispensing
units (hereinafter referred to as OOVL), 381 approved medical
device dispensaries, 181 vendors of selected pharmaceuticals,
43 nuclear medicine departments of healthcare facilities, and
263 distributors of medicinal products. The trend of the growing
number of pharmacies was restored in 2009 and compared to
2008, the total number of pharmacies increased by 24 entities
(Fig. 1).
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Obr. 1. Pocet Iékaren a OOVL v letech 1991-2009 (stav k 6. 1. 2010)
Number of pharmacies and OOVL in 1991 - 2009 (situation as of January 6/2010)
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V roce 2009 bylo provedeno 908 inspekci I€karen. Na
zakladé inspekci provedenych v [Ekarnach bylo podano
28 navrhu na ulozeni pokuty, ve tfrech pripadech byl
provoz lékarny pozastaven.

Celkem bylo provedeno 150 kontrol a 11 Setfeni zamére-
nych na dodrzovani zakona o cenach a pravidel cenové
regulace u léCivych pripravkl, ve dvou pfipadech byl
podan navrh na ulozeni pokuty.

Od 1. 6. 2009 probihaly v Iékarnach kontroly dodrzovani
pozadavkl zakona ¢. 167/1998 Sb., o navykovych
latkach. Za obdobi od ¢ervna do prosince roku 2009
bylo provedeno 151 téchto kontrol.

Béhem roku 2009 ustav provedl 300 kontrol prové-
fujicich zachazeni s |éCivymi pripravky ve zdravotnic-
kych zafizenich (ZZ). Zjisténé nedostatky byly divodem
k podani celkem C&tyf navrhl na ulozeni pokuty. Pomér
zjisténych zavad pri téchto kontrolach uvadi tabulka 1.

In 2009, 908 inspections of pharmacies were carried out. On
the basis of the inspections carried out in pharmacies, in 28
cases the imposition of a fine was proposed, and in three cases
the operation of the pharmacy was suspended.

In total, 150 inspections and 11 investigations focused upon
compliance with the Act on Prices and rules of price regulations
governing medicinal products were conducted, in two cases
fine imposition was proposed.

Since June 01 2009 inspections of compliance with the
requirements of Act No 167/1998 Coll.,, on Dependency
Producing Substances, have been performed. For the period
from June to December 2009, 151 of these inspections took place.

In the course of 2009, the Institute conducted 300 inspections
examining the handling of medicinal products in healthcare
facilities. The identified shortcomings resulted in four fine
imposition proposals. The percentage of shortcomings
identified during these inspections are provided in Table 1.

Tabulka 1. Klasifikace a vyskyt zavad ve zdravotnickych zafFizenich pf¥i zachazeni s Ié¢ivymi pFipravky
Classification and occurrence of shortcomings in handling pharmaceuticals in healthcare facilities
Inspekce ZZ / Inspections of healthcare facilities
Klasifikace zavad / Classification of shortcomings Pocet / Number %
1 200 66,7
2 79 26,3
3 21 7,0
Celkem / Total 300 100

Klasifikace zavad: 1 - bez zavad nebo drobna zavada ¢ 2 — vyznamna zavada ¢ 3 - kriticka zavada
Classification of shortcomings: 1 — No or minor shortcoming ¢ 2 — Major shortcoming ¢ 3 - Critical shortcoming
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Tabulka 2.

Inspekc&ni dozor nad Iékarnami, oddélenimi nuklearni mediciny,

zdravotnickymi zaFizenimi, prodejci vyhrazenych Ié¢iv v roce 2009
Inspection surveillance over pharmacies, nuclear medicine departments,
healthcare facilities, and vendors of selected pharmaceuticals in 2009

Kontrolovany subjekt Typ kontroly Pocet Klasifikace zavad Sankce
Inspected entity Inspection type Number Classification of shortcomings Penalties
1 % 2 % 3 % A B C
Bézne kontroly 008 | 592 |6520| 221 |2430| 95 |1050| 0 | 3 | 28
Regular inspections
Lékarny Cenové kontroly 145 Nehodnoceno dle klasifikace zavad 0
Pharmacies Price inspections Not rated by classification of shortcomings
Kontroly OPL 151 Nehodnoceno dle klasifikace zavad 0
Inspections of NPS Not rated by classification of shortcomings
ol - 12 2 16,70 6 50,00 4 33,30 O - [0}
Nuclear medicine departments
Zdravotnicka zarizent 300 | 200 |6670| 79 |2630| 21 | 700 | 0 | - | 4
Healthcare facilities
Prodejci vyhrazenych IéCiv
Vendors of selected 16* 8 53,30 S 20,00 4 26,70 O - 1
pharmaceuticals

*1x nehodnoceno / not rated in 1 case

Klasifikace zavad: 1 - bez zavad nebo drobna zavada ¢ 2 — vyznamna zavada ¢ 3 - kriticka zavada
Classification of shortcomings: 1 — No or minor shortcoming ¢ 2 — Major shortcoming ¢ 3 — Critical shortcoming
Sankce: A - pozastaveni pripravy ¢ B — pozastaveni provozu ¢ C - pokuta, navrh na pokutu

Penalties: A — suspended preparation ¢ B — suspended operation ¢ C - fine, proposed fine

Na zakladé podnétl, které Ustav obdrzel k &innosti
Iékaren a zdravotnickych zarizeni, v nichz se poskytuje
zdravotni péce, bylo provedeno celkem 108 cilenych
inspekci.

Pracovnici odboru rovnéz poskytli 95 konzultaci, které
se tykaly zejména dispozi¢nich feseni a pristrojového
vybaveni stavajicich nebo nové vznikajicich subjektu.

V roce 2009 bylo vydano celkem 306 osvédceni o vécném
a technickém vybaveni Iékaren.

Distribuce

Pocet distributor(l se v roce 2009 zvysil o 36 subjektl
na celkem 263 drzitell povoleni k distribuci l1é¢ivych
pripravk(. Ustav vydal 49 novych povoleni k distribuci,
11 povoleni zrusil a zménu proved| u 72 subjektt (tabulka 3).

Ustav zrealizoval 221 inspekci distributor. 80,5 % hod-
nocenych distributord ziskalo ohodnoceni 1. stupné
(dobré), 15,4 % distributorl bylo zafazeno do stupné
¢. 2 (uspokojivé) a 4,1 % distributor( ziskalo stupen 3
(neuspokojivé). Na zakladé zjisténych skutecnosti
ustav ve dvou pripadech pozastavil ¢innost distributora
a podal ¢tyri navrhy na ulozeni pokuty (tabulka 4).

Tabulka 3. Distribuce lIéCiv v roce 2009
Distribution of pharmaceuticals in 2009

On the basis of reports received by the Institute concerning
the operation of pharmacies and healthcare facilities providing
health care, 108 targeted inspections in total were conducted.

The employees of the Branch also gave 95 consultations, in
particular on the layout and technical equipment of existing or
newly established entities.

In 2009, 306 certificates of material and technical equipment of
pharmacies were issued in total.

Distribution

In 2009, the number of distributors increased by 36 entities
to the total number of 263 medicinal product distribution
authorisation holders. 49 new distribution authorisations were
granted by the Institute, 11 revoked and changes were made in
respect of 72 entities in total (Table 3).

221 inspections of distributors were conducted by the Institute.
80.5% of inspected distributors were rated with grade 1 (good);
15.4% distributors were classified with grade 2 (satisfactory);
and 4,1% distributors with grade 3 (not satisfactory). On the
basis of the identified facts, the operation of the distributor was
suspended in 2 cases, and in 4 cases the imposition of a fine
was proposed by the Institute (Table 4).

Prijato zadosti
Received applications

Vydana rozhodnuti
Issued decisions

Zadost o povoleni distribuce

Application for distribution authorisation revocation

Application for distribution authorisation 7 49
Zadost o zménu povoleni distribuce 50 75
Application for variation to distribution authorisation

Zadost o zruseni distribuce 12 1

(Tabulka nezahrnuje pocty nedoresenych zadosti z minulého obdobi)
(The table does not include the numbers of pending applications from the previous period)

Zprava o éinnosti SUKL v roce 2009

29



Tabulka 4.

Inspekc&ni dozor nad distributory / Inspection surveillance over distributors

Pocet inspekci / Number of inspections

Hodnoceni inspekci
Rating from the inspection

Opatireni
Action

celkem | uvodni | nasledné cilené zména 1 2 3 poruseni zakona | navrh na pokutu
Total Initial Follow-up | Targeted | Variation Breach of law Fine proposed
221 54 126 11 30 178 34 9 66 4

Hodnoceni inspekci: 1 — dobré ¢ 2 - uspokojivé ¢ 3 — neuspokojivé
Rating from inspections: 1 — good ¢ 2 — satisfactory ¢ 3 — not satisfactory

Porovnani poc¢tu regulovanych subjektt
a provedenych kontrol za poslednich 5 let

Obr. 2. Pocet regulovanych subjektl / Number of regulated entities

Comparison of the number of regulated entities
and conducted inspections over the last 5 years

> O ® O
D XV A
30000 A ;\(” (© ;\/\

2005

4
00 2006

o
D 9
8 € Q@ o @ [ |
o g NANUAGRIAEUIA 2007
D O AD 4D N
200 Q707 A7 |:|
2008
NN N [ |
Hin 2009
0
Distributofi Prodejci Oddéleni Vydejna ZP Zdravotnicka zafizeni
Distributors vyhrazenych léCiv nuklearni mediciny Medical device Healthcare facilities
Vendors of selected  Nuclear medicine dispensaries
pharmaceuticals departments

Zdrojem Gdajli o poétu zdravotnickych zafizeni je UZIS - Zdravotnicka rogenka CR. Data za rok 2009 nejsou zatim dostupna.
The source of data on the numbers of healthcare facilities is the Institute of Health Information and Statistics (UZIS)
— Czech Healthcare Yearly. Data for 2009 are not available at present.

Obr. 3. Pocet kontrol u regulovanych subjektli / Number of inspections of regulated entities
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Note: Inspections in pharmacies in 2008 included also price inspections and in 2009 also inspections of narcotic and psychotropic
substances.
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4.7 DOZOR YV OBLASTI VYROBY LECIV, LIDSKYCH
TKANI A BUNEK, SPRAVNE LABORATORNI
A KLINICKE PRAXE

Vyroba léciv

Aktualizované seznamy dozorovanych provozovatell
v oblasti vyroby a vyzkumu IéCiv jsou uvedeny na inter-
netové strance Ustavu. V oblasti vyrobcl (vEetné zarizeni
transfuzni sluzby) bylo v letech 2007 a 2008 prijato vzdy
pres 100 zadosti o vydani povoleni vyroby nebo jejich
zmény (tab. 1 a graf 1). Tento trend zUstal zachovan
i vroce 2009.

Oblast lidskych tkani a bunék

Jedna se o novou oblast regulovanou Ustavem na zakladé
zakona ¢.296/2008 Sb., o lidskych tkanich a bunkach.
Nejzazsi termin pro podani zadosti provozovatell tka-
novych zarizeni byl 18. 4. 2009, ¢ehoz vyuzila prevazna
vétsina subjektd. V roce 2009 byly posuzovany prijaté
zadosti, odesilany vyzvy k jejich doplnéni a provadény
uvodni a cilené kontroly u zadatel(.
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4.7 SURVEILLANCE IN THE AREA OF MANUFACTURE
OF PHARMACEUTICALS, HUMAN TISSUES AND
CELLS, GOOD LABORATORY PRACTICE AND
GOOD CLINICAL PRACTICE

Manufacture of pharmaceuticals

The updated lists of supervised operators in the sphere of
manufacture and research of pharmaceuticals are provided on
the website of the Institute. In the sphere of manufacturers (incl.
blood centres) more than 100 applications for manufacturing
authorisation or variations thereto were received in 2007 and
in 2008 (Tab. 1 and Chart 1). This trend continued also in 2009.

Human tissues and cells

This is a new sphere regulated by the Institute pursuant to Act
No 296/2008 Coll.,, on Human Tissues and Cells. The timeline
for submission of applications of tissue centre operators was
April 18 2009, which was availed of by most of the entities.
In 2009, the received applications were assessed, invitations
for application amendment sent, and initial as well as targeted
inspections at applicants” premises were conducted.

Tabulka 1. Agenda zadosti v oblasti vyroby Ié¢iv a v oblasti lidskych tkani a bunék
Applications in the sphere of manufacture of pharmaceuticals and in the sphere of human tissues and cells
2007 2008 2009
= . L Prijato Vydana Prijato Vydana Prijato Vydana
Typ 2adosti / Application type zadosti rozhodnuti zadosti rozhodnuti zadosti rozhodnuti
Received Issued Received Issued Received Issued
applications decisions applications decisions applications decisions
vyrobce léCivych
Fadost pripravku 6 4 4 8 2
o povoleni Manufap?urer
vyroby of medicinal products
itz el for kontrolni laborator
manufacturing 2 2 1 2 (0] 0
o Control laboratory
authorisation
ZTS / Blood centre 17 15 1 2 3 3
- vyrobce léCivych
Zadost pripravkt
0 zménu Manufacturer of &l G e =2 == 5
povoleni vyroby | medicinal products
Application
for var:atlon_to kontrolni laborator 6 5 4 5 5 5
manufacturing Control laboratory
authorisation
ZTS / Blood centre 22 22 26 26 23 25
Zadost o zruSeni povoleni vyroby
Application for revocation 4 S 8 9 5 5
of manufacturing authorisation
} ﬂ(gnoveho zarizeni B B ) B 77 13
Zadost tissue centre
o povoleni
éinnosti odbérového
Application for zarizeni - - - - 3 3
authorisation to A donation centre
engage in the
activities of diagnost. laboratore
A diagnostic - - - - 12 3
laboratory
Celkem / Total 108 101 116 104 191 128
Vysvétlivky: ZTS - zafizeni transfuzni sluzby
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Obr. 1. Pocty prijatych a vyfizenych zadosti

Numbers of received and decided applications
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V roce 2009 ustav proved| 168 inspekci, z toho 18 inspekci
se tykalo nové regulované oblasti tkani a bunék. Jejich
povahu a vysledky hodnoceni uvadi tabulka 2. Srov-
nani poctu kontrol a poruseni zakona o |éCivech, event.
zakona o lidskych tkanich a bunkach v letech 2007-2009
uvadi tabulka 3 a graf 2.

Uvodni kontrola se provadéla v souvislosti s zadosti
o povoleni k ¢innosti na zakladé § 63 odst. 4 zakona
¢. 378/2007 Sb. Nasledna kontrola se provadéla u vyrobce
IéCivych pripravkl, lécivych latek, kontrolni labora-
tofe nebo v ZTS v intervalech stanovenych vyhlaskou
¢.229/2008 Sb. a pro ZTS podle vyhlasky ¢. 143/2008 Sb.
Kontrola souvisegjici se zménou se obecné provadi tehdy,
jestlize doslo ke zménam podminek, za nichz byla
¢innost povolena. Cilena kontrola je urCena k provéreni
urc¢itého vyseku cCinnosti (napf. kontrola souvisejici se
zavadou v jakosti IéCivého prFipravku).

Z celkového poc¢tu 74 kontrol u vyrobcl IéCivych pfi-
pravky, 1éCivych latek a kontrolnich laboratofi byli pouze
dva vyrobci IéCivych pFipravk( hodnoceni neuspokojive,
ve dvou pripadech doslo u vyrobcl IéCivych pFipravki
k poruseni zakona o lé&ivech. Urover Spravné vyrobni
praxe (SVP) v ZTS byla pfevazné hodnocena jako dobra,
nebylo zjisténo poruseni zakona. Plan naslednych kontrol
byl pInén u v8ech regulovanych subjektd a byl dodrzo-
van interval inspekci stanoveny vyhlaskou.

Inspekce v tkanovych zarizenich, odbérovych zarize-
nich nebo v diagnostickych laboratofich jsou provadény
podle vyhlasky ¢.422/2008 Sb., o stanoveni blizsich
pozadavkl pro zajisténi jakosti a bezpecénosti lidskych
tkani a bunék uréenych k pouziti u clovéka.

2008

2009

In 2009 the Institute carried out 168 inspections, of which 18
inspections were associated with the newly regulated sphere
of tissues and cells. Their nature and results of evaluation are
provided in Table 2. A comparison of the number of inspections
and breaches of the Act on Pharmaceuticals, or of the Act on
Human Tissues and Cells, where applicable, in the period from
2007 to 2009 is provided in Table 3 and Chart 2.

Initial inspections were conducted in respect of applications for
authorisation to engage in an activity pursuant to Section 63,
paragraph 4 of Act No 378/2007 Coll. Follow-up inspections
were conducted at the premises of a manufacturer of medicinal
products, active substances, a control laboratory or a blood
centre in the interval stipulated by Decree No 229/2008 Coll.
and for blood centres pursuant to Decree No 143/2008 Coll.
Inspections associated with a variation are in general conducted
where a change to the conditions under which the activity
had been authorised has occurred. Targeted inspections are
conducted in order to review a certain section of activities (e.g.
an inspection associated with a quality defect of a medicinal
product).

Of the total number of 74 inspections at the premises of
manufacturers of medicinal products, active substances, and
control laboratories, only two manufacturers of medicinal
products were rated as not satisfactory, in two cases
manufacturers of medicinal products breached the Act on
Pharmaceuticals. The standard of good manufacturing practice
(GMP) in blood centres was mostly rated as good; no 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.

Inspections in tissue centres, donation centres of diagnostic
laboratories are conducted pursuant to Decree No 422/2008
Coll., on detailed requirements for the safeguarding of the quality
and safety of human tissues and cells intended for use in man.
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Tabulka 2. Provedené kontroly v roce 2009 a jejich vysledky
Inspections conducted in 2009 and their outcomes

Pocet inspekci / Number of inspections Hodnoceni inspekci / Rating from inspection
poruseni
celkem | ivodni | nasledné | cilené | zména spliuje nespliuje zakona | pokuta
Total Initial Follow-up | Targeted | Variation | Compliant Non-compliant Breach Fine
of law
Vyrobci lé¢ivych
Pripravku 54 8 31 9 6 46 2 3 3
Manufacturers of
medicinal products
Vyrobci lééivych
latek
Manufacturers of UL 1 4 © e 1 o © o
active substances
Kontrolni Iabora.tore 9 0 8 0 1 9 o o) 0
Control laboratories
ZTS
Blood centres 46 S 39 1 & 45 0 0 0
Krevni sklady
Blood banks 13 2 11 0 0 13 0 0 0
Etické komise
Ethics Committees C ! 1 2 2 2 2 2 2
Inspekce SKP
GCP inspections = g L e o B B e e
Inspekce TZ, OZ, DL
TC, DC, DL inspections 8 12 o 6 0 B B o 0
Vysveétlivky: ZTS - zafizeni transfuzni sluzby, TZ - tkanové zarizeni, OZ — odbérové zarizeni, DL - diagnosticka laborator
Legend: TC - tissue centre; DC - donation centre; DL — diagnostic laboratory
Tabulka 3. Provedené kontroly v letech 2007-2009
Inspections conducted in 2007-2009
2007 2008 2009
Pocet Poruseni Pocet Poruseni Pocet Poruseni
kontrol zakona kontrol zakona kontrol zakona
No. of Breach No. of Breach No. of Breach
inspections of law inspections of law inspections of law
Vyrobci lé€ivych pFipravki
Manufacturers of medicinal products L e =2 g = s
Vyrobci lécivych Iaj:ek 15 1 15 0 11 0
Manufacturers of active substances
Kontrolni laboratore
Control laboratories e o e 9 E o
ZTS / Blood centres 43 1 45 1 46 0
Krevni sklady
Blood banks 14 © c 9 = ©
Inspekce SKP+ etické komise
GCP inspections +ethics committees = © e e 7 2
Tkarnové, odbérové zarizeni,
diagnost. laborator
) . - - - - 18 0
Tissue centres, donation centres,
diagnostic laboratories
Celkem 141 7 156 7 168 8
Zprava o éinnosti SUKL v roce 2009 33




7, SUKL

Obr. 2. Pocet vyrobcu IéCivych pFipravkd, latek a kontrolnich laboratofi a prehled provedenych inspekci
Numbers of manufacturers of medicinal products, active substances and control laboratories

and an overview of completed inspections
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Spravna laboratorni praxe

V letech 2007-2009 bylo evidovano celkem 11 drzitel(
Certifikatu spravné laboratorni praxe s prevazujicim roz-
sahem cinnosti toxikologické studie, ktefi jsou zarazeni
do Narodniho programu SLP. V letech 2007-2008 byla
v ramci naslednych kontrol provedena inspekce vzdy
u péti drziteld certifikatu SLP, v roce 2009 pak u sedmi
subjektd. Vs8ichni splnili pozadavky SLP s vyjimkou
jednoho v roce 2009.

Spravna klinicka praxe (SKP)

Ustav provadi nasledné inspekce multicentrickych
etickych komisi, které jsou podkladem pro prodlouzeni
urceni etickych komisi jako komisi vydavajicich stano-
viska k multicentrickym klinickym hodnocenim. V letech
2007 a 2009 bylo provedeno shodné 15 inspekci SKP
(tab. 2 a 3), vyssi pocet inspekci v roce 2008 (25) je
dan i tim, ze byly provedeny 3 inspekce SKP pro EMA
a 1 inspekce SKP pro WHO.

Opatreni a sankce

Pracovniky dozoru v oblasti vyroby, spravné laboratorni
a klinické praxe bylo v roce 2007 a 2008 zjisténo po
7 pripadech poruseni zakona o I&€Civech, 8 pripadu bylo
evidovano v roce 2009, coz predstavuje cca 5 % z cel-
kového poctu kontrolovanych subjektd. V roce 2008 byl
dan podnét na zahajeni spravniho Fizeni o ulozeni pokuty
ve 3 pripadech a v roce 2009 pak v 8 pripadech. Na
zakladé provedenych inspekci byly v roce 2008 ulozeny
3 pokuty v celkové vysi 696 000,- K& a v roce 2009 pak
6 pokut v celkové vysi 340 000,- Ké.

Certifikace

V roce 2009 bylo vydano celkem 381 rlznych certifikatu,
z Cehoz je, obdobné jako v minulych letech, nejvyssi
pocet certifikatll vydanych na Ié€Civé pripravky (255, viz
obr. 3). Od roku 2008 bylo ukon¢eno vydavani certifikatd
pro vyrobu IéCivych pFipravkl a pro kontrolni laboratof
na zadost a nové jsou vydavany certifikaty po inspek-
cich vyrobcl lécivych pripravkld véetné kontrolnich

Good laboratory practice

In 2007-2009, 11 holders of Good Laboratory Practice
Certificates were registered in total, with prevailing scope of
activities in toxicological studies; these were included in the
National GLP Programme. In 2007-2008, each year five holders
of GLP certificates were inspected within the scope of follow-up
inspections; in 2009 seven entities were inspected. All except
for one in 2009 complied with GLP requirements.

Good clinical practice (GCP)

The Institute carries out follow-up inspections of multicentric
ethics committees, which are the grounds for renewals of the
designation of the ethics committees as committees issuing
opinions on multicentric clinical trials. In 2007 and 2009, 15 GCP
inspections were carried out annually (Tab. 2 and 3), the higher
number of inspections in 2008 (25) was given by the fact that 3
GCP inspections for EMA and 1 GCP inspection for WHO were
carried out.

Actions and penalties

In 2007 and 2008, the employees active in the sphere
of surveillance of manufacture, good laboratory and
clinical practices identified 7 cases of breach of the Act on
Pharmaceuticals in each sphere, 8 cases were reported in
2009, which represents approx. 5% of the total number of
inspected entities., administrative proceedings regarding fine
imposition were instituted in 3 cases in 2008, and in 8 cases in
2009. Based on the inspections conducted, 3 fines in the total
amount of 696,000 CZK were imposed in 2008, and 6 fines in
the total amount of 340,000 CZK were imposed in 2009.

Certification

In 2009, 381 various certificates were issued in total, of which,
like in the previous years, the highest number was the number
of certificates issued for medicinal products (255, see Fig. 3).
In 2008, the issuance of certificates for the manufacture of
medicinal products and for control laboratories upon request
was terminated and newly, certificates are being issued after
inspections of manufacturers of medicinal products, incl.
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laboratofi (za tyto certifikaty neni pozadovan poplatek).
Poinspekéni certifikaty se vkladaji do EudraGMP data-
baze, kterou vede EMA. VS§echny certifikaty byly vydany
v 30ti denni IhGté, resp. v pripadé certifikat(l po inspekci
v 90ti denni Ihdté.

Obr. 3. Vydané certifikaty
Issued certificates
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control laboratories (these certificates are not subjected to any
fees). Post-inspection certificates are entered in the EudraGMP
database maintained by EMA. All certificates were issued
within the 30-day period, or, in the case of post-inspection
certificates, in the 90-day period.
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Pozn.: Certifikaty pro vyrobu léCivych pFipravk( nejsou od roku 2008 vydavany.
Note: Certificates for the manufacture of medicinal products have not been issued since 2008.

Posouzeni splnéni SVP v ramci registracni agendy
V roce 2007 ptijato celkem 1691 pripadll k posouzeni,
v roce 2008 1868 pripadl, v roce 2009 pak 2138
pripadld, vSechny byly v terminu vyfizeny.

Zavady v jakosti IéCiv

V oblasti zavad v jakosti |&Civ se pocet prijatych pod-
nétd v letech 2007 a 2008 pohyboval okolo jednoho
sta ro¢né, zvyseny trend byl zaznamenan v roce 2009
(viz tab. 4). VSechny podnéty se tykaly lIé¢ivych pripravku,
V pripadé léCivych a pomocnych latek nebyl pfijat zadny
podnét. Ve vsSech pripadech zasahy provadéli sami
provozovatelé, Ustav jejich opatieni pouze monitoroval
Ci korigoval.

O vsech stazenych pfripravcich byla verejnost informo-
vana prostiednictvim internetovych stranek SUKL, Zdra-
votnickych novin, Véstniku SUKL, v mé&siénich intervalech
byly informovany také Krajské urady a dalsi instituce.
Prostfednictvim elektronické posty byli informovani také
distributofi IéCivych pFipravkld a nékteré lékarny.
Prostrednictvim systému rychlého varovani (Rapid Alert
System) zemi EU, MRA PIC/S Ustav pravidelné prijima
a vyhodnocuje informace o zavadach v jakosti 1&Civ.
| nadale probiha vzajemna vyména informaci se SUKL
v Bratislavé, z jehoz strany jsme v roce 2007 obdrzeli
6 podnétl, v roce 2008 pak 5 a v roce 2009 13 podnétu
nad ramec spoluprace s EU.

Assessment of GMP compliance within the scope of
marketing authorisation procedure

In 2007, 1,691 cases were received for assessment; 1,868 in
2008; 2,138 in 2009, all of which were completed in time.

Quality defects of pharmaceuticals

In the sphere of quality defects of pharmaceuticals the number
of received reports in 2007 and 2008 ranged around one
hundred per year; a growing trend was noted in 2009 (see Tab.
4). All of the reports were 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.
The public was informed about all recalled products via SUKL’s
web site, Zdravotnické noviny, SUKL Bulletin; regional authorities
and some other institutions were also informed in monthly
intervals. Furthermore, distributors and some pharmacies were
informed by email.

Viathe EU, MRA PIC/S Rapid Alert System, the Institute regularly
receives and evaluates information on quality defects of
pharmaceuticals. Exchange of information with the Slovak State
Institute for Drug Control (SUKL) in Bratislava still continues and
the Institute received from SUKL 6 reports in 2007, 5 reports in
2008 and 13 reports in 2009 beyond the scope of cooperation
with the EU.

Zprava o éinnosti SUKL v roce 2009

35



V tab. 4 je dale uveden pocet rozeslanych “Rychlych
vystrah” a pocet pfijatych a odeslanych “Rapid Alert(”
ze/do zahranici.

Tabulka 4. Zavady v jakosti

7, SUKL

Table 4 also provides the number of sent "Rapid Alerts, and the
numbers of received and sent "Rapid Alerts, from/to foreign
countries.

Quality defects
2007 2008 2009
&R Zemé mlmo CR &R Zemé mlmo CR &R Zemé mlmo CR
cz Countries cz Countries cz Countries
outside CZ outside CZ outside CZ
Pocet prijatych podnétu 116 96 107 o8 141 94
Number of received reports
Z toho vedlo ke stazeni
Of which resulted in recalls &l e e
Z toho zaslanych RV nebo RA
Of which sent RA 1 1 4 1 E 2
RV - rychla vystraha, RA - Rapid Alert
Obr. 4. Pocet prijatych podnétu
Number of received reports
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4.8 FARMAKOVIGILANCE

V roce 2009 bylo pfijato 1 436 primarnich hlaseni
o podezfeni na nezadouci Gginky z uzemi Ceské
republiky a k nim bylo provedeno 482 follow-up
hlaseni (ovéreni nebo doplnéni informace u hlasiciho).
Od zdravotnickych pracovnikll jsme obdrzeli 848
hlaseni (vSechna hlaseni byla v souladu se zakonnymi
pozadavky predana ptrislusnym drziteldm rozhodnuti
o registraci) a 588 hlaseni zaslali drzitelé rozhodnuti
o registraci. Z poregistracnich neintervencnich studii
zaslali drzitelé rozhodnuti o registraci 309 hlaseni.

Periodické zpravy o bezpecnosti jednotlivych pfipravkl
(PSUR) byly, stejné jako v minulém roce, hodnoceny
pouze u pfipravkl(, u kterych bylo identifikovano bez-
pecénostni riziko nebo bylo nezbytné Udaje o |IéCivém pri-
pravku prehodnotit v navaznosti na regula¢ni procedury

2009

4.8 PHARMACOVIGILANCE

In 2009, 1,436 primary reports of suspected adverse reactions
from the territory of the Czech Republic were received, and
482 follow-up reports relevant thereto were made (verification
or obtaining of additional information with/from the reporter).
848 reports were received from healthcare professionals (all
of the reports were, in compliance with the legal requirements,
handed over to the relevant marketing authorisation holders);
and 588 reports were sent by marketing authorisation holders).
309 reports from post-authorisation non-intervention studies
were sent by marketing authorisation holders.

Periodic Safety Update Reports (PSUR) for individual products
were, like in the previous year, evaluated only for products
where a safety hazard was identified or where it was necessary
to review data of the medicinal product in respect of the EU
regulatory procedures. In 2009, 2,382 reports were submitted.

36
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EU. V roce 2009 bylo predlozeno 2 382 zprav. Do ceské
klinické praxe byly ve spolupraci s oddélenim registraci
prubézné prenaseny zavéry CHMP a CHMP Pharmaco-
vigilance Working Party. Ustav zvefejnil 18krat informaci
uréenou zdravotnické Ci laické verejnosti tykajici se bez-
pecnosti I€éCivych pripravkl na své internetové strance,
ve Farmakoterapeutickych informacich nebo v dalSich
meédiich. Ve spolupraci s drziteli rozhodnuti o registraci
Ustav zverejnil 25 dopisl pro zdravotnické pracovniky
tykajicich se aktualizovanych informaci k bezpectnému
pouzivani légivych pripravku.

Ustav vydal tfi &isla Informa&niho zpravodaje - Neza-
douci Ucinky léciv, ve kterém byly zverejnény aktualni
informace tykajici se bezpecného pouzivani léCiv.

Obr. 1.

7, SUKL

The conclusions of CHMP and of CHMP Pharmacovigilance
Working Party were being transposed to the Czech clinical
practice in cooperation with the Marketing Authorisation dept.
on an ongoing basis. Eighteen times the Institute published
information intended for healthcare professionals or for the
generalpublic onthe safety of medicinal products onits website,
in Farmakoterapeutické informace (Pharmacotherapeutic
Information, Fl) or in other media. In cooperation with the
marketing authorisation holders, the Institute published
25 letters for healthcare professionals regarding updated
information on the safe use of medicinal products.

The Institute published 3 issues of the Adverse Reactions
Information Bulletin which provided current information on the
safe use of pharmaceuticals.

Poéet hladenych podezieni na nezadouci Géinky z Ceské republiky

Number of suspected adverse reactions reported from the Czech Republic
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Obr. 2. Rozdéleni hlaseni podle kvalifikace hlasiciho
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4.9 DOZOR V OBLASTI REGULACE REKLAMY
NA LECIVE PRIPRAVKY

Ustav se v roce 2009 zabyval celkem 163 podnéty
na poruseni zakona ¢. 40/1995 Sb., o regulaci reklamy,
ve znéni pozdeéjsich predpist (ZoRR).

7, SUKL

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

In 2009, the Institute investigated 163 suspected breaches of
Act No 40/1995 Coll., on Advertising Regulation, as amended
(Act on Advertising Regulation).

Tabulka 1. Pfehled podnétll feSenych pro podezieni na poruseni ZoRR
Overview of investigated reports of suspected breach of the Act on Advertising Regulation
Podnéty prevedené Nov& pfijaté podnéty | Celkovy
z roku 2008
Reports brought forward from VEED el CLENS
P g Newly received in 2009 Total
2008
Pocet podnéti
Number of reports =K ) G
Ukonéené
Completed s “y =
Predané k zahajeni SR
Forwarded for commencement of administrative 11 13 24
proceedings
Rozpracované / Pending (0] 45 45

Predmétem sSetfenych reklam byly v 65 % tisténé
reklamni materialy, v 22 % webové stranky, sponzorovani
zaujimalo 8 % a reklamni vzorky 5 % ptipadu.

Reklama na Iéky na predpis tvorila 52 % Setfenych
pripaddl, reklama na lIéky volné prodejné 38 % pripadd,
10 % podnétd bylo postoupeno prislusnym uradim,
nebot se netykaly reklamy na humanni IéCivé pFipravky.
Farmaceutické spolec¢nosti nebo jejich pravni zastupci
podali 27 % oznameni o mozném poruseni zakona, pro-
fesni organizace 3 %, anonymové 2 %, soukromé osoby
17 %, organy statni spravy 2 % a pracovnici Ustavu 49 %
pfipadd.

The object of the investigated advertising was in 65% of cases
printed advertising materials, in 22% websites, in 8% sponsoring,
and in 5% promotion samples.

Advertising for prescription-only medicines represented 52% of
investigated cases; advertising for OTC medicines represented
38% of cases; 10% were forwarded to competent authorities,
as they did not concern advertising for medicinal products for
human use.

Pharmaceutical companies or their legal representatives filed
27% of reports on suspected breach of law, 3% of reports were
filed by professional societies, 2% were anonymous, 17% were
lodged by private individuals, 2% by state administration bodies,
and 49% by the employees of the Institute.

Obr. 1. Pfehled podnétl FeSenych pro podezieni na porueni ZoRR (2007 - 2009)
Overview of investigated reports of suspected breach of the Act on Advertising Regulation (2007 - 2009)
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Na zadost vydal ustav 70 odbornych stanovisek k pro-
blematice zamyslené reklamy.

V roce 2009 byla ukon&ena 4 spravnich Fizeni, jejichz
vysledkem byla pokuta v celkové vysi 800 000,- KE.
Nejvyssi pokuta ve vysi 550 000,- K& byla udélena za
reklamu zamérenou na odborniky, ktera porusila zakaz
nabizet, slibovat nebo poskytovat jim dary nebo jiny pro-
spéch, ledaze jsou nepatrné hodnoty a maji vztah k jimi
vykonavané odborné ¢innosti.

7, SUKL

The Institute issued 70 expert opinions on the issues of intended
advertising upon request.

In 2009, 4 administrative procedures were completed, resulting
in a fine in the total amount of 800 000,- CZK.

The highest fine amounting to 550 000,- CZK was imposed for
advertising focused upon professionals, which breached the
ban on offering, promising or providing gifts or other benefits
thereto, except for situations where these are of minor value
and are related to the expert activities conducted thereby.

Obr. 2. Agenda spravnich fizeni na poruseni ZoRR
Administrative procedures in respect of breaches of the Act on Advertising Regulation
12 1400 000 K&
1 194 000 K&
== 1200 000 K¢
10
== 1000 000 K¢& -
8 Pocet pokut
5 \ Imposed fines
Q & == 800 000 K¢&
o 720 000 Ke
§ 690 000 ke P 800 000 K&
z 6 o -
< 459 500 K& 1 o
© == 600 000 K¢&
’8 Celkova hodnota
o 4 ulozenych pokut
- 400 000 K& Total amount of
fines
5 5 5
2 4
== 200 000 K¢&
0 — — — — — — — — — — O K&
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Rok / Year

Oproti roku 2008 Setfil Ustav v roce 2009 o 36 podnétd
vice. V roce 2009 byly udéleny 4 pokuty oproti 11 poku-
tam v roce 2008, jejich celkova vyse byla nizsi nez vyse
pokut udélenych v roce 2008. Lze konstatovat, ze v roce
2009 nedoslo v oblasti reklamy na IéCivé pfFipravky,
kterou dozoruje SUKL, ke zjisténi vyrazné zavazného
poruseni zakona. A to i presto, Ze byla udélena zatim
nejvyssi pokuta za poruseni zakona o regulaci reklamy.

4.10 PROSAZOVANI PRAVA

Aktivni dozor v oblasti nelegalnino zachazeni s [éCivymi
pfipravky je zaméren hlavné na oblasti zjiStovani, vysSet-
Fovani, postih pripadd distribuce a prodejl osobami bez
prislusného povoleni a na oblast monitoringu interne-
tového prostredi, ve kterém probiha nelegalni prodej
IéCivych pFipravkd.

Ustav v oblasti prosazovani prava - enforcementu
- Uzce spolupracuje s Celni spravou CR, Policii CR,
Ceskou obchodni inspekci, Statni zemédeélskou a potra-
vinarskou inspekci (SZPI) a zivnostenskymi urady (ZU).
Spoluprace je rozsirena také na zahrani¢ni partnery, a to
nejen pri vymeéné informaci, ale i pfi vySetfovani konkrét-
nich pfipadd s moznym mezinarodnim dopadem.

Pfi Setfeni podnétl na nelegalni zachazeni s IéCivy byly
provedeny rdzné souvisejici kontroly, viz tab. 1.

In 2009, the Institute investigated 36 more reports than in 2008.
In 2009, 4 fines were imposed comparedto 11 finesin 2008, and
their total amount was lower than the amount of fines imposed
in 2008. It may be stated that in 2009 no serious breach of law in
the sphere of advertising for medicinal products controlled by
SUKL was identified, despite the fact that to date, the highest fine
for breach of the Act on Advertising Regulation was imposed.

4.10 ENFORCEMENT

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 Czech 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 were carried out, see
Tab. 1.
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Obr. 1. Kontrolni ¢innost
Control activities
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Tabulka 1. Dalsi provedené kontroly
Other conducted controls
Provedené kontroly Pocet
Conducted controls Number
Kontroly trzist a
Controls at marketplaces
Kontrola jinych subjektt 0
Controls of other entities
Kontrolni nakupy pres internet 16

Control purchases via the internet

PFri kontrolnich akcich zajistili pracovnici Ustavu 1 278 ks  During controls the employees of the Institute seized 1,278
IéCivych pripravkd. Zjistili a Setfili 7 pFipadd neregistrova- pieces of medicinal products, and identified and investigated
nych léCivych pripravkl, 3 pripady padélkl a 6 pfipadl 7 cases of non-authorised medicinal products, 3 cases of
neopravnéného zachazeni s registrovanymi léCivymi counterfeit products, and 6 cases of unauthorised handling of
pripravky. authorised medicinal products.

Tabulka 2. Vysledky §etfenych pFipadt
Results of investigated cases

Ukoncéené priprady Pocet
Concluded cases Number
Spravni fFizeni 2
Administrative procedure

Trestni oznameni 5
Reports of crime

Pfedani podnétt jinym organtim (SZPI, ZU apod.) y
Case forwarded to other authorities (CAFIA, ZU, etc.)

Setfenim nezjiSténo poruseni zakona 10
No breach of law identified by investigation
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Ustav v roce 2009 vypracoval pro Policii CR a celni Gfady
celkem 121 odbornych vyjadreni za u¢elem propusténi/
nepropusténi lé¢ivych pripravkl ze tfetich zemi, iden-
tifikace IéCivych pripravkl a objasnéni pravni Upravy
v oblasti vydeje, distribuce, dovozu a vyvozu légivych
pripravkd.

V pribéhu roku 2009 pracovnici Ustavu prezentovali
¢innost enforcementu na ¢tyrech prednaskach.

7, SUKL

In 2009, the Institute prepared the total of 121 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 2009, the employees of the Institute presented
enforcement activities in four lectures.

Obr. 2. Vysledky Setfenych pfipadu v letech 2005-2009

Results of investigated cases in 2005 - 2009
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4.11 ZDRAVOTNICKE PROSTREDKY

V roce 2009 bylo u poskytovatel(l zdravotni péce prove-
deno 100 inspekci zdravotnickych prostredkl (dale ZP).
Kontroly ve statnich i nestatnich zdravotnickych zafri-
zenich byly predevsim zaméfeny na plnéni pozadavku
zakona ¢. 123/2000 Sb., o zdravotnickych prostfedcich,
ve znéni pozdéjsich predpisl (dale “zakon”). Pomér hod-
noceni inspekci je uveden v tabulce 1.

Trestni oznameni podané SUKL
Report of crime filed by SUKL

Vypracovana stanoviska
pro Celni spravu CR a Policii CR
Opinions prepared for Customs
Administration and Czech Police

4.11 MEDICAL DEVICES

In 2009, 100 inspections of medical devices were carried out at
the providers of health care.

The inspections in state as well as non-state healthcare facilities
were focused primarily upon compliance with the provisions
stipulated by Act No 123/2000 Coll., on Medical Devices, as
amended (hereinafter referred to as the "Act,). The percentage
of outcomes from the inspections is provided in Table 1.

Tabulka 1. Inspekce ZP u poskytovatelll zdravotni péce
Inspections of medical devices carried out at providers of health care
Inspekce ZP / Medical device inspections
Hodnoceni / Rating Pocet / Number %
1 59 59
2 31 31
3 10 10
Celkem / Total 100 100

Klasifikace zavad: 1 - bez zavad nebo drobna zavada ¢ 2 - vyznamna zavada ¢ 3 - kriticka zavada
Classification of defects: 1 — No or minor defect ¢ 2 — Major defect « 3 — Critical defect
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Priinspekcich ZP bylo zjisténo 14 poruseni zakona a ve 4
pripadech byl podan navrh na pokutu.

Celkem bylo zkontrolovano 531 pristrojd uvedenych do
provozu po 1. 7. 2000 a 562 pristroji uvedenych do pro-
vozu do konce roku 1999. Ustav proved! kontrolu 232
stanovenych méridel.

Obr. 1. Pocetinspekci
Numbers of inspections

7, SUKL

Inspections of medical devices identified 14 breaches of the
Act and in 4 cases, fine imposition was proposed.

In total, the inspections covered 531 devices the operation of
which commenced after July 1 2000, and 562 devices the
operation of which commenced before the end of 1999. The
Institute inspected 232 established measuring devices.
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Podil jednotlivych typl zavad zjisténych pfi kontrolach The percentage of individual types of defects identified during

v roce 2009 uvadi obrazky 2 a 3.

inspections in 2009 is provided in Figures 2 and 3.

Obr. 2. Podil jednotlivych typl zavad ZP uvedenych do provozu po 1. 7. 2000
Percentage of individual types of defects of medical devices put into operation after July 01 2000

55 (18 %) 27 (9 %)

224 (73 %)
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Vyznamna zavada
Major defect

Kriticka zavada
Critical defect

Obr. 3. Podil jednotlivych typti zavad ZP uvedenych do provozu do konce roku 1999
Percentage of individual types of defects of medical devices put into operation before the end of 1999

7 (2 %)
143 (42 %)
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190 (56 %)
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V ramci kontrol klinického hodnoceni a klinickych
zkousek ZP u poskytovatelli zdravotni péce bylo
provedeno 23 kontrol, pfi kterych Ustav zkontroloval
35 ZP, z toho 9 v ramci klinické zkousky a 26 na zakladé
hodnoceni z literarni reSerse. Pri vybéru kontrolovanych
pracovist se vychazelo ze seznamu zdravotnickych zafi-
zeni, ktera byla Ministerstvem zdravotnictvi CR povérena
k provadéni klinického hodnoceni a klinickych zkousek
ZP.

Setfeni nezadoucich p¥ihod a monitorovani naprav-
nych opatieni u ZP. Ustavu bylo nahlageno 66 nezadou-
cich prihod davanych do souvislosti s pouzivanim ZP
pfi poskytovani zdravotni pé&e na izemi Ceské republiky,
z toho 9 nezadoucich prihod bylo hlaseno v ramci klinic-
kych studii. Dale byly oznameny 2 nezadouci pfihody
s mistem vzniku mimo tzemi CR se ZP &eskych vyrobcul.
Ve vSech pripadech bylo zahajeno sSetfeni. V ramci
Setfeni nezadoucich pfihod byly provedeny 4 kontroly
u poskytovatel( zdravotni péce.

Celkovy pocet prijatych hlaseni o napravnych opatrenich
tykajicich se ZP od kompetentnich autorit, vyrobcl nebo
jejich zplnomocnénych zastupcu, distributord, pripadné
dovozcu ¢inil 770. Z celkového poctu prijatych hlaseni se
432 tykalo ZP distribuovanych na ¢esky trh, viz obr. 4.

V roce 2009 se zvysil pocet prijatych hlaseni o naprav-
nych opatrenich ZP ve srovnani s rokem 2008 o 170.

Obr. 4.

7, SUKL

Within the scope of inspections of the conduct of clinical
evaluations and clinical trials on medical devices at
healthcare providers’ 23 inspections were carried out,
during which 35 medical devices were inspected, of which 9
within the scope of a clinical trial and 26 within the scope of
literature-based evaluation. The selection of workplaces to be
inspected was based upon alist of healthcare facilities assigned
by the Ministry of Health with the conduct of clinical evaluations
and clinical trials on medical devices.

Investigation of adverse incidents and monitoring of
corrective action for medical devices. 66 adverse incidents
with expected causality with the use of a medical device in the
provision of healthcare within the territory of the Czech Republic
were reported to the Institute, of which 9 adverse incidents were
reported within the scope of clinical studies. Furthermore, 2
adverse incidents occurring outside the territory of the Czech
Republic involving medical devices of Czech manufacturers
were reported. In all cases investigation was initiated. Within
the scope of adverse incident investigations, 4 inspections at
healthcare providers” were carried out.

The total number of reports on corrective action in respect
of medical devices received from competent authorities,
manufacturers or their authorised representatives, distributors
or importers, where applicable, was 770. Of the total number of
received reports, 432 concerned medical devices distributed
within the Czech market, see Fig. 4.

In 2009, the number of received reports on corrective actions in
respect of medical devices increased by 170 compared to 2008.

Hlaseni o napravnych opatrenich ZP prijatych v roce 2009

Corrective action reports in respect of medical devices received in 2009
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4.12 NORMOTVORNA A LEKOPISNA CINNOST

V roce 2009 bylo v oblasti normotvorné ¢innosti komen-
tovano 55 navrht prekladi ¢eskych technickych norem
pro zdravotnické prostredky.

Pracovnice |ékopisného oddéleni pfipravily rukopis Ces-
kého Iékopisu 2009 - Dopliku 2010 (dale jen CL 2009
—-Dopl. 2010). Toto vydani obsahuje v Evropské ¢asti pre-
klady text( tfetiho az osmého doplnku Sestého vydani
Evropského Iékopisu, coz je celkem 573 textd, z toho je
60 novych obecnych stati a ¢lank( a 495 text(l revido-
vanych. Soustfedénim textl Sesti doplhkl do jednoho
prekladu se pripraveny doplnék dostane zavaznosti do
stejné Casové roviny jako Evropsky lékopis, coz je pro
uzivatele vyhodné.

V obecné &asti Narodni &asti CL 2009 - Dopl. 2010
je nové zarazena Tabulka Xlll Latkové koncentrace
IéCivych latek a uvadéji se ty revidované tabulky, které
byly doplnény o udaje nové zarazenych latek a/nebo
upraveny podle pozadavkl z Iékarenského terénu.
Do Specialni ¢asti Narodni ¢asti byl nové zarazen ¢lanek
Cannabis sativae oleum a pét ¢lankl IéCivych pripravkd;
v Casti Lécivé latky byly revidovany dva Clanky, v Casti
Lécivé pripravky rovnéz dva c¢lanky.

7, SUKL

4.12 STANDARDISATION AND PHARMACOPOEIAL
ACTIVITIES

In 2009, 55 draft translations of Czech technical standards
for medical devices were commented upon in the area of
standardisation activities.

The employees of the department of Pharmacopoeia prepared
a draft of Czech Pharmacopoeia 2009 - Supplement 2010
(hereinafter referred to as Ph.Cz. 2009 - Suppl. 2010). This
edition contains, in its European section, translations of the texts
of the third to the eighth supplement of the 6th edition of the
European Pharmacopoeia, which represents 573 texts in total,
of which 60 are new general articles and 495 revised articles.
By joining six supplements into a single translation the prepared
Supplement will become equally chronologically effective as
the European Pharmacopeia, which is beneficial for users.

The National part of Ph.Cz. 2009 - Suppl. 2010 newly contains
Table Xl Substance concentrations of active substances, and
those revised tables which have been amended with data
about newly included substances and/or amended as per
requirements from the pharmaceutical practice are provided.
The Special section of the National part newly includes article
Cannabis sativae oleum and five articles for medicinal products;
inthe Active Substances section, two articles have beenrevised,
as well as in the Medicinal Products section.

Tabulka 1. Cesky lékopis 2009 - Doplné&k 2010
Czech Pharmacopoeia 2009 - Supplement 2010
CL 2009 Obecné stati, tabulky Clanky Celkem
Ph.Cz. 2009 General articles, tables Articles Total
Evropska ¢ast / European part 72 501 57.3
Narodni ¢ast / National part 10 11 21
Celkem / Total 82 512 594

Na pfipravé CL 2009 - Dopl. 2010 se v koordinaci s Iéko-
pisnym oddélenim podileli i dalsi odborni pracovnici
ustavu.

Na pripravé dalsiho vydani Evropského |ékopisu a na
pfipravé preklad( a revizi databaze Standard Terms
pokracovala spoluprace s Evropskou Iékopisnou komisi
(dale ELK). O zavaznosti vydani Evropského |ékopisu
informuje Iékopisné odd. v informacnich prostredcich
SUKL, o nové vydaném Ceském lékopise pak formou
seminare. Pracovnici odboru se pravidelné ucastnili
zasedani ELK, zasedani narodnich sekretariatll I€kopis-
nych komisi a skupiny expertd ELK.

Expert employees of the Institute in coordination with the
department of Pharmacopoeia were also involved in the
preparation of Ph.Cz. 2009 - Suppl. 2010.

Cooperation with the European Pharmacopoeial Commission
(hereinafter referred to as EPC) in the preparation of another
edition of Ph. Eur. and in the preparation of translation and
revision of the "Standard Terms, database continued. The
department of Pharmacopoeia informs about the binding
nature of the Ph. Eur. editions in SUKL’s information media, and
on the newly published Czech Pharmacopoeia by means of a
seminar. The employees of the section regularly took part in
the EPC meetings, national secretariat staff meetings, and EPC
expert group meetings.
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SEKCE CENOVE A UHRADOVE
REGULACE

PRICE AND REIMBURSEMENT
REGULATION BRANCH

Sekce provadi rozhodovani o maximalnich cenach
IéCivych pFipravkl a o vysi a podminkach jejich uhrad.
Proces stanovovani maximalnich cen a vySe a podminek
Uhrady je individualni a prezkoumatelny, probiha v rezimu
spravniho Fizeni s pevné stanovenymi Ihdtami a plné
respektuje Evropskou transparen&ni smérnici. Zadosti
a podnéty jsou hodnoceny predevsim na zakladé posou-
zeni U&innosti, bezpe&nosti a nakladové efektivity. U&ast-
niky spravniho fizeni jsou ze zakona zdravotni pojistovny
a drzitelé rozhodnuti o registraci. Podnéty mohou poda-
vat i pacientské organizace ¢i odborné spolec¢nosti.

4.13 STANOVENIi CEN A UHRAD LECIV

V prubé&hu roku 2009 pracovnici Ustavu pokracovali
pri stanoveni maximalnich cen a vysi a podminek Uhrady
ze zdravotniho pojisténi dle interni metodiky zpracované
v souladu se zakonem ¢. 48/1997 Sb., o verejném zdra-
votnim pojisténi a 0 zméné a doplnéni nékterych souvi-
sejicich zakonU a souvisejicimi pravnimi predpisy.

Obr. 1.

The Branch issues decisions on maximum prices of medicinal
products and on reimbursement amounts and conditions for
medicinal products. The process of setting maximum price and
reimbursement amount and conditions is individual and may
be reviewed; it runs as administrative procedures with fixed
timelines, fully reflecting the European transparency guideline.
Applications and suggestions are evaluated especially on the
basis of efficacy, safety, and cost efficiency assessments.
By law, the parties to the administrative procedure are
health insurance companies and marketing authorisation
holders. Motions may be filed also by patient organisations or
professional associations.

4.13 DETERMINATION OF PRICES
AND REIMBURSEMENTS OF PHARMACEUTICALS

In the course of 2009, the employees of the Institute continued
to determine maximum prices and amounts and conditions of
reimbursements from health insurance in compliance with the
internal methodology drafted pursuant to Act No 48/1997 Coll.,
on Public Health Insurance and on Amendments to Some
Related Acts, and related legal regulations.

Pocet hrazenych a obchodovanych IéCivych pfFipravki dle typu regulace

Number of reimbursed and traded medicinal products by regulation type
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Poget koddi SUKL hrazenych ze ZP
Number of SUKL codes covered by
health insurance

5395

Z toho poé&et kod SUKL realné
obchodovanych

Of which actually traded SUKL codes

MCYV - Iéky jsou regulovany maximalni cenou vyrobce a obchodni pfrirazkou

MCV -medicinal products are regulated by the maximum ex-factory price and profit margin

OP - Iéky jsou regulovany pouze obchodni pfirazkou a vztahuje se na né ohlasovaci povinnost ceny plvodce

OP - medicinal products are regulated only by profit margin and are subjected to the producer price notification duty
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Tabulka 1. PFehled spravnich Fizeni v oblasti cen a uhrad v roce 2009
Overview of administrative procedures in the sphere of prices and reimbursements in 2009
o arobolecna Fizenl 5 | Spoleéné fizeni o zruseni
(kédy SUKL) ZU+ZMC (k6dy LP) ZrusSeni uhrady (kody LP)
] v . Joint procedures for Reimbursement revocation
Joint procedures regarding g ] L
g g ZU+ZMC revocation (medicinal product codes)
HERRED BT e (medicinal product codes)
(SUKL codes) P
Zahajeno
Initiated e 2 e
Rothdnutl na.byla pravni moci 255 38 234
Decision came into force
deano odvolani 11 0 0
Filed appeals
Rizeni zastaveno
Suspended procedures 41 9 L=

MC - stanoveni maximalni ceny / determination of the maximum price
VaPU - stanoveni vy$e a podminek Uhrady / determination of amounts and conditions of reimbursement

ZU - zrudeni Uhrady / reimbursement revocation

ZMC - zruseni maximalni ceny / maximum price revocation

Maximalni ceny vyrobce

Ustav i v roce 2009 pokra&oval ve spravnich fizenich
0 zméné maximalnich cen vyrobce zahajenych z moci
uredni v roce 2008 (celkem byla zahajena revize u 3 937
kodt SUKL v 1 642 spravnich Fizenich). Spravni Fizeni se
tykala hlavné lécivych pripravkl, u nichz Ucastnici fizeni
podali odvolani a u kterych Ministerstvo zdravotnictvi
CR nasledné& rozhodlo o znovuprojednani t&chto pfi-
padd. Celkem se tedy pokracovalo ve spravnich fizenich
u 1 864 kodl SUKL. Ke konci roku 2009 zbyva rozhod-
nout o 307 kédech SUKL.

Dale probihalo stanoveni maximalnich cen v ramci indi-
vidualnich spravnich Fizeni na zadost drzitele rozhodnuti
o registraci.

Tabulka 2. Prehled individualnich spravnich fizeni

Maximum ex-factory prices

In 2009, the Institute continued administrative procedures
regarding changes of maximum ex-factory prices initiated ex
officio in 2008 (in total, the review of 3,937 SUKL codes in 1,642
administrative procedures was initiated). The administrative
procedures concerned, in particular, medicinal products for
which the parties to the procedure filed an appeal and for which
the Ministry of Health of the Czech Republic subsequently de-
cided to re-open these cases. Therefore, administrative proce-
dures for 1,864 SUKL codes continued. As of the end of 2009,
decisions on 307 SUKL codes remained pending.
Furthermore, the determination of maximum prices within the
scope of individual administrative procedures upon request of
the marketing authorisation holder was carried out.

Overview of individual administrative procedures

Maximalni cena vyrobce 2009 SR ng zadost drzitele/vyrobce (pocet kodu SUKL)

Maximum ex-factory price 2009 Admin. procedure upon reqqest of MAH/manufacturer
(number of SUKL codes)

Zahajeno / Initiated 810

Rozhodnuti nabyla pravni moci / Decision came into force 486

Podano odvolani / Filed appeals 34

Rizeni zastaveno / Suspended procedures 60

Z hlediska vyvoje vySe maximalnich cen vyrobce doslo
v prdbéhu roku 2009 ke snizeni maximalni ceny u 390
kodl SUKL (v praméru o 29 %), u 190 kodd SUKL doslo
ke zvySeni maximalni ceny (v priméru o 84 %).

V souvislosti se zakonem ¢. 362/2009 Sb., kterym se
meéni nékteré zakony v souvislosti s navrhem zakona
o statnim rozpoé&tu Ceské republiky na rok 2010 (tzv.
Janotlv bali¢ek), doslo k 1. 1. 2010 k 7% snizeni stano-
venych maximalnich cen vyrobce a ohlasovanych cen
plvodce. Z celkového poctu 8 961 hrazenych kodu
SUKL doslo k 7% poklesu ceny u 7 248 kodd SUKL.

With a view to the development of maximum ex-factory prices,
in the course of 2009, maximum prices were reduced for 390
SUKL codes (by 29% on average), and increased for 190 SUKL
codes (by 84% on average).

With a view to Act No 362/2009 Coll.,, amending some acts in
relation to the bill of state budget of the Czech Republic for 2010
(so called "Janota’s package,), a 7% decrease of determined
maximum ex-factory prices and notified producer prices was
instituted as of January 01 2010. Of the total amount of 8,961
reimbursed SUKL codes, the 7% price reduction concerned
7,248 SUKL codes.
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Tabulka 3. 10 nejdodavanéjSich p¥ipravk, u kterych doslo ke zméné maximalni ceny vyrobce
10 most often supplied products for which the maximum ex-factory price was changed
Plavodni MC Nova MC Zména MC
Koéd Nazev Doplnék nazvu (Ke&) (Ke&) vV %
Code Name Name supplement Original MC New MC Change of
(CZK) (CZK) MC in %
0096303 ASCORUTIN POR TBL FLM 50 15,13 21,46 42
0000168 HYDROCHLOROTHIAZID LECIVA POR TBL NOB 20X25MG 13,85 33,92 145
0004336 CILKANOL POR CPS DUR 30X300MG 54,89 67,27 23
0026554 MICARDIS 80 MG POR TBL NOB 28X80MG 874,60 483,42 -45
0000536 NORADRENALIN LECIVA INJ SOL 5X1ML/1MG 51,66 98,75 91
0050335 ALGIFEN NEO POR GTT SOL 1X25ML 69,0 38,95 -44
0040122 HYDROCORTISON VALEANT INJ PLV SOL 1X100MG 3414 32,34 -5
0012023 VIGANTOL POR GTT SOL 1X10ML 26,52 33,65 27
0002479 DITHIADEN POR TBL NOB 20X2MG 32,11 51,60 61
0001940 OXAZEPAM LECIVA POR TBL NOB 20X10MG 1857 23,21 71

MC - maximalni cena vyrobce / maximum ex-factory price

Tabulka 4. Pfehled hrazenych a realné obchodovanych Ié&ivych pFipravk(, u kterych doslo k 7% snizeni
ceny s ohledem na typ regulace
Overview of reimbursed and actually traded medicinal products the price of which was reduced
by 7% with a view to the type of regulation

Légivé pripravky / Medicinal products Poéet kédi SUKL / Number of SUKL codes
Hrazené a realné obchodované - celkem / Reimbursed and actually traded - total 5395
Z toho pokles ceny o 7 % - celkem / Of which 7% price reduction - total 4 835
Z toho s regulaci typu OP / Of which OP regulation 2624
Z toho s regulaci typu MCV / Of which MCV regulation 2211

Obr. 2. Pfehled hrazenych a realné obchodovanych Ié&ivych pFipravk(, u kterych doslo k 7% sniZeni ceny
s ohledem na typ regulace
Overview of reimbursed and actually traded medicinal products whose price was reduced by 7% with a view
to the type of regulation

2211 (46 %)

2624 (54 %)

MCYV - Iéky jsou regulovany maximalni cenou vyrobce a obchodni pfirazkou
OP - Iéky jsou regulovany pouze obchodni pfirazkou a vztahuje se na né ohlasovaci povinnost ceny plvodce

OoP
OP regulation

MCV
MCYV regulation
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V souvislosti se zakonem ¢. 362/2009 Sb. doslo také
v zavéru roku ke zvyseni poctu podanych hlaseni k cenam
plvodce. PFi srovnani cen nahlasenych k 1. 1. 2009
a k 1. 1. 2010 doslo ke snizeni nahlagené ceny plvodce
u 91 kédd SUKL a u 1 143 kodd SUKL doslo ke zvyseni
ceny plvodce.

7, SUKL

With a view to Act No 362/2009 Coll., the number of filed noti-
fications of producer prices increased towards the end of the
year. A comparison of prices notified as of January 01 2009 and
as of January 01 2010 showed a reduction in the notified pro-
ducer price for 91 SUKL codes and an increase in the producer
price for 1,143 SUKL codes.

Obr. 3. Prehled IéCivych pFipravkl, u kterych doslo k navy$eni ceny pluvodce
Overview of medicinal products with incremented producer prices

126 kodt SUKL

429 ko6dia SUKL

U pripravkl s typem regulace MCV, u kterych byla cena
snizena o 7 % a byly obchodovany ve 4. Q 2009, byl
sestaven mozny dopad pro 1. Q roku 2010.

- <7%
- 7-10%
B o

588 kodi SUKL

For products with MCV regulation, for which the price was
reduced by 7% and which were traded in the last quarter of 2009,
a potential impact on the first quarter of 2010 has been compiled.

Tabulka 5. Orientacéni srovnani financnich objemt dle cen vyrobce a cen pro kone¢ného spotrebitele
General comparison of financial volumes by ex-factory prices and end-user prices

4.Q 2009 1.Q 2010

Cena vyrobce / Ex-factory price

10 211 493 739 9 580 835 581

Cena pro kone¢ného spotrebitele / End-user price

19 962 760 805 19 063 272 002

Tabulka 5 uvadi orienta¢ni finan¢ni naklady s ohledem
na 7% snizeni k 1. 1. 2010 v ptipadé, ze by plvodci
uplatnili horni limit maximalni ceny vyrobce a cena pro
kone&ného spotrebitele podiéhala od 1. 1. 2010 dani 10 %.
Pro 1. ¢tvrtleti 2010 byl zachovan pocet obchodovanych
kusU jako ve 4. Gtvrtleti 2009.

VysSe a podminky Uuhrady ze zdravotniho pojisténi
Ustav v roce 2009 pokradoval v zapod&até revizi vyse
a podminek Uhrady Ié&ivych pfFipravkld a potravin pro
zvlastni |ékarské Ucely, ktera se tyka celkem 280 kodu
SUKL. Tuto revizi zahdijil jiz v roce 2008, kdy byla prove-
dena revize u 232 kod SUKL vybranych skupin [€8iv
kardiovaskularnino systému - referenc¢ni skupina 25/2
a25/3 a 48 kodl SUKL ve skupiné antipsychotik Il. gene-
race - referen¢ni skupina 84/1.

V roce 2009 byla zahajena revize u 5 060 koédt SUKL
v ramci 347 spravnich fizeni ex offo (z moci uredni).
Revizni fizeni zahrnuji celkem 251 referen¢nich skupin
a 292 |écCivych latek stojicich mimo systém referencnich
skupin.

Soucasné se spravnimi fizenimi vedenymi z moci Uredni
bylo zahajeno na zadost v predeslém roce 883 indivi-
dualnich spravnich Fizeni, ktera predstavuji 2 021 kodd
IéCivych pFipravk( a potravin pro zviastni Iékarské ucely.

The table 5 shows general financial costs reflecting the 7%
decrease as of January 01 2010, presuming the producers
apply the upper limit of the maximum ex-factory price and the
end-user prices are subjected to 10% VAT as of January 01
2010. The number of traded pieces from the fourth quarter of
2009 was applied to the first quarter of 2010.

Amounts and conditions of reimbursements from health
insurance

In 2009, the Institute continued the previously initiated revision
of amounts and conditions of reimbursement of medicinal
products and foods for special medical purposes, concerning
280 SUKL codes in total. The revision began in 2008, when 232
SUKL codes from selected groups of cardiovascular medicines
- reference groups 25/2 and 25/3 and 48 SUKL codes from
the 2nd generation antipsychotic medicines group - reference
group 84/1 were revised.

In 2009, a revision of 5,060 SUKL codes within 347 ex
officio administrative procedures was initiated. The revision
procedures concern 251 reference groups and 292 active
substances outside the reference group system in total.

In parallel with the conduct of ex officio administrative
procedures, 883 individual administrative procedures upon
request were commenced; these represent 2,021 codes of
medicinal products and foods for special medical purposes.
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Obr. 4. Rozlozeni jednotlivych skupin LP/PZLU ze Seznamu hrazenych pFipravku

Representation of individual groups of medicinal products/foods for special medical purposes
in the List of Reimbursed Products

LP/PZLU hrazené pouze za
477 (5%) hospitalizace (SUKL nereguluje)
Medicinal products/foods for special
2449 (27%) medical purposes reimbursed only for
hospitalizations (not regulated by SUKL)

LP/PZLU hrazené jako ZULP
Medicinal products/foods for special
medical purposes reimbursed as
separately charged med. products
(ZULP)

) N
6035 (68%) LP/PZLU hrazené jako Rp.
Reimbursed prescription
medicinal products/
foods for special medical purposes

Tabulka 6. P¥ehled spravnich Fizeni v oblasti uhrad v roce 2009
Overview of administrative procedures in the sphere of reimbursements in 2009

S& z moci uFedni SR na zadost drzitele/

Vyse a podminky Ghrady 2009 (k6dy SUKL) AL L)
. ; . L . Administrative procedures
Amounts and conditions of reimbursement 2009 Ex officio administrative
upon request of MAH/

[EEEEEIITES) = SN GeERs manufacturer — SUKL codes

Zahajeno / Initiated 5 060 2021
Rozhodnuti nabyla pravni moci / Decision came into force 226 782
Podano odvolani / Filed appeals 102 97

Rizeni zastaveno / Suspended procedures 125 248

Prvni pravomocna rozhodnuti v ramci revize Uhrad First effective decisions within the scope of reimbursement
prinesla i prvni odhadované uspory. revision brought also the first estimated savings.

Tabulka 7. Pfehled pravomocnych rozhodnuti revize Uhrad a uspory ze zdravotniho pojisténi
Overview of effective decisions concerning reimbursement revision and savings in health insurance

Nabyti a&innosti Poc&et kédi SUKL Locet spraviioh Hzent Uspora ze ZP
Effective date Number of SUKL codes Savings in health insurance
procedures
1/10/2009 29 8 4,7 mil. K&
1/11/2009 5 3 1,3 mil. K&
1/12/2009 13 7 24,9 mil. K&
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Obr. 5 P¥Fehled IéCivych pFipravku, u kterych doslo ke zménam uthrad
Overview of medicinal products for which reimbursement has been changed
-51% avice
-51% & more
4 kody SUKL

o -41% az -50%
10 ko6du SUKL

-41% to -50%

- 31% az -40%
-31% to -40%

22 koda SUKL
4 kody SUKL
8 kodl SUKL

61 kodl SUKL
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47 kodt SUKL
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41% az 50%

31 koéda SUKL 41% to 50%

23 koda SUKL

51% a vice
51% & more
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Tabulka 8. 10 nejdodavanéjsich pripravku, u kterych doslo ke zméné uhrady ze zdravotniho pojisténi
10 most often supplied products whose reimbursement from health insurance has been changed
Plavodni Nova
. . _ . uhrada (K¢) uhrada (KE) |Zména uhrady
et ATC N e Original New Change in
Code Name Supplement . . .
reimbursement | reimbursement | reimbursement
(CZK) (CZK)
0101211 CO9AA04 PRESTARIUM NEO POR TBL FLM 90X5MG 585 5 396 -26 %
0084530 CO9AA09 MONOPRIL 20 MG POR TBL NOB 28X20MG 124,31 112 -10 %
0056981 CO9AA05 TRITACE 5 POR TBL NOB 30X5MG 199,8 132 -34 %
0056985 CO9AA11 RENPRESS POR TBL NOB 30X6MG 142,8 120 -16 %
0015864 CO9AA05 TRITACE 10 POR TBL NOB 30X10MG 278,4 175,89 -27 %
0098850 CO9BA0O4 | PRESTARIUM COMBI POR TBL NOB 30 159 1551 -2 %
0056977 CO09AA05 TRITACE 2,5 POR TBL NOB 30X2.5MG 142,8 99 -31 %
0023962 CO9AAO05 AMPRILAN 5 POR TBL NOB 30X5MG 199,8 132 -34 %
0083730 CO9AA10 GOPTEN 2 MG POR CPS DUR 28X2MG 133,28 123,2 -8 %
0014811 AO9AA02 KREON 25 000 POR CPS ETD 50 477,5 378 21 %
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Individualné pripravované Iécivé pripravky (IPLP)

V prabéhu roku 2009 bylo vydano celkem 5 opatieni
obecné povahy (dale OOP), ve kterych byly vyporadany
podnéty a zmény Uhrad v ramci cenové regulace IPLP.
V prvnim pololeti 2009 byly upraveny zmény uhrad
v souladu s cenovym vyvojem vstupnich surovin u sku-
pin individualné pripravovanych radiofarmak a skupiny
transfuznich ptipravkl. Vyvoj zmén uhrad u skupiny
transfuznich pfipravk( uvadi tabulka 9.

V dlsledku celosvétové krize a nedostatku molybdenu
99m, ktery byl pFi¢inou nasledného nedostatku a ceno-
vého rustu techneciovych generatorl doslo ke zméné
Uhrady a vydani nového OOP pro radiofarmaka. Tuto
zmeénu bylo mozné provést v navaznosti na nové vydani
Cenového predpisu 4/2009/FAR s platnosti k 1. 10. 2009,
které umoznilo navyseni Uhrady radiofarmak znac¢enych
99mTc. DUsledky zmén Uhrad u radiofarmak znac¢enych
99mTc uvadi tabulka 10, grafické vyjadreni pak podil
radiofarmak znac¢enych 99mTc v celkovych nakladech na
tuto skupinu léciva, a to pfed zménou a po zméné uhrad.
Do konce roku byla vydana dalsi dvé OOP, ktera se zamé-
fila na IPLP pripravovana v zarizeni lékarenské péce.
Jedna se o skupiny magistraliter a parenteralni vyzivy
uréené pro domaci terapii. V obou pripadech se jedna
O nové zavedeny systém pro rok 2010.

V prubéhu roku 2009 byl revidovan zplsob a pod-
minky stanoveni vysSe Uhrad u jednotlivych IPLP a dale
byly porovnany roc¢ni narlsty. Vysledky revize byly zve-
fejnény na strankach SUKL a v 90 % potvrdily spravné
nastaveni zplsobu stanoveni Uhrady. Zbylych 10 % je
potreba ovérit novou revizi v roce 2010.

V tab. 9 je uveden vyvoj Uhrady transfuznich pripravkd
od roku 2007 do roku 2009 s procentualnim vyjadienim
narulistu za obdobi, kdy Uhrady byly stanoveny OOP.

Cenovy predpis povoluje max. 3% zvyseni naklad( na
tuto skupinu IPLP. Primérné procentualni zvyseni Uhrad
v roce 2009 predstavuje pouze 0,82 % oproti roku 2008.

V tab. 10 je uveden nardst Uhrady za 1 MBq individualné
pfipravovanych radiofarmak znac¢enych 99mTc, které
jsou uvedeny pod kody IPLP. Nartst ceny zpusobeny
celosvétovym nedostatkem a zvysenim ceny 99m Mo
ovliviluje % narustu Uhradly.
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Individually prepared medicinal products (IPLP)

In the course of 2009, 5 general measures (OOP) in total were
issued, which dealt with reports and changes of reimbursement
within the scope of IPLP price regulation. In the first half of 2009,
changes to reimbursements were adjusted to reflect the price
development of starting materials for groups of individually
prepared radiopharmaceuticals and for groups of transfusion
products. The development of changes to reimbursements for
the transfusion products group are provided in Table 9.

As a result of the global crisis and lack of molybdenum 99m,
which was the cause of subsequent lack and price growth
of technetium generators, a change in the reimbursement
was adopted and a new general measure (OOP) for
radiopharmaceuticals published. It was possible to implement
this change following the new issue of the Price Regulation
4/2009/FAR effective as of October 01 2009, which allowed
for the incrementing of reimbursements of 99mTc-labelled
radiopharmaceuticals. The consequences of changes to the
reimbursements of 99mTc-labelled radiopharmaceuticals
are provided in Table 10, and graphically the percentage of
99mTc-labelled radiopharmaceuticals in the total costs of this
pharmaceutical group is shown before and after the change.
By the end of the year, two other OOPs were published, which
focused upon individually prepared medicinal products
prepared in pharmacy care facilities. They concern groups of
medicines prepared according to a formula and Parenteral
nutrition products intended for home therapy. In both cases
they represent a newly introduced system for 2010.

Inthe course of 2009, the method and conditions of determining
reimbursement amounts for individual IPLPs was reviewed,
and year-to-year increases were compared. The results of the
revision were published on SUKL’s web site, and in 90% they
confirmed the proper setup of the method of reimbursement
determination. The remaining 10% require a new verification by
means of a revision to be performed in 2010.

Table 9 shows the development of reimbursement of transfusion
products from 2007 to 2009, giving percentage increases for the
period over which reimbursements were established by the OOP.

The price regulation allows for the maximum of 3% cost
increase for this group of IPLPs. Average percentage increase
of reimbursements in 2009 represents a mere 0.82%
compared to 2008.

Table 10 shows the increase of reimbursement per 1MBq of
individually prepared 99mTc-labelled radiopharmaceduticals,
listed under IPLP codes. The price increase caused by the global
lack and price increase of 99m Mo affects the percentage of
reimbursement growth.
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Tabulka 9. Vyvoj tihrad transfuznich p¥ipravku

Development of reimbursement of transfusion products

Kod TP

. . - P e
Transfusion | Nazev pripravku rok 2007 | rok 2008 | rok 2009 /o' narust
product Product name % increase
code

0007901 |PInakrev / Whole blood 1 134,00 1 160,62 1 190,12 2,54

0007905 | Erytrocyty / Erythrocytes 1 134,00 1 160,02 1 190,12 2,59

0007909 | Erytrocyty resuspendované / Re-suspended erythrocytes 1 437,00 1 569,37 1 593,62 1,55
Erytrocyty bez buffy coatu resuspend. /

e Re-suspended erythrocytes without buffy coat 1} i el e A

0007955 | Erytrocyty deleukotizované / Deleucotised erythrocytes 2 577,00 2 691,44 2 714,74 0,87

0007956 | Erytrocyty deleukotizované u llizka / Erythrocytes, deleucotised at bed 2285,00 | 2236,69 2 261,69 1,12
Erytrocytry deleuk.-pediatr.jednotka /

ezt Erythrocytes, deleucotised - paediatric unit L rAleelo L BRI e 2k

0007961 Erytrocyty deleukotlzov_ane pro vymeénnou transfuz_l / 3 407,00 345422 3 496,81 1,23
Erythrocytes, deleucotised, for exchange transfusion

0007962 Erytrocyty deleukotlzoyane prollntrauter.lnm transfuzll / 3 407,00 345422 3 496,81 1,23
Erythrocytes, deleucotised, for intrauterine transfusion

0007963 | Erviroovty z aferézy resuspendovane / 175800 | 178201 | 182566 | 245
Erythrocytes from apheresis, re-suspended

0007964 | Erviroovty z aferézy deleukotizovane / 2577,00 | 2691,44 | 271474 0,87
Erythrocytes from apheresis, deleucotised

0207921 Plazma z pIné krve / Plasma from whole blood 830,00 874,10 877,43 0,38

0207925 | K-plazma pro klinické pouziti / Blood plasma for clinical use 830,00 874,10 877,43 0,38

0207926 | Kryoprotein / Cryoprotein 830,00 1 299,04 1 307,34 0,64

0207927 | Kryoprotein z 1 It plazmy / Cryoprotein from 1 It plasma 3320,00 | 4320,46 | 4 338,27 0,41

0107928 | Trombocyty z buffy coatu / Thrombocytes from buffy coat 1 380,00 1 563,06 1579,75 1,07

0107930 | Trombocyty z plné krve / Thrombocytes from whole blood 1 156,00 1297,46 1 334,66 2,87
Trombocyty z aferézy (min. 200 miliard TRC) / .

iRtk Thrombocytes from apheresis (min. 200 billion TRC) (AR SRl Bieikle o
Trombocyty z aferézy ochuzené o leukocyty /

Gl Leukocyte-depleted thrombocytes from apheresis 2 A7 010 iRe oy

0107935 | Irombocyty z buffy coatu smeésne / 6900,00 | 768611 | 681151 | -1138
Thrombocytes from buffy coat, pooled
Trombocyty z buffy coatu smésné deleukotizovanée / B

D Thrombocytes from buffy coat, pooled, deleucotised 2/l 2 =ik 3 e e
Trombocyty z aferézy deleukotizované 300 mid /

0107952 Thrombocytes from apheresis, deleucotised, 300 bill. 13585,00 | 1397885 | 13 514,25 =832
Trombocyty z odbéru PK-deleukot. /

ozt Thrombocytes from whole blood donation - deleucot. 1| Ao 1Ry 3 O D
Trombocyty z aferézy minim 200 mlid PLT deleukot /

Onlelieit Thrombocytes from apheresis minim. 200 bill. PLT deleucot. SERGRY | PEEGER | Bl o
Trombocyty z aferézy do 200 mid PLT deleukot /

O Thrombocytes from apheresis up to 200 bill. PLT deleucot. SRR || SERElE || SRR 7

0307934 | Granulocyty z aferézy / Granulocytes from apheresis 14 074,00 | 13845,87 | 13 518,35 -2,37

0307953 | Granulocyty z plné krve / Granulocytes from whole blood 1 525,00 1605,08 | 1625,80 1,29

0507946 | Krev pro autotransfuzi / Blood for auto-transfusion 609,00 607,60 635,89 4,66

0507948 | Irombocyty z aferézy pro autotransfuzi / . 5233,00 | 5454,42 | 550026 | 084
Thrombocytes from apheresis for auto-transfusion

0507951 Erytrocyty pro autotransfuzi / Erythrocytes for auto-transfusion 754,00 935,34 971,37 3,85

0407949 | Priplatek za promyti / Extra fee for washing 586,00 723,98 729,61 0,78

0407942 | Priplatek za ozareni/ Extra fee for irradiation 140,00 152,02 152,69 0,44

0407950 | Priplatek za vybér darce podle HLA / Extra fee for selection of donor by HLA 634,00 904,56 959,71 6,10
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Tabulka 10. Vyvoj uhrad individualné pfipravovanych radiofarmak
Development of reimbursements of individually prepared radiopharmaceuticals (RF)

Koéd IPLP Nazev IPLP - RF iednotk 1.1.2008 | 1. 10. 2008 | 1. 7. 2009 | 1. 10. 2009 | % narust
PLP | e um!ts y K&/MBq | K&/MBq | Ké/MBq | Ké&/MBq %
code CZK/MBq | CZK/MBq CZK/MBq | CZK/MBq | Increase

99mTc technecistan sodny inj. /

0002015 et EE E e ) MBqg 1,32 1,23 1,20 1,97 60,16

0002016 |99mTc medronan inj. / 99mTc medronate inj. MBq 1,73 1,65 1,64 2,48 50,30

0002018 | 99mTc makrosalb inj. / 99mTc macrosalb inj. MBq 5,78 5,76 5,88 6,84 18,75

0002021 | 99mTc nanokoloid albuminu inj. / MBq 5,46 4,41 4,49 5,45 23,58

99mTc albumin nanocolloid inj.

0002023 | 99mTc mefenininj. / 99mTc mefenin inj. MBqg 5,39 5,51 5,63 6,59 19,60

0002024 | 99mTc mebrofenin inj. / 99mTc mebrofenin inj. | MBQq 557 5,70 5,82 6,77 18,77

0002025 | 99mTc-HM PAQ inj. / 99mTec-HM PAO inj. MBqg 5,23 4,63 4,85 5,81 25,49

0002027 [ 99mTc-MIBl inj. / 99mTc-MiIBlI inj. MBqg 5,89 5,30 5,62 6,64 25,28

0002028 | 99mTc-DMSA inj. / 99mTc-DMSA inj. MBqg 6,55 6,37 6,49 7,45 16,95

0002029 |99mTc koloidni cin inj. / 99mTec tin colloid inj. MBq 5,62 5,61 5,86 6,88 22,64

99mTec sira koloidni inj. /

0002030 S MBq 5,50 5,68 5,67 6,70 17,96

99mTc difosfore¢nan cinaty inj. /

0002033 BTG S et MBqg 3,99 3,66 3,87 4,83 31,97

0002034 | 99mTc-DTPA inj. / 99mTc-DTPA inj. MBqg 512 519 523 6,25 20,42

0002035 |99MTc-MAGS inj. / 99mTc-MAG3 inj. MBq 7,31 7,61 7,66 8,61 13,14

0002038 | 99MTc-HIG inj. / 99MmTc-HIG inj. MBq 17,67 13,55 15,69 16,64 22,80

99mTc-MAB proti granulocytam inj. /

0002039 BT e e A 1 MBq 14,97 13,58 16,14 17,10 25,92

99mTc erytrocyty alterované /

0002058 e e e MBqg 66,62 57,04 61,97 63,89 12,01

99mTc erytrocyty vitalni /

0002059 SR sl e s MBq 4,46 4,50 4,21 5,23 16,22

99mTc erytrocyty in vivo /

0002060 DT T i e MBqg 4,67 4,65 5,21 6,17 32,69

99mTc leukocyty znacené HM PAO/

0002061 99mTc HM PAO-abelled leukocytes MBq 14,85 14,00 14,19 16,03 14,50

99mTc oxidronat disodny inj. /

Qe 99mTc disodium oxidronate inj. M 2R 22 e e e

0002074 | 99mTc tetrofosmin inj. / 99mTc tetrofosmin inj. | MBq 5,58 5,34 5,48 6,50 21,72

99mTc trombocyty znacené HM PAO /

0002078 99mTc HM PAO-abelled thrombocytes MBq 11,31 10,68 11,14 12,42 16,29

0002083 | 99mTc DTPA aer. / 99mTc DTPA aer. MBqg 2,55 2,99 3,18 414 38,46

0002088 | 99mTc sulesomab inj. / 99mTc sulesomab inj. | MBq 20,74 16,34 18,84 19,80 21,18

0002089 | 99mTc bicisat inj. / 99mTc Bicisate inj. MBqg 5,48 4,81 519 6,15 27,86

99mTc Re2S7 koloid inj. /

0002093 e MBq 8,29 7,68 8,08 9,04 17,71

99mTc nanokoloid alb.inj. /

0002095 95mTe alb, nanocollold iy MBqg 15,42 16,01 16,34 17,30 8,06
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V pripadé radiofarmak znacenych 99mTc se jedna
v roce 2009 o meziro¢ni narlst o 26 %. U ostatnich radi-
ofarmak se jedna o nulovy narudst. Celkovy meziro¢ni
narust zplsobeny zvySenim Uhrady u radiofarmak zna-
cenych 99mTc predstavuje cca 13 % nakladd na celou
skupinu individualné pripravovanych radiofarmak.

", SUKL

The year-to-year increase in the case of 99mTc-labelled
radiopharmaceuticals represented 26% in 2009. Other
radiopharmaceuticals did not exhibit any increase. The total
year-to-year increase caused by the growing reimbursement
for 99mTc-labelled radiopharmaceuticals represents approx.
18% of costs of the entire group of individually prepared
radiopharmaceuticals.

Obr. 6. Podil nakladii na RF znaéena 99mTc k ostatnim RF, pFfed a po zvyS§eni ceny 99m Mo
Proportion of costs of 99mTc-labelled radiopharmaceuticals compared to other radiopharmaceuticals;

before and after the price increase of 99m Mo
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5. ZPRACOVANI A POSKYTOVANI
INFORMACI

7, SUKL

5. PROCESSING AND PROVISION
OF INFORMATION

5.1 INFORMACNIiI TECHNOLOGIE

V roce 2009 byl v oblasti informacnich technologii
kladen duraz na zprovozniovani projektu “Centralni
Ulozisté elektronickych receptl” a na podporu lékaren,
které se v ramci tohoto projektu postupné pripojovaly.
PFi zprovoznovani byla nezbytna koordinace priprav-
nych praci a dohledu nad budovanymi systémy. V ramci
zahajeni provozu bylo vytvoreno fyzicky oddélené pro-
stfedi “Centralni ulozisté elektronickych receptd”. Od
pocatku roku se postupné pripojovaly lékarny, které
zacCinaly ihned po pripojeni odesilat hlaseni do databaze
tohoto uUlozisté. V souvislosti s nardstajicim poctem pri-
pojenych Iékaren vznikla potreba vybudovat technickou
podporu pro tyto subjekty, ktera pomahala po tech-
nické strance odstranovat chyby, jejichz pocet postupné
narustal. Podpora byla poskytovana také dodavatelim
SW pro Iékarny, s jejichz pomoci se postupné genero-
vané chyby ze strany I€karen odstranovaly. Ke konci Fijna
2009 komunikovalo s Centralnim ulozistém 59 % lékaren.

Na zakladé& rozhodnuti Ufadu pro ochranu osobnich
Gdaji (UOOU) bylo na mésic “Centralni Glozisté elektro-
nickych receptd” a tim i odesilani hlaseni z I€karen poza-
staveno. Béhem této doby bylo upraveno datové rozhrani
a SW lékaren dle pozadavk( UOOU. Od 21. 11. 2009
bylo zprovoznéno nové ulozisté pro odesilani hlaseni -
Sbér dat. Od tohoto data mohly |Iékarny opét zasilat
hlaseni o vydeji IéCivych pFipravkd.

Dale pokracovala vyména a modernizace hardwaro-
vého vybaveni, ktera byla zapocata v roce 2008. Doslo
k posileni vykonu servert dodanim dalSich kompo-
nent pro rovhomeérné rozlozeni zatéze jiz instalovanych
serverud, coz zajistilo rychlejsi a plynulejsi provoz. Dale
doslo k rozsireni datovych center, které bylo planovano
jizvroce 2008.

V |été doslo k migraci datového ulozisté spisoveé
sluzby Athena ze stavajiciho lokalniho Ulozisté na novy
DMS systém Documentum. Do budoucnosti je poci-
tano s timto DMS systémem pro veskeré elektronické
dokumenty, které se v Ustavu zpracovavaiji.

Na podzim roku 2009 oddéleni IT ve spolupraci s doda-
vateli pripravovalo systémy na odesilani pisemnosti do
datovych schranek. Za prvni dva mésice provozu dato-
vych schranek se touto cestou odeslalo v listopadu
2 481 pisemnosti a v prosinci 3 613 pisemnosti.

Koncem roku 2009 oddéleni usilovné pracovalo na
Upravé stavajicich systému spolu s dodavateli z ddvodu
zmeény legislativy ohledné dorucovani pisemnosti
verejnou vyhlaskou.

Oddeéleni IT zajistuje plynuly provoz uzivatelskych stanic
a serverl, ma dohled nad informacnimi technologiemi,
zabezpecuje ochranu informacni infrastruktury pred napa-
denimi zvenci. Jeho cilem je, aby byla zajisténa spokoje-
nost uzivatell a dalSich soucinnych subjektl. Spolupracuje
s externimi firmami a zapojuje se do projektl tykajicich se
rozvoje informacnich technologii a bezpecnosti dat.

5.1 INFORMATION TECHNOLOGIES

In 2009, emphasisinthe sphere of information technologies was
placed upon the roll-out of the "central Repository of Electronic
Prescriptions, project and upon the support of pharmacies,
which were gradually connecting within the scope of this
project. The roll-out required coordination of preparatory works
and surveillance over the built systems. As part of the roll-out,
a physically separated environment of the "Central Repository
of Electronic Prescriptions, was created. From the beginning
of the year, pharmacies were gradually connecting, and began
to send reports to the database of this repository immediately
after their connection. In association with the growing number
of connected pharmacies a need to develop technical support
forthese entities arose, which helped to technically eliminate the
gradually increasing number of errors. Support was provided
also to pharmacy SW suppliers who helped to gradually
eliminate the errors arising on the part of pharmacies. Towards
the end of October 2009, 59% of pharmacies communicated
with the Central Repository.

On the basis of a decision issued by the Office for Personal Data
Protection (UOOU) the operation of the "Central Repository
of Electronic Prescriptions,, and hence also the sending of
reports from pharmacies, was suspended for a month. During
this time, the data interface and pharmacy SW was amended
to reflect the requirements of UOOU. On November 21 2009, a
new repository for the reporting was put into operation — Data
Collection. From this date on, pharmacies were able to send
their reports on the dispensing of medicinal products again.

The exchange and modernisation of hardware which had
started in 2008 further continued. Server performance was
enhanced by the provision of further components for even
distribution of load of previously installed servers, which
provided for a swifter and smoother operation. Furthermore,
data centres were extended, as planned in 2008.

In summer, also the migration of the Athena record system
data repository from the existing local repository to a new
Documentum DMS system took place. In future, this DMS
system s expected to be used for any electronic documentation
processes in the Institute.

In the autumn of 2009, the IT department in cooperation with
vendors prepared systems for the sending of documents to
data mailboxes. During the first two months of operation of
the data mailboxes, 2,481 documents were sent through this
channel in November and 3,613 in December.

Towards the end of 2009 the Department together with vendors
devoted their best effort to amending the existing systems in
order to reflect the legislation governing the deliveries of
documents by a public notice.

The IT department caters for a smooth operation of user
stations and servers, surveys information technologies, and
safeguards the protection of information infrastructure from
external attacks. It strives to satisfy the users as well as other
cooperating entities. The department cooperates with external
companies and is involved in projects associated with the
development of information technologies and data security.
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Obr. 1.

Pocet nahlizeni do spisu pres internetové stranky (verso) — rok 2009

No. of document viewings via web sites (verso) — 2009
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5.2 DATABAZE LECIVYCH PRiIPRAVKU
A SLEDOVANI DODAVEK DISTRIBUOVANYCH
LECIVYCH PRIPRAVKU

Ustav vede na zakladé povinnosti dané zakonem o [é&ivech
evidenci registrovanych [éCivych pfipravkl a zajistuje
zverejnéni vybranych informaci ve svém informacnim
prostredku. K Ucelu této evidence slouzi interni databaze
I&éCivych pFipravky, ktera je pribézné aktualizovana.

Evidence lécCivych pFipravkl a jejich komponent

Databaze ma dvé zakladni ¢asti, které jsou navzajem
propojeny - knihovnu Iék( a knihovnu komponent.

Knihovna IékU

Zde jsou zaznamenany Udaje o vSech humannich léCivych
pFipravecich, pro néz bylo v Ustavu vedeno registraéni
fizeni, v€etné téch, jejichz registrace byla zrusena nebo u
kterych spravni fizeni o registraci teprve probiha. L&Civé
pripravky jsou v databazi evidovany prostrednictvim
jednoznaé&ného identifikatoru, kterym je kod SUKL, pFidé-
lovany kazdé varianté |é¢ivého pfripravku. Kromé udajl
charakterizujicich jednotlivé varianty pfripravku se jedna
zejména o ATC skupinu, definovanou denni davku (DDD),
specifikovany jsou pripravky volné prodejné, obsahuijici
navykoveé latky, podléhajici povinnému hlaseni SUKL atd.
V databazi jsou zaznamenavany vystupy ze vSech regis-
tracnich Fizeni, véetné schvalenych textd souhrnu udaju
o pripravku (SPC), pribalové informace i textu na obalu,
evidovany jsou i Udaje ze sledovani dodavek distribuo-
vanych |écivych pripravkl. V knihovné IékU jsou rovnéz
evidovany |éCivé pripravky, pro néz byl Ministerstvem
zdravotnictvi povolen specificky |éCebny program, a dale
potraviny pro zvlastni Iékarské uéely, které Ustav eviduje
v souvislosti s agendou cen a Uhrad ze zdravotniho
pojisténi.

Gerven cCervenec srpen
June

zafi fijen listopad prosinec
July August September October November December

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

With regard to the obligation stipulated by the Act on
Pharmaceuticals, the Institute maintains a registry of authorised
medicinal products and provides for the publication of selected
information in its information media. For the purposes of this
registry, the Institute uses an internal database of medicinal
products which is updated on an ongoing basis.

Registry of medicinal products and their components

The database has two basic parts which are interconnected -
the Medicines Library and the Components Library.

Medicines 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. In addition to the data
which characterise individual presentations of the product, the
records include, in particular, the ATC group, daily defined dose
(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, which are
registered by the Institute with a view to the issues of prices and
reimbursements from health insurance.
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V roce 2009 Ustav udélil 931 rozhodnuti o registraci
(8 680 kodt SUKL). Byla zruSena registrace pro 1 050
registrac¢nich Cisel, coz odpovida 6 467 kodim. Ke zruseni
registrace dochazelo bud na zadost drzitele rozhodnuti
o registraci (635 registracnich cisel), nebo tim, Zze drzitel
nezazadal o prodlouzeni registrace (415 registracnich
Cisel). Celkové byla v r. 2009 ukonc¢ena platnost 11 561
koédu (ukonéena doba doprodeje koédl nebo zrusena
registrace).

Knihovna komponent

Zahrnuje veskeré léCivé a pomocné latky, obsazené
v lé&ivych prFipravcich registrovanych v CR, dale i jiné,
tzv. INN komponenty, uvadéné v publikaci WHO Drug
Information a komponenty Iékopisné (uvedené v Evrop-
ském a Ceském l|ékopise). Tyto posledni dva typy
komponent jsou v databazi evidovany bez ohledu na to,
zdajsou v nékterémyv CR registrovaném pripravku obsa-
zeny ¢i nikoli. Kromé zakladnich udajd jsou uvedena pie-
devsim synonyma nazvli komponent véetné literarnich
zdrojl, oznaceny jsou latky navykové nebo latky s poten-
cialem pro doping. V soucasné dobé obsahuje knihovna
komponent 20 784 latek, v roce 2009 bylo vlozeno
361 novych komponent a aktualizovany zaznamy 1 791
komponent.

7, SUKL

In 2009, the Institute granted 931 marketing authorisations
(8,680 SUKL codes). Marketing authorisations were revoked
for 1,050 marketing authorisation numbers which corresponds
to 6,467 codes. Marketing authorisations were revoked either
upon request of the MA holder (635 MA numbers) or due to
the fact that the MA holder did not apply for MA renewal (415
MA numbers). In 2009, the validity of 11,561 codes in total
expired (the period of final sale of codes expired or marketing
authorisation was revoked).

Components Library

The Components Library includes 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 two types of components are
registered in the database regardless of the fact whether they
are contained in any product authorised in the Czech Republic
or not. 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 20,784
substances; in 2009, 361 new components were entered and
records of 1,791 components updated.

Tabulka 1. Vybrané podskupiny registrovanych lé&ivych pripravki evidované v databazi SUKL k 31.12.2009
Selected subgroups of authorised medicinal products recorded in the SUKL database as of December 31 2009

Celkovy poéet reg. éisel/ | Celkovy poéet kodt SUKL/
obchodovanych reg. ¢isel | obchodovanych kédu SUKL
Total no. of authorised MA Total no. of SUKL codes/
numbers/traded MA numbers traded SUKL codes
Celkem lécivych pFipravku (bez homeopatik)
Medicinal products in total (excl. homeopathic products) IBEnz/ AR e
Registraéni &isla udélena Ustavem
MA numbers granted by the Institute Bk )4 =k Ay e
Registracni Gisla pripravku registrovanym centralizovanym
postupem Spolecenstvi / MA numbers of products 5707 / 491 5707/ 491
authorised via Community centralised procedure
Jednoslozkové / Single-component 5400 44 732
Viceslozkové / Multi-component 6942 7 475
oTC 820/ 640 2632/952
OTC s omezenim / Restricted OTC 6/5 14 /12
Vyhrazena léciva / Selected pharmaceuticals 78/ 71 202/ 180
OTC a vyhrazena léciva povahy rostlinnych Iééivych
pFipravkll / OTC and selected pharmaceuiticals of the nature 140/ 123 381/ 180
of herbal medicinal products
Homeopatika / Homeopathic products 473 / 376 3975/ 570

V registrovanych |éCivych pfipravcich je obsazeno
celkem 2 432 rlznych IéCivych latek.

Celkem nebyla v pribéhu roku 2009 hlasena distribuce
u 44 668 kodl SUKL (85,6 %) bez homeopatik. Tyto
pripravky mély tedy platné rozhodnuti o registraci, nebyly
v8ak uvadény na trh.

Authorised medicinal products contain 2,432 various active
substances in total.

In the course of 2009, the distribution of 44,668 SUKL codes
in total (85,6%) excl. homeopathic products was not reported.
Hence despite having an effective marketing authorisation,
these products were not placed on the market.
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Obr. 1. Registrované IéCivé pripravky v letech 2004 - 2009 (bez homeopatik)
Authorised medicinal products in the period 2004 - 2009 (excl. homeopathics)
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Obr. 2. Vybrané podskupiny registrovanych IéCivych pFipravki — vyvoj v letech 2004-2009
Selected subgroups of authorised medicinal products — development in the period 2004 - 2009
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Pravidelné vystupy z databaze lIécivych pfFipravki

Databaze registrovanych lIéc¢ivych pfFipravki

Na webovych strankach Ustavu jsou pravidelné zverej-
novany ve vyhledavaci databazi udaje o vsech registro-
vanych lécivych pripravcich, dale pripravky, pro néz byl
schvalen specificky Ié¢ebny program, a potraviny pro
zvlastni Iékarské Ucely. Soucasti detailnich informaci ke
kazdému registrovanému léku jsou schvalené texty SPC
a pribalové informace, a to véetné webovych odkazt na
texty SPC a pfibalovych informaci pripravk( registrova-
nych centralizovanym postupem Spolecenstvi, které
schvaluje Evropska |ékova agentura. V neposledni fradé
také informace o maximalnich cenach plvodce/cenach
plvodce a Uhradé ze zdravotniho pojisténi.

Ciselnik SUKL

Pravidelné kazdy meésic je na webovych strankach
Ustavu zvefejiiovan aktualizovany Ciselnik SUKL ve for-
matu ke stazeni. Ciselnik SUKL obsahuje v&echny regis-
trované |écivé pripravky, dale pripravky, pro néz byl
schvalen specificky Ié¢ebny program, a potraviny pro
zvlastni Iékarské ucely. Zverejnovany jsou rovnéz dalsi
vystupy z databaze, zejména udaje o ukonc¢enych regis-
tracnich Fizenich, prehled pfipravkl, u nichz bude kon-
Cit/skoncila platnost rozhodnuti o registraci a pravidelné
hodnoceni dodavek distribuovanych lécivych pripravkd.
Pravidelné je provadén i vybér udaji pro Ministerstvo
zdravotnictvi (pFipravky obsahujici navykové latky, hod-
noceni dodavek distribuovanych |éCivych pripravkd).

Seznam hrazenych lIécivych pFipravki a potravin
pro zvlastni Iékarské ucely

Od dubna 2008 Ustav zpracovava a zvefejfiuje na svych
webovych strankach Seznam hrazenych |éCivych pfi-
pravkl a potravin pro zvlastni Iékarské Ucely, coz je jeho
povinnosti podle § 39n zakona ¢. 48/1997 Sb., ve znéni
pozdéjsich predpisll. Seznam je zpracovavan na zakladé
vydanych pravomocnych rozhodnuti o vysi maximalni
ceny a vysi a podminkach uhrady, ktera od r. 2008
vydava jako vystup spravnich fizeni sekce cen a uhrad
Ustavu. Dal§imi zdroji pro tento seznam je zejména data-
baze lédivych pripravkl Ustavu, prehled dohodnutych
cen poskytovany Ustavu V&eobecnou zdravotni pojistovnou,
hlaseni cen plvodce pripravkd vyjmutych z regulace
maximalni cenou a Udaje poskytnuté drziteli rozhodnuti
o registraci podle § 33 odst. 2 zakona ¢. 378/2007 Sb.
(uvedeni na trh/preruseni dodavek Ié€Civych pripravku).
Soucasti zpracovani seznamu jsou mimo jiné vypocty
konecné, resp. orientaéni ceny pro pacienta na zakladé
diferencované obchodni pfirazky a DPH, vypocty zapoci-
tatelnych doplatk( aj.

Seznam je zverejniovan jak ve formatu xls uréeném ke
Cteni, tak ve formatu txt pro stazeni, a to vzdy posledni
den v mésici tak, aby v ném byly zohlednény zmény
platné od 1. dne mésice nasledujiciho. | v roce 2009
pokracoval princip pravidelné aktualizace Seznamu hra-
zenych lécivych pfipravkl( a potravin pro zvlastni Iékar-
ské Ucely vzdy 5. pracovni den v mésici (s ohledem na
odvolani/nabyti pravni moci na prelomu mésice).

Jako doplnék k Ciselniku SUKL a Seznamu hrazenych
IéCivych pFipravk( a potravin pro zvlastni Iékarské Ucely
zvefejiuje Ustav nad ramec svych zakonnych povin-
nosti, ale pro potrfeby zdravotnického terénu, rovnéz
seznam nehrazenych lé¢ivych pripravkd. Jeho Ulohou
je, aby lékalfi méli prehled o tom, jaké |éky, nehrazené
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Regular outputs from the database of medicinal products

Database of authorised medicinal products

The Institute regularly publishes data about all authorised
medicinal products, as well as products for which a specific
therapeutic programme has been approved, and foods for
special medical purposes in the search database located on
its web site. Detailed information on any authorised medicine
are approved texts of SPCs and package leaflets, including web
links to the texts and package leaflets of products authorised via
Community centralised procedure, which are being approved
by the European Medicines Agency. Last but not least,
information on maximum producer prices/producer prices and
reimbursement from health insurance are also provided.

SUKL Index

Regularly, on a monthly basis, the Institute publishes on its web
site the updated SUKL index in a downloadable format. The
SUKL Index contains all authorised medicinal products as well
as products for which a specific therapeutic programme has
been approved, and foods for special medical purposes. Other
outputs from the database are also published, in particular
data about completed marketing authorisation procedures, an
overview of products for which the marketing authorisation
has expired/is to expire soon, and regular evaluation of supplies
of distributed medicinal products. Selection of data for the
Ministry of Health (products containing addictive substances,
evaluation of supplies of distributed medicinal products) is
also conducted on aregular basis.

List of reimbursed medicinal products and foods for
special medical purposes

Since April 2008, the Institute has been processing and
publishing on its web site a List of reimbursed medicinal
products and foods for special medical purposes, to comply
with its obligation set forth in Section 39n of Act No 48/1997
Coll., as amended. The list is processed on the basis of issued
effective decisions on the amounts of maximum price and
amounts and conditions of reimbursement, which since 2008
have been issued by SUKL’s Price and Reimbursements Branch
as outputs from administrative procedures. Other sources for
this list are, in particular, the Institute’s database of medicinal
products, overview of agreed prices provided to the Institute
by the General Health Insurance Company, reports of producer
prices for products not subject to maximum price regulation,
and data reported by marketing authorisation holders pursuant
to Section 33, paragraph 2 of Act No 378/2007 Coll. (placement
on the market/suspension of deliveries of medicinal products).
The processing of the list includes, inter alia, calculation of the
final price or reference price for the patient based upon the
differentiated sales margin and VAT, the calculation of eligible
supplementary payments, etc.

The list is being published both in the xml format intended
for reading and in the txt format intended for downloading,
always on the last day of the month to reflect the changes
effective as of the first day of the following month. In 2009 the
principle of regular updates of the List of reimbursed medicinal
products and foods for special medical purposes always on
the 5th working day of the month continued (with respect to the
appeals/coming into force of decisions at the turn of the month).

SUKL furthermore publishes a list of medicinal products which
are not reimbursed from the health insurance as a supplement
to SUKL Index and to the List of reimbursed medicinal products
and foods for special medical purposes to accommodate the
needs of healthcare professionals, although this publication is
not SUKL’s statutory duty. The purpose of this list is to provide
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ze zdravotniho pojisténi, mohou predepsat. Seznam byl
omezen na lécivé pripravky, které jsou aktualné na trhu
anejsou v ném uvadény ani pripravky, které nelze realné
predepsat pro ambulantnino pacienta (napf. radiofar-
maka, infuzni roztoky).

Jako novy vystup z databaze na webové stranky SUKL
byl v r. 2009 zaveden prehled hlaseni o uvedeni na trh,
preruseni nebo ukonceni dodavek IéCivych pfipravkl
na trh. Kromé udaji z hlasdeni, které drzitelé zasilaji do
databaze SUKL pomoci interaktivniho formulare, jsou na
web v pFipadé preruseni nebo ukonc¢eni dodavek z data-
baze exportovany udaje o pripravcich, které je mozno pfi
|&éEbé pouzit jako nahradu (stejna |éCiva latka, sila, IEkova
forma), a které na trhu pritomny jsou.

Hodnoceni dodavek distribuovanych Ié€ivych
pFipravku

Hodnoceni dodavek distribuovanych |éivych pfipravkd,
zalozené na povinném hlaseni subjektll opravnénych
v CR distribuovat légivé pripravky, bylo v roce 2009,
stejné jako v predchozich letech, provadéno c&tvrtletné.
Predmétem hlaseni byly dodavky Iécivych ptipravkd do
Iékaren, dalsich zdravotnickych zarizeni, a pokud se jed-
nalo o vyhrazena IéCiva, i prodejcim vyhrazenych l&civ.
Kromé registrovanych lécivych pripravkd byly hodno-
ceny i pripravky zarazené do specifickych |é¢ebnych
programu a neregistrované pripravky dodavané na
zakladé |ékarského predpisu pro konkrétniho pacienta.
Kromé c¢tvrtletnino hlaseni dodavek |é¢ivych pfipravkl
od vsech distributor(l bylo na zakladé dohody s Minis-
terstvem zdravotnictvi CR a asociaci distributortl AVEL
rovnéz provadéno hodnoceni pravidelného meési¢niho
hlaseni distributor(l, sdruzenych v této asociaci. Tyto
Gdaje jsou zpracovavany pro interni potiebu Ustavu
a pro uéely Ministerstva zdravotnictvi CR, kterému jsou
Udaje z hlaseni predavany.

Vyhodnocovany byly udaje o objemech distribuovanych
IéCivych pFipravkl( v poctu baleni, ve finanénim vyjadreni
(v K&) a v DDD/1000 obyvatel/den. Udaje o finan&nich
nakladech jsou s ohledem na potfebu porovnani této
hodnoty v pribé&hu let uvedeny v cenach vyrobce bez
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medical doctors with an overview of medicinal products not
covered by health insurance which may be prescribed. The
list is restricted to medicinal products which are currently on
the market and it does not include products which actually
cannot be prescribed for ambulatory patients (such as
radiopharmaceuticals, solutions for infusion).

As a new output from the database to the SUKL’s web site, an
overview of reports on placement on the market or suspension
or termination of supplies of medicinal products has been
introduced. In addition to reporting data sent by MA holders
to SUKL’s database via the interactive form, in the case of a
suspension or termination of deliveries, data about products
which may be used as a substitute treatment (identical active
substance, strength, pharmaceutical form) and which are
present on the market are extracted from the database and
placed on the web site.

Evaluation of deliveries of distributed medicinal products

Evaluation of deliveries of distributed medicinal products
based upon the reporting from entities authorised to distribute
medicinal products in the Czech Republic was, in 2009, like in
previous years, conducted on a quarterly basis. The subject-
matter of the reports was the 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 the evaluation.
Following an agreement with the Czech Ministry of Health and
the AVEL distributor association, regular monthly reporting by
distributors associated in the AVEL distributor association was
also performed in addition to the quarterly reporting of supplies
of medicinal products from all distributors. These data are
processed for the internal purposes of the Institute and for the
purposes of the Czech Ministry of Health to whom the reported
data are forwarded.

Data onthe volumes of distributed medicinal productsin number
of packages, in financial volumes (in CZK), and in DDD/1,000
inhab./day were evaluated. With a view to the need to compare
their value over the years, data on financial costs are provided

Obr. 3. Dodavky Iécivych pfFipravku v letech 2005-2009
Deliveries of medicinal products in the period 2005 - 2009
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DPH (vyse DPH se v pribéhu let ménila) a bez obchodni
prirazky (stanovené OP, dle Cenového predpisu Minister-
stva zdravotnictvi 1/2008/FAR ze dne 12. kvétna 2008, resp.
Cenového predpisu Ministerstva zdravotnictvi 2/2009/FAR
ze dne 20. bfezna 2009, podléha pouze cast |éCivych
pripravk().

Pravidelné c&tvrtletni vyhodnoceni dodavek distribuova-
nych pfipravkl( je od r. 2008 na webovych strankach
Ustavu dopliiovano tabulkou, ve které jsou uvedeny
“spotreby” pro kazdou léCivou latku (rozliSeno pripadné
dale na cestu podani).
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in ex-factory prices excl. VAT (VAT rates were changing over the
years), and excl. profit margin (profit margins stipulated by the
Price Regulation of the Ministry of Health No. 1/2008/FAR of 12
May 2008, and by the Price Regulation of the Ministry of Health
No 2/2009/FAR of 20 March 2009, resp., govern only part of
the medicinal products).

The regular quarterly evaluation of supplies of distributed
products has been, since 2008, supplemented on the website
of the Institute with a table showing consumption for each active
substance (further broken down by route of administration,
where applicable).

Tabulka 2. Dodavky distribuovanych Ié€ivych pFipravkl v roce 2009
Deliveries of distributed medicinal products in 2009

P . ; Pocet
Léciveé pripravky celkem / Medicinal products in total I —
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 311930
Deliveries to pharmacies and healthcare establishments (mil. packages) ’
Dodavky do Iékaren a zdravotnickych zarizeni (dle cen vyrobce v mil. K&) 58 236.561
Deliveries to pharmacies and healthcare establishments (mil. CZK based on ex-factory price) ’
Dodavky do Iékaren a zdravotnickych zafizeni (mil. DDD) 5273302
Deliveries to pharmacies and healthcare establishments (mil. DDD) ’
DDD/ 1000 obyvatel/den / DDD/1000 inhabitants/day 1 380,210
Léciveé pripravky na lékarsky predpis / Prescription-only medicinal products
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 199.838
Deliveries to pharmacies and healthcare establishments (mil. packages) ’
Dodavky do Iékaren a zdravotnickych zafizeni (dle cen vyrobce v mil. K&) 51 625.288
Deliveries to pharmacies and healthcare establishments (mil. CZK based on ex-factory price) ’
Dodavky do Iékaren a zdravotnickych zafizeni (mil. DDD) 4750870
Deliveries to pharmacies and healthcare establishments (mil. DDD) ’
DDD/ 1000 obyvatel/den / DDD/1000 inhabitants/day 1 243,471
OTC a vyhrazena léciva / OTC and selected pharmaceuticals
Dodavky do Iékaren, zdravotnickych zafizeni a prodejciim vyhrazenych Iéiv (mil. baleni) 107.023
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. packages) ’
Dodavky do lIékaren, zdravotnickych zafFizeni a prodejcim vyhrazenych IéCiv (dle cen vyrobce v mil. K&) 6 117.345
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. CZK based on ex-factory price) ’
Dodavky do Iékaren, zdravotnickych zafizeni a prodejcum vyhrazenych Ié&iv (mil. DDD) 520.910
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. DDD) !
DDD/ 1000 obyvatel/den / DDD/1000 inhabitants/day 136,341
OTC s omezenim / Restricted OTCs
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 1.994
Deliveries to pharmacies and healthcare establishments (mil. packages) !
Dodavky do Iékaren a zdravotnickych zarizeni (dle cen vyrobce v mil. K&) 143.408
Deliveries to pharmacies and healthcare establishments (mil. CZK based on ex-factory price) ’
Dodavky do Iékaren a zdravotnickych zafizeni (mil. DDD) 1522
Deliveries to pharmacies and healthcare establishments (mil. DDD) !
DDD/ 1000 obyvatel/den / DDD/1000 inhabitants/day 0,398
Homeopatika / Homeopathic products
Dodavky do Iékaren (mil. baleni) / Deliveries to pharmacies (mil. packages) 1,869
Dodavky do Iékaren (dle cen vyrobce v mil. K&) / Deliveries to pharmacies (mil. CZK based on ex-factory price) 121,404
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V roce 2009 se Ustav ve vyhodnoceni dodavek distribu-
ovanych pripravk( nové zaméril kazdé Ctvrtleti na vybra-
nou skupinu IécCivych pripravkl, a dlouhodoby vyvoj
v této skupiné hodnotil podrobné. V 1. &tvrtleti to byla
antibiotika, ve 2. Ctvrtleti [éCiva kardiovaskularnino systému
(antinypertenziva a statiny), ve 3. ¢tvrtleti cytostatika a ve
4. Ctvrtleti 1&Civa pouzivana pri |éCbé respiracnich one-
mocnéni, véetné pripravkld s obsahem pseudoefedrinu.

V roce 2009 bylo distribuovano 311 930 mil. baleni
IéCivych pfFipravkl, predstavujicich priblizné 5 273 mil.
definovanych dennich davek. Hodnota téchto dodavek
byla 58,237 mld K& (dle cen vyrobce).

Za predpokladu, ze by vsechny dodané pripravky byly
pouzity pacienty v CR, jeden obd&an by ro&né v pri-
meéru spotreboval 29,48 baleni s 503,40 DDD v hodnoté
5 563,54 K¢&. Srovnani s predchozimi roky uvadi nasle-
dujici graf.
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In 2009, the Institute in evaluating supplies of distributed
medicinal products each quarter newly focused also upon
a selected group of medicinal products and evaluated the
long-term development within the concerned group in detail.
The Institute focused upon antibiotics in the 1st quarter; upon
cardiovascular system pharmaceuticals (antihypertensive
products and statins) in the 2nd quarter; cytostatic products
in the 3rd quarter; and pharmaceuticals used for the treatment
of respiratory diseases, including products containing
pseudoephedrine, in the 4th quarter.

In 2009, 311,930 mil. packages of medicinal products were
distributed, which corresponds to approx. 5,273 mil. defined
daily doses. The value of these deliveries was 58.237 billion
CZK (based on ex-factory price).

Providing that all delivered medicinal products were used
for patients in the Czech Repubilic, the average consumption
per capita would be 29.48 packages with 503.40 DDD in the
value of 5,563.54 CZK. Comparisons with previous years are
provided in the charts below.

Obr. 4. Dodavky IécCivych pfFipravki v prepoc¢tu na jednoho obyvatele
Per capita converted deliveries of medicinal products
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5.3 INFORMACNI AKTIVITY

Informadni aktivity zajistuje v Ustavu “Tiskové a infor-
macni oddéleni” (TIO). TIO komunikuje jak s laickou,
tak odbornou verejnosti, zodpovida pisemné a tele-
fonické dotazy, komunikuje s médii, spravuje webové
stranky www.sukl.cz a Informacni portal pro verejnost
www.leky.sukl.cz, udrzuje odbornou knihovnu Ustavu
a je zodpovédné za publikaéni &innost Ustavu.

Obr. 1.
No. of visits to SUKL ‘s web site www.sukl.cz

90000
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5.3 INFORMATION ACTIVITIES

Information activities in the Institute are provided for by the
Press and Information Department (TIO). TIO communicates
both with the general public and with healthcare professionals,
it answers written and telephone inquiries, communicates with
the media, administers the www.sukl.cz web site and the Public
Information Portal located at www.leky.sukl.cz, it maintains
the professional library of the Institute and is responsible for the
publication activities of SUKL.

Navstévnost internetovych stranek SUKL, www.sukl.cz
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_e— Statistika zobrazuje pocCet navstév v Case. Typicky navstévnik si precte nékolik stranek, v této statistice je vSak
zapocten pouze jednou. Navstéva je ukoncena po 20 minutach necinnosti.
The statistics shows the no. of visits over time, a typical visitor browses several pages; for the purposes of this
statistics, however, it counts only as one visit. The visit is concluded after 20 minutes of inactivity.

Ustav vydava od roku 2009 Véstnik SUKL pouze v elek-
tronické formé. Dalsi publikaci Ustavu jsou Farmakotera-
peutické informace (Fl), nezavisly Iékovy bulletin, ktery
je ¢lenem Mezinarodni spole¢nosti Iékovych bulletind
(ISDB); vychazi mésicné v nakladu 52 000 vytisk( a je
uréen predevsim lékarim a lékarnikim. Kromé elek-
tronické verze Fl je bulletin 11krat za rok distribuovan
ve spolupraci s Ceskou lékarskou komorou a Ceskou
Iékarnickou komorou Vv jejich ¢asopisech; nové od Fijna
2009 je také soucasti Zdravotnickych novin (Ambit
Media). Dalsi publikaci Ustavu je elektronicky zpravodaj
Nezadoucich G¢inkl, ktery zpracovava oddéleni farma-
kovigilance. VSsechny publikace jsou dostupné na webo-
vych strankach www.sukl.cz.

V lednu 2009 Ustav spustil Informaéni portal pro verejnost
www.leky.sukl.cz, ktery Siroké verejnosti zpristupnuje
aktualni, ovérené a uplné informace o vSech registrova-
nych Ié&ivych pripravcich v Ceské republice, o klinickych
hodnocenich a lékarnach. V pribéhu roku byl Informacni
portal rozsiren o “Ockovaci kalendar”, “Kalendar cesto-
vatele” a o moznost nahlasit nezadouci Ucinek [éCiv nebo
nelegalni nabidku I&Civ.

Since 2009, the Institute has been publishing SUKL Bulletin
in electronic format only. Another publication of the Institute
is Farmakoterapeutické informace (Pharmacotherapeutic
Information, FI), an independent drug bulletin, which is a member
of the International Society of Drug Bulletins (ISDB); published
on a monthly basis in 52,000 copies it is intended primarily for
doctors and pharmacists. In addition to the Fl electronic version,
the bulletin is distributed in collaboration with the Czech Medical
Chamber and Czech Pharmaceutical Chamber in their magazines
11 times per year; since October 2009, it has also been newly
incorporated into Zdravotnické noviny (Healthcare Newspaper,
Ambit Media). Another publication produced by the Institute is
the electronic Adverse Drug Reactions bulletin, which is prepared
by the department of Pharmacovigilance. All publications are
available from the web site located at www.sukl.cz.

In January 2009, the Institute commenced the operation of the
Public Information Portal www.leky.sukl.cz, which provides
the general public with up-to-date, verified and complete
information about all authorised medicinal products in the
Czech Republic, about clinical trials and about pharmacies.
In the course of the year, the Public Information Portal was
extended by a "Vaccination Schedule,, "Traveller's Schedule,
and the possibility to report an adverse drug reaction or illegal
offers of pharmaceuticals.
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Obr. 2.

Navstévnost informacéniho portalu, www.leky.sukl.cz

No. of visits to the Information Portal www.leky.sukl.cz
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Zdroj: Navrcholu.cz, monitoring navstévnosti.
Source: Navrcholu.cz, no. of visits monitoring.

Tiskové ainformacni oddéleni posililo komunikaci smé-
rem k pacientskym organizacim, spolu s Koalici pro
zdravi informovalo o novinkach tykajicich se agend
SUKL. Né&které pacientské organizace dokonce pode-
psaly s Ustavem Memorandum o spolupraci, seznam
vS§ech spolupracujicich pacientskych organizacich je na
Informacnim portalu pro verejnost http://www.leky.
sukl.cz/uredni-deska-pacientske-organizace.

V roce 2009 tiskové oddéleni vypracovalo 381 odpoveédi
na dotazy médii (tisténych médii, televizi, rozhlasovych
stanic a internetovych médii), oproti roku 2008 se jedna
o narlst témeér o 128 %. Nejvice dotazovanym tématem
bylo centralni Ulozisté elektronickych receptl (viz obr. 3).
Ustav byl zminén v 1 389 zpravach v eskych médiich.

Na webové strance dale Ustav zvefejnil 15 reakci upra-
vujicich nepresné Ci nespravné informace v médiich.
Tiskové a informacni oddéleni usporadalo 6 tiskovych
konferenci, jednu ve spolupraci s MZ CR, jednu spole&né&
se Svazem pacientl. V roce 2009 bylo vydano 33 tisko-
vych zprav nebo aviz SUKL.

Pracovnici na informacnim stfedisku zodpovédéli 5 979
telefonickych nebo pisemnych dotaz(. Nejvice dotazl
na informacnim stredisku bylo zaméreno na registraci
IéCivych pFipravkd, stanovovani cen a Uhrad, |ékarenstvi
a distribuci a centralni Ulozisté elektronickych receptd.

Zprava o &innosti SUKL v oblasti poskytovani informaci
za rok 2009 byla v souladu s § 18 zakona ¢. 106/1999
Sb., o svobodném pristupu k informacim, zverejnéna na
webové strance SUKL.

Pro zadatele, regulované subjekty i zajemce ze strany
verejnosti byly v Ustavu organizovany seminare. Ve
spolupraci s Ustavni pobo&kou Ceské spole&nosti pro
zdravotnickou techniku bylo v roce 2009 usporadano 12
plldennich seminari a meély tento obsah:

The Press and Information department enforced communication
targeted at patient organisations, and together with the Coalition
for Health informed about news regarding the activities of SUKL.
Some patient organisations even signed a Memorandum of
Cooperation with the Institute; the list of all cooperating parties
is available from the Public Information Portal at http://www.
leky.sukl.cz/uredni-deska-pacientske-organizace.

In 2009, the press department prepared 381 answers to
questions from media (press media, TV and radio stations and
internet media); compared to 2008 this represents an almost
128% increase. Most questions focused upon the Central
Repository of Electronic Prescriptions (see Fig. 3). The Institute
was mentioned in 1,389 reports in the Czech media.

On its web site, the Institute, moreover, published 15 reactions
to inaccurate or incorrect information in the media. The Press
and Information department organised 6 press conferences,
one in cooperation with the Czech Ministry of Health, one jointly
with the Czech Association of Patients. In 2009, 33 press releases
or SUKL advices were published.

The staff of the Information Centre answered 5,979 telephone
or written inquiries. Most questions to the Information Centre
dealt with marketing authorisation of medicinal products, price
and reimbursement determination, pharmacy and distribution,
and the Central Repository of Electronic Prescriptions.

The annual report on SUKL’s activities in the sphere of provision
of information for 2009 was published on SUKL'’s website, as
stipulated by Section 18 of Act No 106/1999 Coll., on Free
Access to Information.

The Institute organised seminars for applicants, regulated
entities, as well as interested parties from the general public. In
cooperation with the Institute’s branch of the Czech Society for
Medical Technology 12 half-days seminars were organised in
2009 whose contents were as follows:
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Obr. 3. Dotazy z médii dle oblasti evidované v roce 2009
Questions from media, by topic, registered in 2009
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Spravna vyrobni a spravna distribuéni praxe; seminar
pro pacientské organizace na téma eRecept; vydej bez
Iékarského predpisu s omezenim; informacni portal pro
verejnost; seminar k lékopisné problematice; elektro-
nizace agendy spravnich fizeni o stanoveni maximalni
ceny, vyde a podminek Uhrad lé¢ivych ptipravkd; farma-
kovigilance; eGovernment a elektronicka komunikace ve
statni spravé a zdravotnictvi; novinky v oblasti klinickych
hodnoceni; nova metodika stanoveni uUhrad; aplikace
Narizeni komise (ES) ¢. 1234/2008 ze dne 24. 11. 2008
O posuzovani zmén v registracich; novinky v oblasti
klinického hodnoceni a Direktiva 2001/20/EK.

Ustav rovnéz usporadal dne 27. 4. 2009 v Parlamentu
Ceské republiky spolu s c¢eskou kancelari Svétové zdra-
votnické organizace a VSeobecnou zdravotni pojistov-
nou odborny seminar na téma “Elektronicka preskripce
a financni udrzitelnost zdravotnich systému”.

Good manufacturing practice and good distribution practice;
seminar for patient organisations on ePrescription; restricted sales
OTCs; Public Information Portal; seminar on pharmacopoeial
issues; electronization of administrative procedures concerning
maximum price determination and amounts and conditions of
reimbursements of medicinal products; pharmacovigilance;
eGovernment and electronic communication in state
administration and healthcare; news in the sphere of clinical
trials; new methodology for reimbursement determination;
application of Commission Regulation (EC) No 1234/2008 of
24 November 2008 concerning the examination of variations
to the terms of marketing authorisations; news in the sphere of
clinical trials and Directive 2001/20/EC.

Furthermore, on April 27 2009 the Institute in cooperation
with the Czech Office of the World Health Organisation and
the General Health Insurance Company organised an expert
workshop on "Electronic prescription and financial sustainability
of healthcare systems,, in the Czech Parliament.
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Obr. 4 Pocet dotazll evidovanych v roce 2009 - dle oblasti dotaz

No. of inquiries registered in 2009 - by topic
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6. FINANCNI A MATERIALNiIi ZDROJE
USTAVU

7, SUKL

6. FINANCIAL AND MATERIAL
RESOURCES OF THE INSTITUTE

6.1 HOSPODARENIi V ROCE 2009

PFijmy

Hlavni ¢ast pfijmu byla v roce 2009 tvorena nahra-
dami vydaju za odborné ukony, které podle zakona
¢. 378/2007, o IéCivech, ve znéni pozdéjsich pFedpisu
provadél Ustav na zadost vyrobcu, distributort, pro-
dejcl a jinych pravnickych i fyzickych subjektl viz tab. 2.
Nejvétsi podil z celkového objemu cCinily pfijmy za
zadosti v agendé registraci |€Civych pripravkl. 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 finanénich prostredk( ze statniho
rozpocCtu, a to na financovani mzdovych, provoznich
a investicnich potreb. V uplynulém obdobi roku 2009
bylo takto vyuzito 360 535 tis. K& Formou povoleného
prekroceni vydaju bylo vyuzito 106 419 tis. K& na inves-
ticni vydaje a 254 116 tis. K€ na neinvesticni vydaje.
Dalsi ¢ast pfijmu tvorily vybrané spravni poplatky za
podavané zadosti (tab. 2).

Dalsi polozkou pfFijmu byly ostatni rozpoctové prijmy
(tab. 4), jedna se o Uroky z finan¢nich prostiedkd na vkla-
dovych ustech u Ceské narodni banky, pFijmy za posky-
tovani sluzeb a informaci, pronajem aj.

Cast prijmU tvorily také pokuty, které Ustav v roce 2009
ukladal za poruseni nékterych zakonnych povinnosti.
K pokutam Ustav dale G&tuje nahrady Fizeni spojeného
s ulozenim pokuty, které téz odvadi do statniho rozpoctu
(tabulka 1 a 2).

6.1 INCOME AND EXPENDITURE ACCOUNT FOR 2009
Incomes

The major part of incomes in 2009 was generated by
reimbursement for expert activities which, pursuant to Act No
378/2007, on Pharmaceuticals, as amended, were conducted
by the Institute upon request from manufacturers, distributors,
vendors, and other legal entities and natural persons (Table 2
refers). 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 piecemeal by the Institute in compliance with
Act No 218/2000 Coll., on Budgetary Rules, for the funding of
expenditures not covered by financial resources allocated from
the state budget, namely for the funding of payroll, operating and
investment needs. In the past period of 2009 360,535 thous. CZK
were utilised for these purposes. Through permissible excess
expenditure 106,419 thous. CZK were used for investment
purposes and 254,116 thous. CZK for non-investment purposes.
Another part of incomes was generated by the collected
administrative fees for submitted applications (Tab. 2).

Another part of incomes was generated by other budgetary
incomes (tab. 4); these were interest on funds on deposit
accounts with the Czech National Bank, income from the
provision of services and information, lease, etc.

Another part ofincomes was generated by fines imposed by the
Institute in 2009 for the breach of certain statutory obligations.
In addition to the fines the Institute, furthermore, charges for the
costs of procedures associated with fine imposition, which are
also transferred to the state budget (Tables 1 and 2).

Tabulka 1. P¥ehled pokut do statniho rozpoc&tu
Overview of fines paid to the state budget
Roky 2008 2009
Year
Zaplaceno v K¢
Paid in CZK 4 470 140 1281523

Tabulka 2. Objem pFijmui za rok 2009 v tis. K&
Volume of incomes in 2009 (CZK thousands)

Ukazatel Rozpocet Skutecénost Ukazatel
Indicator Budget Reality Indicator
schvaleny / Approved upraveny / Adjusted

Objem pFijmu za odborné ukony

. L - - 261 750
Volume of income for expert activities
Objem vybranych spravnich poplatkt _ _ 42170
Volume of collected administrative fees
Objem vybranych ¢astek za pokuty

e - - 1281

Volume of amounts collected in fines
Objem rozpoctovych prijmu 3580 3580 4469
Volume of budgetary income
Celkem prijmy 3 580 3580 309 670
Total incomes
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Vydaje

Udaje o vydajich v roce 2009 jsou dle jednotlivych kate-
gorii uvedeny v tabulkach 4 az 6.

Z investi¢nich zdrojl byla financovana predevsim rekon-
strukce elektroinstalace vcetné osvétleni, rekonstrukce
podhledd, rekonstrukce socialnich zarizeni, rekonstrukce
slaboproudych technologii, realizace centralniho ulozisté
elektronickych receptt, implementace systému zabez-
peceni sbéru dat od distributor(l 1&€Civych pripravkd,
dodavka systému pro zpracovani SRDLP véetné vytvo-
feni databaze 1é¢ivych pripravk( + aplikace pro spravni
fizeni o registraci, stanoveni cen a Uhrad LP.
Neinvesti¢ni vydaje byly ¢erpany na ¢innosti odbornych
Utvart a zajistfovani provozu Ustavu (tabulka 5).

Majetek

Stav celkovych aktiv Ustavu k 31. 12. 2009 ¢&inil
1 467 888 tis. K& Majetek je ocenén v pofizovacich
cenach. Vybrané druhy aktiv a pasiv Ustavu jsou
uvedeny v tabulce 3.

Ostatni
Na zahraniéni pracovni cesty bylo z rozpoétu Ustavu
vynalozeno 2 324 tis. KE.

Kontrola

V roce 2009 nebyly provedeny zadné kontroly kontrol-
nimi organy podle § 7 az 11 zakona ¢. 320/2001 Sb.,
o finanéni kontrole. Rovné&z NKU neproved! v roce 2009
v Ustavu zadnou kontrolu a Zzadné kontroly nebyly prove-
deny ani podle § 24 zakona ¢. 320/2001 Sb.

7, SUKL

Expenditures

Data concerning expenditures incurred in 2009 are provided in
Tables 4 to 6, broken down by individual categories.
Investment resources were utilised primarily for the funding
of reconstruction of electrical installations including lighting,
reconstruction of lower ceilings, reconstruction of restrooms,
reconstruction of communications installations, implementation of
the Central Repository of Electronic Prescriptions, implementation
of the security system for data collected from distributors of
medicinal products, delivery of a system for the processing of the
Medicinal Products Database Management System (Systém Fizeni
databaze légivych pFipravkd, SRDLP), including the generation of a
database of medicinal products + an application for administrative
procedures concerning marketing authorisations, determination
of prices and reimbursements of medicinal products.

Operating expenditures were utilised for the activities of
regulatory units and for the operation of the Institute (Table 5).

Assets

The total assets of the Institute as of December 31 2009 were
1,467,888 thous. CZK. The assets are appraised at purchase
prices. Selected types of assets and liabilities of the Institute are
specified in Table 3.

Other
2,324 thous. CZK from the budget of the Institute were paid for
business trips abroad.

Auditing

In 2009, no audits were conducted by control bodies pursuant
to Sections 7 to 11 of Act No 320/2001 Coll., on Financial
Control. In 2008, 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, either.
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Tabulka 3. Pfehled vybranych druht 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. 2009
Status as of 1 Jan 2009

Stav k 31. 12. 2009
Status as of 31 Dec 2009

A. Stala aktiva celkem
Total fixed assets

323 727

430 747

v tom:
including:

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

58 739

124 505

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

264 979

306 242

Stavby
Buildings

148 749

180 396

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

73073

84 290

B. Obézna aktiva celkem
Total current assets

593 603

1037 141

v tom:
including:

1. Zasoby celkem
Total reserves

54

54

2. Pohledavky celkem
Total claims

3768

1757

3. Finanéni majetek celkem
Total current liquid assets

18 438

26 877

4. Udty rozpoétového hospodafreni a dalsi Géty
majici vztah k rozpo¢tovému hospodareni a
ucty mimorozpoctovych prostiredkt celkem
Total economic accounts and other accounts
related to budget economy, and accounts
of off-budget resources

571 343

1008 453

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

897 796

1439 117

v tom:
including:

1. Majetkové fondy celkem
Total property funds

322 313

423 077

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

574 377

1011 961

Fond kulturnich a socialnich potreb
Fund of cultural and social needs

3034

3508

Fond rezervni
Reserve fund

571 343

1008 453

D. Cizi zdroje celkem
Total not-own sources

19 524

28 771

v tom:
including:

3. Kratkodobé zavazky celkem
Total short-term obligations

19 524

28 771
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Tabulka 4. Rozpoctoveé prijmy, rozpoctové vydaje a financovani v tis. K&
Budget incomes, budget expenditures and financing (CZK thousands)

PFijmy Rozpocet na rok 2009 Skuteénost za rok 2009
Income Budget for 2009 2009 reality
schvaleny rozpocet
rozpocet po zménach
Approved Corrected
budget budget
PFijmy za spravni P(.)plat'ky 0 0 42 170
Incomes from administrative fees
PFijmy z vliastni ¢innosti
A (0] 0 (0]
Incomes from own activity
PFijmy z pronajmu majetku
(0] 0 45
Incomes from property lease
Prijmy z urokg arealizace flqangnlho majetkg . 3580 3580 3986
Incomes from interest and realisation of current liquid assets
Ostatni nedanoveé prijmy
: (0] 1719
Other non-tax incomes
Prevody z viastnich fondu 0 0 261 750
Transfers from own funds
CELKEM
TOTAL 3 580 3 580 309 670
Vydaje Rozpocéet na rok 2009 Skutec¢nost za rok 2009
Expenditures Budget for 2009 2009 reality
schvaleny rozp?ct'et
~ po zménach
rozpocet
Approved
Approved
e budget excl.
9 off-budget
Platy zamestnancs.l v pr?covnlm pomeéru 86 517 169 947 171 811
Fulltime employees’ salaries
Ostatni osobni vydaje _ 3628 4 428 3240
Other personnel expenditures
Povinné pollstng placgne zaméstnavatelem 30 650 59 339 47 226
Mandatory premium paid by employer
Prevody viastnim fondium FKSP 1730 3400 3410
Transfers to own funds
Nghrady nemoci ) 0 1500 450
Sickness compensations
Provozni vydaje 0 134 867 110 707
Operational expenditures
Porlzgp! dlouhodobého hm.otneho ? nehmotneho majetku 0 168 448 106 419
Acquisition of long-term tangible and intangible assets
CELKEM
TOTAL 146 986 541 929 443 263
v tom: bézné vydaje
. L . 146 986 373 481 336 844
including: Current expenditures
LT A 0 168 448 106 419
Capital expenditures
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Tabulka 5. Provozni naklady jednotlivych utvarti Ustavu, rezijni a jiné vydaje v r. 2009
(v tis. K&, nezahrnuje platy) / Operating expenditures of the Institute’s various departments
and branches in 2009 (CZK thousands, excl. salaries)

Utvar — hospodarska strediska véetné mezd Materialové naklady Sluzby Celkem
Department/Branch, incl. salaries Materials Services Total
Usek Feditele / Department of Director 136 211 347
Usek kancelare feditele / Director’s office 207 366 573
Nameéstci / Deputy directors 102 133 235
Sekce dozoru / Surveillance Branch 1271 1819 3090
Sekce servisnich ¢innosti / Service Activities Branch 147 146 293
Sekce registraci / Marketing Authorisation Branch 357 487 844
Sekce informatiky / IT Branch 115 135 250
Se_kce cengve a uhradoveé regglace 304 302 626
Price and reimbursement regulation Branch
Odvody na socialni vydaje / Social expense levies - 47 226 47 226
Pridél FKSP / Fund of cultural and social needs allocation - 3410 3410
Utvar - Materialové naklady Sluzby Cestovné Celkem
Department/Branch Materials Services Transport Total
Ucelova strediska 23345 78 064 3490 104 899
Purpose-dedicated centres
Utvar - hospodarska a ucelova strediska Materialové naklady Sluzby Cestovné Celkem
Department/Branch ; X
) ) Materials Services Transport Total
— economic and purpose-dedicated centres
oLl 25984 132 319 3490 161 793
Total
Tabulka 6. Vyvoj nakladovosti a plati v letech 2005-2009
Developments in the area of expenses and wages in the years 2005-2009
2005 2006 2007 2008 2009
Neinvesti¢ni vydaje celkem (v tis. K&)
L Total operating expenditure (CZK thousands) et | g e | e | e Ehie | Sis e
Neinvesti¢ni vydaje (bez mzdovych prostredku, pojisténi
2 |a FKSP) (v tis. K&) 63 592 55 749 57 323 62 510 111 157
Operating expenditure (excl. wages, insurance, and FKSP) (CZK thous.)
Vydaje na investice (v tis. K&)
e Capital assets expenditure (CZK thousands) B Pl Exha AadEs | el
4 Prumérny prepocteny pocet zaméstnancu 285 292 293 306 337
Average converted number of employees
5 Nakladovost na jednoho_zamestnance (fadek 1/radek 4) 537 540 580 898 1000
Expenses per employee (line 1/line 4)

6.2 PROVOZNi OTAZKY
— OPRAVY A UDRZBA OBJEKTU

V roce 2009 bylo realizovano nékolik nutnych investic do
oprav objektu &. 24, Srobarova 48, Praha 10, spravova-
ného Ustavem, zejména v souvislosti s nutnosti souladu
stavu objektu s hygienickymi predpisy a predpisy tykaji-
cimi se bezpecnosti prace.

Jednalo se o rekonstrukci socialnich zarizeni, rekon-
strukci podhledd, elektrickych rozvod( a osvétleni, které
byly v havarijnim stavu. Z ddvodu nefunk&nosti systému
byla realizovana vyména a rekonstrukce slaboproudych
zarizeni protipozarni ochrany, zabezpeceni bezpecnosti
a ostrahy objektu vcéetné kamerového a dochazkového
systému.

6.2 TECHNICAL ISSUES OF THE INSTITUTE’S
OPERATION - REPAIRS AND MAINTENANCE
OF PREMISES

In 2009, several necessary investments into the repairs of
building no. 24, Srobarova 48, Prague 10, administered by the
Institute were made, in particular due to the necessity to adapt
the building in order to comply with hygienic regulations and
with occupational safety regulations.

This involved the reconstruction of restrooms, lower ceilings,
electrical installations and lighting, which were at a state of
disrepair. An exchange and reconstruction of communications
installations for fire protection and security of the building,
including camera and attendance systems were carried out, as
the system was not functional.

Zprava o éinnosti SUKL v roce 2009
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7. ZAMERENI NA ZAMESTNANCE

7. FOCUS UPON EMPLOYEES

7.1 PERSONALNi OTAZKY

Vzhledem k planovanym ukoldim a cilim Ustavu byl pro
rok 2009 stanoven personalni plan ve vysi 338 zamést-
nancu (v pfepoctu na délky pracovnich tvazkl). K 31. 12.
2009 byl tento planovany pocet zaméstnancu naplnén.

Evidencni pocet zaméstnanct ve fyzickych osobach byl
357, ztoho 295 Zen (ij. 82,63 %) a 62 muzu (tj. 17,37 %).

Cas odpracovany v ramci dohod o provedeni prace
a dohod o pracovni ¢innosti predstavoval 9,99 zamést-

nance v prepoctu na plny pracovni Uvazek.

Vékovy primér véech zaméstnancl je 42,84 let.

Vékova struktura zameéstnancu
Age structure of employees

Tabulka 1.

71 PERSONNEL ISSUES

With regard to the planned tasks and objectives of the Institute,
the planned headcount for 2009 was established at 338
employees (converted full/part-time figure). As of December 31
20009, this planned headcount was achieved.

The number of physical employees on files was 357 persons, of
which 295 were women (i.e. 82.63%) and 62 men (i.e. 17.37%).

Time worked within the scope of contracts of work and
contracts of services was adequate to 9.99 full-time employees.

The average age of all employees is 42.84 years.

Zaméstnanci do 35 let
Employees under 35 years

Zaméstnanci ve véku od 36 do 55 let
Employees aged 36 to 55 years

Zaméstnanci starsi 55 let
Employees over 55 years

35,9 %

46,6 %

17,5 %

Vyuziti fondu pracovni doby

Z celkového poctu 590 349 odpracovanych hodin bylo
2 389 hodin prescasovych. PresCasova prace se tykala
Vv prevazné mire plnéni terminovanych a mimoradnych
ukoll sekci odbornych ¢innosti.

Za rok 2009 zaméstnanci Ustavu zameskali 5 822
pracovnich dni z ddvodu nemoci - to predstavuje
2,89 zaméstnance denné nepritomného na pracovisti
z ddvodu nemoci.

Working hours utilisation

Of the total number of 590,349 hours worked, 2,389 were
overtime hours. Overtime work mostly related to the fulfilment of
fixed-timeline and extraordinary tasks of regulatory branches.
In 2009, the employees of the Institute were absent for 5,822
working days due to sickness leave - this is adequate to 2.89
employees absent daily from their workplace due to sickness.

Tabulka 2. Kvalifikaéni struktura zaméstnancu dle dosazené Grovné vzdélani
Qualification structure of employees by achieved level of education

Stredni Stredni Stredni odborné VysSsSi s Vysokoskolské
- . - - . N - Bakalarské - -

Zakladni | odborné | vSeobecné s maturitou odborné ) Vysokoskolské doktor.

p . Bachelor’s ) . . i
Primary | Secondary | Secondary Secondary Technical deagree University University
technical general technical with GCE colleges g doctorates

2 6 15 98 9 8 210 9
0,56 % 1,68 % 4,20 % 27,45 % 2,52 % 2,24 % 58,83 % 2,52 %
Fluktuace Staff turnover

V roce 2009 nastoupilo 72 novych zaméstnancu.
Pracovni pomér byl ukoncen se 61 zaméstnanci. To je
ve srovnani s rokem 2008 snizeni fluktuace o 34,4 %.
DUvody k rozvazani pracovniho poméru

»ve zkusebni dobé 12 1. 19,67 %
»vypoveéd ze strany zaméstnance 14 1j.22,95 %
»ukonceni doby urcité 18  1.29,51 %
»vypoveéd ze strany zaméstnavatele 4 . 6,56 %
»ukonceni dohodou a ostatni 13 1.21,31 %

Pozitivni je fakt, ze nejnizsi fluktuace (nejmensi pocet
ukon&enych pracovni pomértl) zaznamenal Ustav na
usecich odborné cinnosti, kde nabor a zaskolovani

In 2009, 72 new employees started their jobs in SUKL and 61
employees left. Compared to 2008, this represents a 34.4%
decrease in staff turnover.
Reasons for terminated employment:
»In probationary period
»Notices given by employees
»Fixed-time employment contract expiry
»Notice given by employer
»Termination by agreement and other

12,i.e. 19.67%
14,i.e. 22.95%
18,i.e.29.51%

4,ie. 6.56%
13,i.e. 21.31%

Positively, the lowest turnover rate (lowest number of terminated
contracts of employment) was seen in the Institute at regu-
latory units, where recruiting and training of new employees
presents the biggest problem.
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Motivace

| v roce 2009 byl uplathovan novy systém odmeénovani
zavedeny v roce 2008. Tento systém prispél nejen ke
stabilizaci odbornikd, ale stal se i vyraznym prvkem pro
zvysSeni efektivnosti naboru specialistll a odbornikd.

Z celkového objemu prostifedkl na platy (bez ostatnich
osobnich nakladll - dohod a odstupného) bylo 32,15 %
kryto z rozpoctovych zdroji a 67,85 % z mimorozpocto-
vych zdrojQ.

Socialni program

Ustav zajistuje stravovani zaméstnanct na zakladé smiuv
s jinymi pravnimi subjekty. Zaméstnavatel prispiva na
Uhradu nakladd na jedno hlavnijidlo v souladu s vyhlaskou
Ministerstva financi ¢. 430/2001 a v souladu s platnou
Kolektivni smlouvou. Kromé této Uhrady naklad( pfispiva
zameéstnavatel na jedno hlavni jidlo z FKSP a to ve vysi
6,65 K¢.

V souladu s Kolektivni smlouvou podporuje zaméstnavatel
z prostifedkld FKSP i sportovni a kulturni aktivity zamést-
nancl a motivuje zaméstnance k péci o své zdravi.
Prostredky na tyto aktivity jsou cerpany jednak ze spo-
leCné casti fondu, ze které je zajiStén provoz pujcovny
sportovnich potreb, zaméstnanecké knihovny, sauny,
nebo z tzv. osobniho konta zaméstnance, které podpo-
ruje individualni zameéreni aktivit zaméstnancu.

7.2 VZDELAVANi ZAMESTNANCU
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Staff incentives

In 2009, the new remuneration system introduced in 2008
continued to be applied. This system contributed not only to the
stabilisation of expert staff, but has also became a significant
feature for the increased effectiveness in recruiting specialists
and experts.

Of the total payroll funds (excl. personal costs - agreements
and compensations), 32.15% were covered from budgetary
sources and 67.85% from non-budgetary sources.

Social programme

The Institute provides for employee catering contracted out with
other legal entities. In compliance with the Decree of the Ministry
of Finance No 430/2001 and in compliance with the effective
Collective Labour Agreement, the employer contributes to
the reimbursement of costs per one main meal. In addition to
this reimbursement of costs, the employer contributes to one
mail meal from the Fund of cultural and social needs (FKSP)
resources by 6.65 CZK.

In compliance with the Collective Labour Agreement, the
employer supports, by means of FKSP resources, also sports
and cultural activities of employees, and motivates employees
to take care of their health. Resources for these activities are
taken either from the common part of the Fund, which provides
for the operation of sports hire service, employee library, sauna,
or from so called personal employee account, which supports
individually focused employee activities.

7.2 EMPLOYEE EDUCATION

Druh akce Pocet akci Pocet hodin Pocet ucastnikt Naklady v K&
Type of event Number of events Number of hours | Number of attendants Costs in CZK
PC sk_ol_enl 69 431 516 194 980
PC training

Jazykove kurzy = 843 226 532 187
Language course

Odborné kurzy a skglgnl 71 916 138 441 912
Expert course and training

Manazer‘ske glovednostl 6 72 5 45536
Managerial skills

Ostatni (BOZP, smérnice...)

Other (occupational safety and health 14 71 124 23 750
protection; directives, etc.)

s 216 2333 1009 1238 365
Total

Zprava o éinnosti SUKL v roce 2009
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8. ZAMERENI NA JAKOST
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8. FOCUS UPON QUALITY

Systém jakosti Ustavu se vztahuje na v8echny vykona-
vané &innosti a je v souladu s pozadavky normy CSN EN
ISO 9001:2008 Systémy managementu kvality. Funkc-
nost systému jakosti byla pribézné ovérovana v ramci
internich audit(, pro které bude vyskoleno 7 novych inter-
nich auditort. V listopadu 2009 Ustav Uspé&sné& absolvo-
val dozorovy audit spolecnosti LRQA.

Ustav je aktivné zapojen v benchmarkingu regulaénich
lékovych uFadl EU; v roce 2010 probé&hne v Ustavu
posouzeni provadéné prave v ramci benchmarkingu.

V roce 2009 byl nadale rozvijen systém bezpecnosti
informaci certifikovany dle normy ISO/IEC 27001. V pru-
bé&hu roku bylo uskute¢néno 10 internich auditi moni-
torujicich prubézné stav a hodnoticich pIlnéni uvedené
normy. V listopadu 2009 pak probéhl dozorovy audit,
provedeny nezavislou certifikacni autoritou CQS v plném
rozsahu Ustavu.

9. VYHLEDY DO ROKU 2010

The quality system of the Institute governs all of the performed
activities and complies with the requirements of the CSN EN ISO
9001:2008 standard governing the quality management system
(QMS). The functionality of the quality system was continuously
verified by internal audits, for which 7 new internal auditors were
trained. In November 2009 the Institute successfully completed
the surveillance audit performed by LRQA.

The Institute is actively involved in the benchmarking of
regulatory drug authorities in the EU; in 2010, the Institute will
undergo an assessment conducted within the scope of the
aforementioned benchmarking.

In 2009, the development of the information security
management system (ISMS) certified pursuant to the 1ISO/
IEC 27001 standard continued. In the course of the year, 10
internal audits monitoring the situation on an ongoing basis
and evaluating compliance with the above-mentioned standard
took place. In November 2009, a surveillance audit took place,
which was conducted by an independent certification authority
CQS and covered the full scope of operation of the Institute.

9. 2010 OUTLOOK

V roce 2010 se Statni ustav pro kontrolu IéCiv soustredi
ve svych ¢innostech na nékolik hlavnich témat.

Prioritni agendou v tomto roce bude revize systému
uhrad |éCiv ze zdravotniho pojisténi. Revize je kontinualnim
procesem, ktery je v ramci cenové a uhradové regulace v
kompetenci Ustavu od po&atku roku 2008. Povinnosti
Ustavu je pfehodnocovat Uhrady Ié&iv a potravin pro
zvlastni Iekarské ucely tak, aby byla zajisténa nakladova
efektivita uhradového systému a sladéni uhrad pro sku-
piny ekvivalentnich Iékd. V uplynulych dvou letech Ustav
dokazal z ni¢eho vytvorit transparentni a vici korupci
odolny systém. Ustav vypracoval a do rozhodovaci
praxe uvedl zcela nové a unikatni metodiky pro stan-
dardizaci |Iékové terapie. V nestandardizované sfére
|éCebné praxe jde o unikatni pocin. Rozhodovani o uhra-
dach |écCiv v ramci revize budou postupné prinaset
dalsi uspory zdravotniho pojisténi, které umozni udrzet
dostupnost moderni |éCby pro vice pacientl nez drivéjsi
systém kategorizace I€Civ.

Pozornost vénovana revizi se vSak neomezi jen na jeji
vykon. Ustav se jiz v minulém roce podilel na navrzich
zmeén zakona o verejném zdravotnim pojisténi v bodech,
které se pri praktickém vykonu agendy revize uhrad
ukazaly jako problematické. V roce 2010 bude tedy
pokracovat v usili tyto zmény prosadit a Uspésné zavést
do praxe.

Orientace Ustavu na vysledky v regulaci cen a Uhrad |&&iv
vedla k prohlubovani dluhu resortu v komunikaci s verej-
nosti. Slozitost cenové a uhradové regulace si vyslovené
>ada o aktivity v oblasti public relations. Ustav nabidne
v roce 2010 ob&anim Ceské republiky vice informaci
k pochopeni systému regulace, vysvétli, jak je tento
systém nastaven a jaké jsou jeho vyhody. Ustav chce
napomoci k odstranéni mytl a dezinformaci o cenach,

In 2010, the State Institute for Drug control shall focus its
activities upon several major issues.

In 2010, priority will be given to the revision of the system of
reimbursements of pharmaceuticals from health insurance.
The revision represents a continuous process, which has
been, as part of price and reimbursement regulation, within the
powers of the Institute since the beginning of 2008. The Institute
is obliged to review the reimbursements of pharmaceduticals
and foods for special medical purposes in a manner allowing
to safeguard cost effectiveness of the reimbursement system
and harmonisation of reimbursements of equivalent medicines
groups. In the past two years, the Institute was able to develop
a transparent and corruption-resistant system out of nothing.
The Institute prepared and implemented in the decision-making
practice brand-new and unique methodologies for drug therapy
standardisation. In the non-standardised sphere of therapeutic
practice this represents a unique undertaking. Decision-making
in the area of reimbursements of pharmaceuticals within the
scope of the revision will gradually bring further savings in
health insurance, which will allow to maintain the availability of
modern therapies for more patients than the previous system
of categorisation of medicines.

Attention given to the revision shall not, however, be restricted
only to its conduct. In the last year, the Institute was involved in the
drafting of amendments to the Act on Public Health Insurance
in respect of those items which have proven to be problematic
in the practical conduct of the activities of reimbursements
revision. In 2010 the Institute shall hence continue in its effort to
enforce and successfully implement these changes in practice.

The Institute’s orientation on the results in the sphere of
regulation of prices and reimbursements of medicinal products
has resulted in a deeper debt in communication with the
public in the sphere of healthcare. The complexity of price
and reimbursement regulation does require activities in the
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Uhradach a spolutiéasti pacienttl. Ceska vefejnost ma
pravo na objektivni informace, aby mohla sama rozvijet
vefejnou debatu o cenach a Uhradach Iékd. Ustav bude
usilovat o vlastni prispévek do tématu “odpoveédny pacient”.

Po cely rok 2010 se bude Ustav vénovat komunikaci
s verejnosti o bezpecnosti I€Civ. Prvnim tématem, na
které se Ustav zaméfi, jsou nezadouci U&inky lé&ivych
pfipravkl. Informacni kampan ma za cil zvySeni hlasi-
vosti nezadoucich U¢inkl a zvyseni bezpecnosti pfi uzi-
vani lécCiv. Vyznam spontanninho hlaseni nezadoucich
Uucinkd Ié€Civ ze strany zdravotnickych pracovnikl je
dlouhodobé uznavan. Ceska republika, pres zvysujici
se dostupnost |éCiv, patfi k prokazatelné slabym zemim
v ochrané verejného zdravi, a to v takové mire, ktera neu-
moznuje Ustavu efektivn& monitorovat bezpeénost [&8iv.

Druhym tématem je zajisténi ochrany pacientl vUici
padélkim [éCiv a nelegalnim pripravkim. Nardstajici
trend nakupu nelegalnich a padélanych Iékl prostied-
nictvim Internetu se stava stale ozehavéjsSim tématem.
Ustav prostfednictvim kampané& poskytne vefejnosti
informace o tom, jak se vyhnout nakupu potencialné
nebezpecnych produktd, jez mohou vazné ohrozit zdravi
nakupujiciho.

Dalsi agendou, které se bude Ustav v roce 2010 inten-
zivné vénovat, je enforcement - vymahani prava — aregu-
lace reklamy na lécivé pripravky. V této oblasti je treba
dosahnout zmén v trestnim zakoniku, které by umoznily
efektivnéji trestat ilegality pfi zachazeni s IéCivy, jako je
jejich padélani ¢i nelegalni prodej anebo provinéni proti
zakonu o regulaci reklamy.

V legislativni oblasti bude dale Ustav usilovat o prijeti
novely zakona o lécCivech, ktera umozni plné vyuzi-
vani funkcionality centralnino ulozisté elektronickych
receptd, které je zdrojem Uspor i vy$si bezpec&nosti léCby
pacientu.

Dalsim cilem, jehoz chce Ustav v roce 2010 dosahnout,
je posileni expertnich kapacit v oblasti datovych ana-
lyz. Ustav disponuje unikatnimi zdroji informaci, které
ma podle zakona o lécCivech také zpracovavat tak, aby
poskytovaly kvalitni a dostate¢nou zakladnu pro rozho-
dovani o lIékové politice Ceské republiky. Do roku 2009
Ustav shromazdoval data o objemu lé&iv a potravin
pro zviastni I€karské Ucely distribuovanych do zdravot-
nickych zarizeni a |ékaren. Ta poskytovala jisty zaklad
k vytvareni dalsich analyz spotfeb légiv v CR, ovéem
pouze s moznou vyznamnou odchylkou. V prdbéhu
minulého roku zadal Ustav shromazdovat také data
0 objemech IéCivych pFipravki realné vydanych v ¢eskych
Iékarnach. Tato data by méla v budoucnu slouzit jako
zdroj pro pripravu mnohem presnéjsich analyz spotreby
I&Civ. Nasledné Ize oCekavat jejich vyuziti pro védecké
Ucely, formulaci Iékové politiky statu a vyssi bezpecnost
v oblasti verejného zdravi pfi nakladani s I1&Civy.
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area of public relations. In 2010 the Institute shall offer to the
citizens of the Czech Republic more information to facilitate
their understanding of the regulatory system and it shall explain
the set-up of the system as well as its advantages. The Institute
wishes to eliminate the myths and misinformation in respect of
prices, reimbursements, and patient co-payments. The Czech
public is entitled to be objectively informed for it to be able to
develop a public debate about prices and reimbursements of
medicines. The Institute shall strive to offer its own contribution
to the "Responsible patient, debate.

Throughout 2010 the Institute shall devote its efforts to the
communication with the public on the safety of medicines. The
first topic the Institute shall focus on will be adverse reactions to
medicinal products. The purpose of the information campaign
is to increase the rate of reported adverse reactions and to
increase the safety of use of pharmaceuticals. The importance of
spontaneous reporting of adverse reactions to pharmaceuticals
by healthcare professionals has been long acknowledged.
Despite the growing availability of pharmaceuticals, the Czech
Republic ranges among countries with provably poor public
health protection, in an extent which does not allow the Institute
to effectively monitor the safety of pharmaceuticals.

Another topic is the safeguarding of patient protection against
counterfeit pharmaceuticals and illegal products. The growing
trend of illegal and counterfeit product purchases via the
internet is becoming an increasingly acute issue. By means of a
campaign, the Institute shall provide information to the public on
how to avoid buying potentially dangerous products, which may
seriously jeopardise the buyer’s health.

Another much preferred issue for the Institute’s activities in 2010
shall be enforcement and regulation of advertising for medicinal
products. In this sphere, amendments to the Criminal Code
need to be achieved; this would help to penalise illegal conduct
in the handling of pharmaceuticals, such as counterfeiting
or illegal sale or offences in respect of the Act on Advertising
Regulation, more effectively.

In the legislative sphere the Institute shall further strive for the
adoption of the amended Act on Pharmaceuticals which will
allow for the full utilisation of the functionality of the Central
Repository of Electronic Prescriptions, which is the source of
savings as well as higher safety of patient therapies.

Another objective which the Institute wishes to achieve in 2010
is the enhancement of expert capacity in the sphere of data
analysis. The Institute avails of unique sources of information
which should be, pursuant to the Act on Pharmaceuticals, also
processed by the Institute in a manner which will provide for
good-quality and adequate base for the decision-making on the
drug policy of the Czech Republic. Before 2009, the Institute had
been collecting data about the volumes of pharmaceuticals and
foods for special medical purposes distributed to healthcare
facilities and pharmacies. These provided a certain base for the
production of further analyses of medicines consumption in the
Czech Republic, yet only with possible significant deviation. In
the course of the last year, the Institute began to collect data
also on the volumes of medicinal products actually dispensed
in Czech pharmacies. In future, these data should serve as a
source for the preparation of much more accurate analyses of
consumption of medicines. Subsequently, their utilisation for
scientific purposes, preparation of the government drug policy
and higher safety in the sphere of public health when handling
pharmaceuticals may be anticipated.
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10. PREHLED NEJDULEZITEJSICH 10. OVERVIEW OF ESSENTIAL
KONTAKTU PRO JEDNOTLIVE CONTACTS FOR INDIVIDUAL SPHERES
OBLASTI CINNOSTI USTAVU OF OPERATION OF THE INSTITUTE

Aktualizace k 1. 5. 2010 Updated as of May 1 2010

Podrobny aktualizovany pfehled kontaktl Ize nalézt A detailed updated overview of contacts is available from
na internetové strance ustavu, vedouci jednotlivych the website of the Institute; the heads of individual units are
utvard jsou uvedeni v organizacni struktufe UGstavu. specified in the organisational structure of the Institute.

PREDVOLBA / PREFIX: 272 185 LINKA / EXTENSION E-MAIL

Reditel ustavu / Director of the Institute
PharmDr. Martin Benes 834 martin.benes@sukl.cz

Podatelna a vypravna / Mail and dispatch room 806 posta@sukl.cz
fax: 271 732 377

Manazer jakosti / Quality Manager
Ing. Radmila Foretova 861 radmila.foretova@sukl.cz

Interni audit a kontrola / Internal Audit and Control
Kamila Hruskova kamila.hruskova@sukl.cz

Tiskoveé a informacni oddéleni / Publicity and Information dept.

Tiskova mluvéi / Public Relations Officer
Veronika Petlakova 333 veronika.petlakova@sukl.cz

Informachni stredisko / Information Centre 333 infs@sukl.cz

Kancelar reditele ustavu / Director’s Office

Vedouci kancelare reditele / Head of Director’s Office
Mgr. Klara Zachova 710 klara.zachova@sukl.cz

USEK INFORMACNE-EKONOMICKY / INFORMATION AND ECONOMIC SECTION

Nameéstek pro informatiku a ekonomiku / Deputy Director for IT and Economic Issues
Martin Jira 873 martin.jira@sukl.cz

Sekce informatiky / IT Branch

Vedouci sekce / Head of Branch
Ing. Tomas Melen 928 tomas.melen@sukl.cz

USEK NAMESTKA PRO ODBORNOU CINNOST / REGULATORY AFFAIRS DEPUTY DIRECTOR’S SECTION

Naméstek pro odbornou €innost / Deputy Director for Regulatory Affairs
MUDr. Jifi Deml 870 jiri.deml@sukl.cz

Sekce dozoru / Surveillance Branch

Vedouci sekce / Head of Branch
RNDr. Olga Hanzlickova 833 olga.hanzlickova@sukl.cz

Sekce registraci / Marketing Authorisation Branch

Vedouci sekce / Head of Branch
MUDr. Helena Tutterova 830 helena.tutterova@sukl.cz

Sekce cenové a uhradové regulace / Price and Reimbursement Regulation Branch

Vedouci sekce / Head of Branch
MUDr. et Mgr. Jindfich Kotrba 342 jindrich.kotrba@sukl.cz
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VStétni ustav pro kontrolu léciv
Srobarova 48, Praha 10, 100 41
+420 272 185 333




