fo, statni astav pro kontrolu léciv

Zprava o cinnosti
SUKL v roce 2008

Annual Report 2008 State Institute for Drug Control, Czech Republic.

==




POLITIKA USTAVU
K zajisténi ukol( Statniho Ustavu pro kontrolu IéCiv vyhlasuje Feditel politiku ustavu.

Politika Ustavu je souhrnem zakladnich zasad uUstavu vymezenych vaé&i jeho zakaznikim i partnerim. Politika
ustavu, v navaznosti na pozici danou narodnim i evropskym legislativnim ramcem, vyjadruje pfistup vedeni
ustavu a v8ech zaméstnancl k naplnéni cil(, povinnosti i kompetenci Ustavu. Reflektuje jak zaméfreni na shodu
zajmu vSech hlavnich ucéastnikd regulace léciv a zdravotnickych prostfedkd, tak primarni orientaci na vykonnost
autority pro potreby verejnosti ve vztahu k zajisténi ochrany zdravi a riziky spojenymi s pouzivanim lécivych
pfipravkl a zdravotnickych prostfedku.

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

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

Vedeni Ustavu zabezpeduje, aby se kazdy zaméstnanec podilel v ramci své plsobnosti na plnéni politiky ustavu.
Zakaznici a partnefi Ustavu i v8ichni zajemci jsou pribé&zné o naplfiovani politiky Ustavu informovani.

Ustav ma stanovené nasledujici strategické cile:

 Sluzby a &innosti v oblasti humannich 1&8iv zajistuje na vysoké urovni, v realné nejkratsich &asovych terminech

a bez vytvareni prekazek pro pouzivani léciv.

Proaktivné harmonizuje nesoulad mezi rozdilnym stanovenim regulaci u stejnych nebo zaménitelnych pfedmétu

regulaéniho zajmu, at jiz byly stanoveny vyhradné& ustavem nebo jinymi regulatory.

e ZvySenou aktivitou v oblasti dohledu nad reklamou a nelegalnim zachazenim s lécivy, a obdobné zvysenym

zajmem o kvalitu a pouzitelnost informaci o registrovanych lé¢ivych pFipravcich pro pacienty, pfispiva k eman-

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

o Ucincich, tak o rizicich Iécby.

Zajisfuje spravu datového ulozisté pro elektronickou preskripci, s cilem podpory farmakovigilan&ni aktivity

a moznosti intervence Ustavu ve véci ochrany jednotlivel a vefejnosti pred riziky farmakoterapie.

* Hodnoti efektivhost systému regulace pravidelnym hodnocenim ukazateld jednotlivych aktivit Gtvard Ustavu

a hodnoceni spokojenosti jeho zakaznik( a partneru.

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

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

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

Rozviji informacni podporu statni spravy a verejnosti s cilem odstrariovani neznalosti o Iékoveé politice a realném

stavu zachazeni s |éCivy.

Proaktivné prezentuje dosazené cile a vytvari pozitivni vnimani Ustavu z pohledu kli¢ovych ucastnik( regulace

a verejnosti.

* Usiluje o mezinarodni uznani &innosti Ustavu v ramci spoluprace Iékovych agentur v EU, se strukturami EU

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

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

Zvysuje kvalifikaci zamé&stnancl na uroven potfebnou pro zajisfovani expertnich &innosti, podporuje prohlu-

bovani odborné zpusobilosti zaméstnancu a zabezpedovani jejich trvalého odborného rlstu ovéfovanim jejich

potieb a realizaci plant vzdélavani.

* Naplnuje politiku pouzivanim vhodnych motivac¢nich nastrojd pro zaméstnance, ktefi jsou zakladnim zdrojem
pro plnéni ukold ustavu.

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

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

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

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

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

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

The Institute has established the following strategic objectives:

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

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

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

for identical or interchangeable objects of regulation.

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

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

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

from pharmacotherapeutic risks.

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

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

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

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

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

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

27001:2005 standard.

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

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

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

stakeholders and for the pubilic.

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

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

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

European Community and worldwide is being encouraged.

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

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

verification of their needs and implementation of training plans.

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

achievement of the Institute’s tasks.

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

Czech Presidency
of the Council of the EU

Présidence t(heG
du Consed de 1UE

Rok 2007 jsme prezentovali hlavné jako rok priprav a
adaptace Ustavu na nové ukoly. Ukoly roku 2008 byly
vyty&eny na pudorysu novych zakonu (zakon o |éCivech,
zakon o lidskych tkanich a burnkach), resp. jednoho
vyznamné novelizovaného predpisu (zakon o verejném
zdravotnim pojisténi). Mam-li charakterizovat rok 2008
zkousku. Z vojenské terminologie si dovolim pujcit
odpovidajici termin — ,pridzkum bojem®. Do jaké miry
jsme uspéli, mate moznost zhodnotit take z predkladané
Vyroc&ni zpravy.

Ustav vstoupil do roku 2008 v plvodnich agendach ze-
Stihlen o 10 % pracovnich Uvazku. Negativni dopady
nového organizac¢niho a personalniho usporadani byly
mimo jiné kompenzovany vyssi aktivitou procesniho
auditu, zavedenim motivacnich platovych instrumentd a
transparentni personalni politikou. Urc€ity efekt pfineslo
zavedeni dvoustupriového systému fizeni Ustavu,
rozdéleni ¢innosti na useky vedené naméstkem pro
ekonomiku a informatiku, naméstkem pro odbornée
¢innosti a vedoucim kancelare feditele. Rok 2008 byl
dale zaméfen na budovani vnitfnich organizacnich
vazeb meazi jednotlivymi utvary. Vznik nové sekce cen
a uhrad, v navaznosti na povinnosti nové stanovenée
zakonem, tj. regulace cen a uhrad léciv, doprovazelo
zvysSeni poctu pracovnich Uvazku, po jejich predcha-
zejici desetiprocentni redukci, o 67 mist. V souvislosti
s ptipravou predsednictvi CR v Radé EU byl personalné
posilen utvar zajistujici mezinarodni aktivity.

Zmeény v ¢innosti a zvySena narocnost pfi plnéni pra-
covnich ukoll pfinesly i zmény v mobilité pracovni sily.
Pfes vyznamné posileni novych regulaénich agend
nastupem novych odbornikl z fad |ékar(, farmaceutt
i dalSich specialistl dosud nejsou naplnény planované
stavy expertl. Tento efekt byl nepochybné zplsoben
rozdilnou uUrovni uchazecl a zkreslenymi predstavami
o narocnosti prace ve statni spravé. V oblasti stabilizace
zkuSenych expertd a klicovych pracovnikl, stejné
jako v oblasti prevence korupc¢niho jednani a zajisténi

2007 was presented mainly as the year of changes and the
Institute‘s preparation for its new tasks. The tasks of 2008
were based upon new acts (the Act on Pharmaceuticals, Act
on Human Tissues and Cells) and a significant amendment
of one legal regulation (Act on Public Health Insurance). To
characterise 2008 from the Institute’s perspective, it may be
said that it was the most difficult load test to date. In military
terminology, | would say it was a “reconnaissance fight”. The
presented Annual Report may show you to what degree we
have been successful in the fulfilment of the new, demanding
tasks.

The Institute entered 2008 with 10% less headcount in the
existing areas of operation. The negative impacts of the
new organisational and personnel structure were, inter alia,
compensated by the increased activity of process audit, by
the introduction of motivating remuneration instruments and
transparent personnel policy. A certain effect was also brought
by the implementation of the two-level management system
of the Institute and the distribution of activities among sections
headed by the Deputy Director for IT and Economic Issues, by
the Deputy Director for Regulatory Affairs, and by the Head
of Director’s Office. 2008 was, furthermore, focused upon the
development of internal organisational links among various
units. The establishment of the new Price and Reimbursement
Regulation Branch with regard to the duties newly assigned
by the law, i.e. the regulation of prices and reimbursement of
pharmaceuticals, went hand in hand with enhanced headcount
following the previous 10% reduction by 67 positions. In respect
of the preparation for the Czech Presidency of the EU Council,
the headcount of the section in charge of international activities
has been increased.

Changes in the operation and increased demands on the
fulfilment of working tasks have also resulted in changes to
the headcount mobility. Despite major enhancement of the
new regulatory areas by recruiting new experts from the
field of medicine, pharmacy as well as other specialists, the
scheduled expert headcount has not been completed to
date. This effect has been doubtlessly caused by the varying
standard of candidates and the biased ideas of the demands
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transparentniho jednani pracovniku, se pozitivné projevil
aktualizovany systém odménovani.

Na Ustav pfesly od 1. ledna 2008 kompetence v oblasti
cenové a uhradové regulace, které dosud pfrislusely
do gesce Ministerstva financi CR a Ministerstva zdra-
votnictvi CR. Ustav za&al v individualnich spravnich
Fizenich stanovovat maximalni, tj. nejvyssi moznée, ceny
vyrobce lécgivych pfipravkl a potravin pro zviastni
IékaFské udely a provadi také cenovou kontrolu. Ustav
rovnéz stanovuje vysi a podminky uUhrady pfipravkl
ze zdravotniho pojisténi. Transparenci procesu rozho-
dovani SUKL zajistuje moznosti nahlizet do dokumen-
tace v ramci spravniho fizeni. Pristup k dokumentaci
ma kdokoliv — nejen pFi osobni navstévé Ustavu, ale
zcela nové i prostfednictvim elektronického nahlizeni.
Vsechny potifebné informace o prubéhu Fizeni i o jeho
vysledku (pfehled rozhodnuti) Ize nalézt na webovych
strankach Ustavu.

V roce 2008 proved| Ustav pfehodnoceni maximalnich
cen vyrobce u vSech légivych pfipravkl z davodu sjed-
noceni nastaveni cen dle novych legislativnich pravidel.
Cenoveé regulovany jsou lécivé pripravky, které jsou
hrazeny ze zdravotniho pojisténi. Toto prehodnoceni
bylo provedeno prostfednictvim spravnich Fizeni za-
hajenych z moci ufedni. Ke dni 31. 12. 2008 nabylo
rozhodnuti o zméné maximalni ceny pravni moci u
2 076 Iécivych pfipravkl a vzhledem k provedenému
pfehodnoceni cen by mohlo dojit k ro€nim usporam
zdravotniho pojisténi a vydajl pacientt ve vysi 2,8 mid. KE&.
Sekundarnim pfinosem je rozsifeni skupiny lécivych
pripravk(, které splnuji pozadavky zakona na zapo-
Citatelnost doplatku do ochranného limitu pacienta.
Zhruba o tfetinu vzrostl pocet léCivych pripravkl plné
hrazenych ze zdravotniho pojisténi. Tato opatfeni se
dotknou témér tfi tisic 1€Civych pFipravku, zejména proti-
nadorovych Iéku a pfipravkd na tlumeni bolesti.

Dale byla zahajena spravni fizeni z moci ufedni ve vy-
branych skupinach Ié¢€iv kardiovaskularniho systému
a ve skupiné antipsychotik Il. generace. Tato spravni
Fizeni se tykalazmény vySe a podminek uhrady azmény
maximalnich cen. VyS8e uhrady je zaloZzena na vnéjsi
referenci. To znamena, Zze pfi stanoveni konkrétni vyse
Uhrady jsou v cClenskych statech Evropské unie po-
rovnavany ceny v zasadé terapeuticky zaménitelnych
pripravkd. Pokud tedy bude vyrobce pfipravek v Ceskeé
pfipravek pro €eské pacienty bez doplatku. Vysledny
efekt revize uvedenych skupin lIéCiv by mél v ro€nim
uhrnu pfesahnout 900 mil. K&.

Souhrnné udaje o objemu distribuovanych pfipravku za
rok 2008 (,spotfeba IéCiv”) potvrzuji efekt regulaénich
poplatkd na pfesun financnich prostfedku k podstatné
naroc€néjsi 1é€bé. Patrné jsou i prvni vysledky nového
systému stanoveni maximalnich cen a uhrad, ktery by
mél vést k vySsi dostupnosti zejména velmi nakladnych
lékl. To dokumentuje i analyza spotfeby pfFipravk
s designaci ,orphan®, kterou Ustav zverejnil v ramci
souborného ¢lanku o vyvoji ,spotfeby Iégiv* v roce
2008 na svych webovych strankach.

Na konci roku 2007 zacal platit novy zakon o Iécivech
(€. 378/2007 Sb.), ktery mimo jiné vymezil novou kate-
gorii vydeje 1éCivych pfipravkl ,bez Iékarfského pred-
pisu s omezenim®. Lécive pripravky, které bude mozno
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of work in public administration. In the sphere of stabilisation
of experienced experts and key staff as well as in the area of
corruption conduct prevention and safeguarding of transparent
behaviour of staff the updated system of remuneration has
brought its positive outcomes.

As of January 1 2008 the Institute has assumed the powers
in the sphere of price and reimbursement regulation, which
were previously assigned to the Ministry of Finance of the
Czech Republic and to the Ministry of Health of the Czech
Republic. The Institute has started to determine maximum,
i.e. the highest acceptable prices of manufacturers of
medicinal products and foods for special medical purposes
in individual administrative procedures and has been also
conducting price controls. Furthermore, the Institute
establishes the levels and conditions of reimbursement of
products from health insurance. The transparency of the
Institute’s decision-making process is safeguarded also by
the possibility to view the documentation of the administrative
procedure. Access to the documentation is available to
anyone — not only upon personal visit to the Institute, but also
electronically, which is a completely new functionality. Any
necessary information about the course of the procedure as
well its outcome (overview of decisions) is available from the
website of the Institute.

In 2008 the Institute reviewed maximum manufacturer prices
for all medicinal products, in order to consolidate the price
setup in compliance with the new legislative rules. Price
regulation applies to those medicinal products which are
reimbursed from health insurance. This review was conducted
by means of ex officio administrative procedures. As of
December 31 2008 decisions on the change of maximum
prices for 2,076 medicinal products came into force and the
conducted price review could bring annual savings in health
insurance and patient expenditures amounting to 2.8 billion CZK.
The secondary benefit of the process is the extension of the
group of medicinal products which comply with the statutory
requirements governing the inclusion of out-of-pocket patient
payments to the protective limit for patients. The number of
medicinal products fully covered by health insurance has
grown approx. by one third. These measures will affect almost
three thousand medicinal products, especially anti-tumour
medicines and pain relievers.

Furthermore, ex officio administrative procedures concerning
selected groups of pharmaceuticals for the cardiovascular
system and groups of second-generation antipsychotics
were initiated. These administrative procedures concerned
the change in the levels and conditions of reimbursement
and in the maximum price. The levels of reimbursement
are based upon external reference. This means that when
setting up the specific level of reimbursement, prices of
products which in principle may be therapeutically substituted
for each other are compared in the EU Member States. If the
manufacturer trades a product in the Czech Repubilic for the
lowest European price, the product will not hence involve any
out-of-pocket payment for the Czech patient. The review of
the above mentioned groups should eventually bring annual
savings in excess of 900 mil. CZK.

Summary data on the volume of distributed products for
2008 (“consumption of pharmaceuticals”) confirm the effect
of regulatory fees on the transfer of funds to a substantially more
demanding treatment. They seem to be also the first effects
of the new system of determining of maximum prices and
reimbursements which should result in increased availability,
particularly in the area of especially expensive medicines.
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takto vydavat, mohou byt podle uvedeného zakona
registrovany pro &esky trh poprvé od 1. 1. 2009. Ustav
se rozsahle vénoval osvétové €innosti a konzultacim
s odborniky i pacientskymi organizacemi o této nove
oblasti vydeje. U nékterych pfipravkll se odbornici
shoduji na zarfazeni do této kategorie, u dalSich jesté
probihaji konzultace s odbornymi spole€nostmi, drziteli
rozhodnuti o registraci a verfejnosti. Hlavnim cilem
pfi napliovani tohoto ustanoveni zakona je zajisténi
dostupnosti léCivych pripravkl, zamezeni jejich zneu-
zivani a sjednoceni podminek vydeje.

Vydej pFipravkl z nové kategorie vydeje bez Iékarfského
pfedpisu s omezenim a poté i vydej pomoci elektro-
nického receptu umozni systém centralniho ulozisté
elektronickych receptl. Provoz centralniho ulozisté byl
zahajen 31. 12. 2008. V ramci pfiprav nového systému
byl proveden i pruzkum pfipravenosti Iékaren, ktery
zahrnoval otazky software, pfipojenilékaren k internetu
a dalsi technické pozadavky. Na konci roku pak bylo
zahajeno vlastni pfipojovani Iékaren, které bude pokra-
Covat i zacatkem roku 2009. Postupné by se tak mély
pFipojit véechny Iékarny v Ceskeé republice.

Rok 2008 znamenal pro Ceskou republiku a jeji ob&any
zafazeni do systému harmonizovaného zajisfovani
jakosti a bezpecnosti lidskych tkani a bunék k pouziti
u &lov&ka. V prubé&hu roku byl Parlamentem CR pfijat
zcelanovy zakon, ktery poprveé upravil oblast, v nizdosud
pravni uprava chybéla. Zakon byl pfijat v ¢ervenci 2008
(zakon &.296/2008 Sb.) s Ui&innosti od 18. 10. 2008. Ustav
je zakonem povéren dozorem v oblasti jeho pusobnosti,
véetné povolovani ¢innosti tkanovym zafizenim, odbé-
rovym zafizenim a diagnostickym laboratofim a jejich
kontrolou.

Zmény, kterymi Ustav prosel, Ize vidét i na webovych
strankach, jez dostaly novy, uzivatelsky pfijemny vzhled.
Zména webu je odrazem snahy o ctivost, prfehlednost
zverejiovanych textd i o jejich vyssi pfidanou hodnotu
pro laické a odborné navstévniky. Novinkou na webu
jerovnéz sekce pro novinare, kde Ize nalézt doplnujici Ci
upfesnujici informace k ¢lankm v médiich, tykajicich se
Iékové problematiky. Pfedpokladame, Ze elektronizace
zadosti, hlaseni a zverejiiovani informaci na webove
strance Ustavu pomohla snizit administrativni zat&z
regulovanych subjektu.

Nejen dostupnost léCivych pripravkl bez predpisu
s omezenim je spojena s potifebou vy3si dostupnosti
informaci o IéCivech pro pacienty a Sirokou vefejnost.
Ustav v pribé&hu roku 2008 proto pfipravoval spusténi
informacniho portalu pro verfejnost; webova stranka
www.leky.sukl.cz byla pfedstavena na tiskové konfe-
renci na zac¢atku ledna 2009. Zde jsou Siroké verejnosti
odpovidajicim zplUsobem zpfistupnény informace o
zakladnich &innostech Ustavu, o lé&ivych pFipravcich
dostupnych na ¢eském trhu a zpusobu jejich vydeje,
klinickychstudiich,aleioschvalenychlékarnach.Stranky
by mély prispét k emancipaci pacientq, jejich lepsi
orientaci v oblasti Ié€by a |é€iv a schopnosti u¢astnit se
rozhodovani o vlastnim zdravi. Informacni portal bude
v pribéhu roku 2009 neustale aktualizovan a rozsifovan
tak, aby zodpovédél nejcastéjsi dotazy verejnosti a stal
se tak uzite€nym a spolehlivym pomocnikem pacienta.

PFiprava na predsednictvi Ceskeé republiky v Radé EU
v roce 2009 prohloubila komunikaci s Ministerstvem
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This is documented also by the analysis of consumption of
orphan designations, published by the Institute in 2008 on
its website as part of a summary article on the trend in the
consumption of pharmaceuticals.

At the end of 2007, the new Act on Pharmaceuticals (No
378/2007 Coll.) came into force, which, besides other, has
defined a new category of restricted OTC medicinal products.
Medicinal products which may be dispensed within this
category may be, pursuant to the Act, authorised for the Czech
market for the first time from January 1 2009. The Institute
was extensively involved in education and consultations with
experts as well as patient organisations regarding this new
category of dispensing. For some products, experts agree
on the inclusion into this category, for others consultations
with professional societies, marketing authorisation holders
and the public are still under way. The primary objective
of compliance with this provision of the Act is to ensure
availability of medicinal products, to prevent their abuse and
to consolidate the conditions of dispensing.

The dispensing of products in the new restricted OTC category
and, thereafter also dispensing using electronic prescription
will be made possible by the central electronic prescription
repository system. The operation of the central repository began
on December 31 2008. Within the scope of preparations for the
new system, aresearch into the preparedness of pharmacies
was conducted, including the issues of software, internet
connection in pharmacies, and other technical requirements.
At the end of the year, the connecting of pharmacies pro-
per has commenced and it will continue also in early 2009,
allowing for gradual connection of all pharmacies in the
Czech Republic.

2008 was, for the Czech Republic and its citizens, also the
year of inclusion in the system of harmonised assurance of
the quality and safety of human tissues and cells for human
use. In the course of the year, the Czech Parliament adopted
a new act governing, for the first time, an area without
existing legal regulation. The act was adopted in June 2008
(Act No 296/2008 Coll.) and came into force on October 18
2008. The Act has assigned the Institute with surveillance
over the sphere governed by the Act, including the issuance
of authorisations to engage in the activities of a tissue centre,
donation centre and diagnostic laboratory and their control.

The changes adopted by the Institute are reflected also on
its website with a new, user-friendly design. The website
changes reflect the effort to enhance the readability and
clarity of published texts as well as their value-added for both
non-professional and professional users. The website has
incorporated a new section for journalists where additional
information or explanations regarding media articles on
pharmaceutical issues are available. The electronization of
applications, reporting and publishing of information on the
website is assumed to have helped the Institute in reducing
the administrative burden of regulated entities.

The need for increased availability of information about
pharmaceuticals for patients and for the general public is
associated not only with the availability of restricted OTC
medicinal products. In the course of 2008 the Institute had
been preparing the rollout of an information portal for the
public; the website www.leky.sukl.cz was presented at a press
conference at the beginning of January 2009. This website
provides the general public with access to information,
presented in an adequate manner, on the essential activities
of the Institute, on medicinal products available on the Czech
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zdravotnictvi, Uradem viady CR a dal$imi institucemi.
Nadchazejici pfedsednictvi se prace Ustavu dotykalo
jiz v roce 2008, kdy jsme se podileli na pfipravach na
Fizeni pfi projednavani legislativnich i nelegislativnich
navrhd, v prosinci 2008 predlozenych Evropskou
komisi Radé EU a Evropskému parlamentu v podobé&
tzv. farmaceutického balicku. Farmaceuticky bali¢ek
obsahuje kromé vS8eobecného politického sdéleni takeé
legislativni navrhy upravujici oblasti farmakovigilance,
boje proti padélkim léciv a poskytovani informaci o
IéCivych pfipravcich vazanych na |ékafsky predpis
Siroke verejnosti. Dale se naroky na praci Ustavu v této
oblasti projevuji i v organizacnich pfipravach rznych
zasedani &lenskych statd EU na uzemi Ceské republiky,
jichz je Ustav gestorem. Ustav bude organizatorem
celkem osmi pravidelnych a &tyf neformalnich zasedani.
Nejvyznamnéjsi budou bezpochyby dvé zasedani
Reditelt evropskych lékovych agentur a Setkani za
ucelem vytvareni sité kompetentnich uradl pro stanoveni
cen a uhrad IéCiv.

V €ervnu 2008 probéhl uspésné dozorovy audit v oblasti
bezpecnosti informaci dle normy ISO/IEC 27001: Sys-
témy managementu bezpeé&nosti informaci nezavislou
certifikacni autoritou CQS v plném rozsahu c¢innosti
Ustavu. V listopadu 2008 Ustav Usp&sné& absolvoval
certifikacni audit systému fizeni jakosti. Na zakladé
vysledku certifikadniho auditu byl Ustavu certifikad-
ni autoritou LRQA vystaven certifikat managementu
jakosti dle CSN EN ISO 9001:2008. Timto se organizace
verejné zavazala ve svych procesech usilovat o spoko-
jenost ,zakaznik(“ zaloZzenou na efektivité, hodnoceni
vykonnosti a dalSich principech ISO standardu.

Mimo zcela nové i mimoradné ukoly zminéné v uvodu
je tfeba zdUraznit, ze Ustav i v roce 2008 plnil vS8echny
své povinnosti dané jeho statutem v souladu s politikou
Ustavu. Ciselné vysledky jeho bé&znych odbornych
agend, personalni prace a prehled hospodareni s pro-
sttedky Ustavu &tenaf nalezne v predkladané zpravé
o ¢innosti.

e

PharmDr. Martin Benes
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market and methods of their dispensing, on clinical studies
and also on authorised pharmacies. The website should help
to enhance patient emancipation, facilitate better orientation
of patients in the sphere of treatment and pharmaceuticals
and their ability to participate in the decision-making regarding
their own health. In the course of 2009, the information portal
will be continuously updated and extended to cover the most
frequently asked questions from the public and to become a
useful and reliable aid for the patient.

The preparation for the Czech Presidency of the EU Council
in 2009 has enhanced communication with the Ministry of
Health, Office of the Government, and other institutions.
The upcoming presidency influenced the work of the Institu-
te as early as in 2008 when the Institute was involved in the
preparations for steering in the negotiations regarding
legislative proposals, submitted in December 2008 to the
EU Council and European Parliament by the European
Commission in so called “pharmaceutical package”. In
addition to the general political statement the pharmaceutical
package includes also legislative proposals in the sphere of
pharmacovigilance, combating counterfeit pharmaceuticals,
and provision of information about prescription-only medicines
to the general public. The demands on the work of the
Institute in this area are, furthermore, reflected also in the
organisational preparations of various meetings of the EU
Member States to be held within the territory of the Czech
Republic under the auspices of the Institute. The Institute
will be the organiser of eight regular and four informal
meetings in total. The most important will be doubtlessly the
two meetings of Heads of European Medicines Agencies
and a Meeting to develop a network of competent authori-
ties for the determination of prices and reimbursement of
pharmaceuticals.

In June 2008 a surveillance audit in the sphere of information
security pursuant to the information security management
system (ISMS) ISO/IEC 27001 standard was successfully
carried out by a CQS independent certification authority within
the full scope of the Institute‘s operation. In November 2008
the Institute successfully completed a quality management
system certification audit. With a view to the outcomes of the
certification audit, the LRQA certification authority issued a
quality management certificate to the Institute pursuant to
the CSN EN ISO 9001:2008 standard. This means that the
organisation has publicly acknowledged its obligation to
strive for the satisfaction of “customers” in its processes on
the basis of effectiveness, performance assessment and
other principles of the ISO standard.

In addition to the new and special tasks mentioned in the
introduction it is necessary to point out that in 2008 the
Institute has been also fulfilling all of its duties specified by its
status in compliance with the Institute’s policy. Figures from
the usual regulatory activities, personnel work and economic
overview of the utilisation of the Institute‘s funds are available
in the presented Annual Report.

PharmDr. Martin Bene$
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2. ORGANIZACNIi STRUKTURA
USTAVU
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2. ORGANISATIONAL STRUCTURE
OF THE INSTITUTE

V pribéhu roku 2008 nedoslo ke zmé&nam v organizacni
struktufe ustavu, ktera byla vytvorena na zakladé
vysledkl personalnino a procesniho auditu provede-
ného mezinarodni auditorskou firmou Ernst & Young
Vv r. 2007 a vesla v platnost k 1.1.2008. Nova struktura
ustavu se osvédcila, zejmeéna rozdéleni Cinnosti na
useky vedené nameéstkem pro ekonomiku a informatiku,
naméstkem pro odborné ¢innosti a vedoucim kancelare
feditele. V souvislosti s pFipravou predsednictvi CR
v Radé EU byl personalné posilen utvar zajistujici mezi-
narodni aktivity ustavu.

Rok 2008 byl zamé&fFen na budovani nové sekce cen a
uhrad v navaznosti na kompetence ziskané v oblasti
cenové regulace a stanoveni Uhrad Iékd a dale na
budovani vnitfnich organizac¢nich vazeb mezi jed-
notlivymi utvary. Organizadni schéma SUKL platné
k 1. 1. 2009 je soucasti této zpravy. Organizac¢ni schéma
s uvedenim jmen vedoucich pracovnikl je umisténo na
webové strance SUKL.

Specifické agendy v Ustavu zajistuji tématicky oriento-
vaneé projektové tymy a poradni organy, v nichz jsou
zastoupeni pracovnici riznych utvart. V roce 2008
vykonavaly svoji €innost napf. vyvojovy tym, tym pro
hraniéni pfFipravky, tym pro jakost IéCiv, pokutovy
tym, poradni sbor pro nova léCiva a dalsi.

In the course of 2008, no changes to the organisational
structure of the Institute, which was established on the basis
of the results of personnel and process audit conducted by
the international auditor company Ernst & Young in 2007 and
took effect on January 1 2008, were implemented. The new
structure of the Institute has proven to be effective, especially
the division 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.
In relation to the preparation of the Czech Republic for the
EU Council Presidency, the staffing of the section covering
international activities of the Institute was enhanced.

In 2008, emphasis was placed uponthe development ofthe new
Price and Reimbursement Branch with respect to the compe-
tencies assigned to the Institute in the area of medicines price
and reimbursement regulation as well as to the development
of internal organisational links among individual units. 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. In 2008, e.g. the
following teams have been active: the development team,
borderline products team, quality-of-pharmaceuticals
team, penalty team, advisory board for new pharma-
ceuticals, etc.

Zprava o &innosti SUKL v roce 2008



Organizacéni schéma .
9 Reditel
Director
Interni audit a kontrola
Internal audit and control
Rizeni jakosti
a bezpecnosti informaci
Quality and information - . -
security management Odd. tiskové a informacni
Press and
information dept.
Nameéstek pro informatiku
a ekonomiku
Deputy Director for IT and
Economic Issues
[
[ |
Sekce servisnich ¢innosti Sekce informatiky Kancelar feditele Stratreigie%l?e f;?:lgéam a
Service Activities branch IT branch Director’s office i proje
Strategic planing and
project management
| odd. agetnictvi || Odd. informachich Pravni oddélent
Accounting echnologll Legal dept.
Information tehnologies
|| Odd. rozpo¢tu a majetku | | Odd. datové podpory Odd. mvizt:r?lgodmch
Budget and assets Data support International relations
0Odd. nékupu a dopravy L_| Odd. validace zadosti Od:dl.zgglrés\?anglne
Purchasing and transport Applications validation
Human resources
and education
Odd. spravy a provozu
— Building operation
and administration
Nameéstek pro
s odborné ¢€innosti
D% cld.nsqglst(;\r/e ::;il’?ge Deputy Director for
u y Regulatory Affairs
[
[ [ ]
Sekce registraci Sekce cenové
s Selflj:e doz;ru . Marketing a Uhradové regulace
UAREIETIES ST Authorisation branch Price and
Reimbursement
Odbor inspekéni 0dd. spravné 0dd. Klinického fegiatenlbianel)
) vyrobni praxe hodnoceni -
Inspections GMP dept. Clinical trials Odd. stanoveni max.
| cen vyrobce
— Max. manufacturer
Odd. klin. praxi a Odd. posuzovani prekl. price regulation
dohledu nad zprac. a klinic. dokumentace
piqlog. matgriélu F_’h'armaceutical an_d 0dd. stanoveni vyse
Clinical practice and clinical documentation a podminek Ghrady
surveillance over assesment —  Reimbursement
biolog. material amount and
processing 0dd. posuzovani conditions regulation
farmaceutické
dokumentace isti
Odbor Iékarenstvi OKL 31210-31280 Pharmaceutical Odg.aerZIt;'/sztlky
] adistribuce documentation ] Statistics
Pharmacy and distribution 0dd. spravné assesmant and analyses
distribu¢ni praxe
GDP dept. Odd. registraéni
agendy
- o Marketing
Odbor laboratorni Odd. analytlcke authorisation agenda
— kontroly T chemie
Laboratory control Analytical chemistry
QOdd. biologickych
Odd. enforcementu - metod
- aregulace reklamy Biological methods
Enforcement and
avertising regulation 0dd. 1ékopisu
= . . standardizace I1éCiv
Oddi(?ezsdgucmh ‘?;g"d "< Pharmacopoeia and
L a Adm 0 poclzgm pharmaceuticals
verse incl ent; standardisation
and clinical evaluation
of medical devices
| | Odd. farmakovigilance
Pharmacovigilance

8 Zprava o &innosti SUKL v roce 2008



3. ZAPOJENI V SiTI NARODNICH,
EU A JINYCH MEZINARODNICH
INSTITUCI
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3. INVOLVEMENT IN THE NATIONAL,
EU, AND OTHER INTERNATIONAL
INSTITUTIONS NETWORK

SPOLUPRACE S MINISTERSTVEM
ZDRAVOTNICTVi A DALSIMI STATNIMI
INSTITUCEMI V CR

3.1

Ustav zpracovaval rozbory, stanoviska, hlaseni a pFipo-
minky k riznym materialim, zejména pro Ministerstvo
zdravotnictvi, ostatni ministerstva a dalSi ustfedni spravni
organy. V agendé geneticky modifikovanych organism,
oballi 1é&iv a n&kterych inspeké&nich aktivit je Ustav napo-
jen na Ministerstvo zivotniho prostfedi. S Ministerstvem
prumyslu aobchodujsou konzultovany regulaéni otazky
sdopadem navyrobce léCivareklamu lécivych pripravku.
S Ministerstvem zahrani&i a Stalym zastoupenim CR
pfi EU v Bruselu probihala jednani zejména ve vztahu
k projednavanym zménam farmaceutické legislativy.
Ptiprava na predsednictvi Ceské republiky v Radé EU
v roce 2009 prohloubila a zintenzivnila komunikaci
s Ministerstvem zdravotnictvi, Ufadem viady CR a dal-
Simi institucemi.

V roce 2008 probihala intenzivni spoluprace s Minister-
stvem zdravotnictvi, zejména pfi pfipravé a nasledném
legislativnim procesu schvalovani novych pravnich
predpisl, které se vyznamné dotkly rozsahu ¢innosti
Ustavu. Jednalo se pfedevSim o vyhlasky navazujici
na novy zakon &. 378/2007 Sb., o |éCivech a o zménach
nékterych souvisejicich zakonl (zakon o lécivech),
ktery nabyl ucinnosti dne 31. 12. 2007. Vyznamnou
mérou byly rozsifeny kompetence Ustavu zakonem
€. 261/2007 Sb., ktery novelizoval zakon ¢. 48/1997 Sb.,
o verejném zdravotnim pojisténi, ve znéni pozdéjsich
predpisl, zakon ¢. 265/1991 Sb., o pusobnosti organt
Ceské republiky, ve zné&ni pozdgjsich pfedpisu, a zakon
¢.526/1990Sb., o cenach, ve znéni pozdé&jsich predpisu.
Tato novelizace rozsifila kompetence Ustavu na oblast
stanovovani maximalnich cen Iécivych ptipravkl a po-
travin pro zviastni Iékarské ucely a stanovovani vyse
a podminek Uhrady u téchto pripravkd. Rovnéz tak
byla do kompetence Ustavu sv&Fena i cenova kontrola
v této oblasti, navic jesté rozsifena o cenovou kontrolu
pro oblast zdravotnickych prostfedku. Od zac¢atku roku
2008 se Ustav soustfedil zejména na realizaci prova-
décich predpisl k vys$e uvedenym pravnim pfedpisum.

V pribé&hu prvé poloviny roku se Ustav podilel na pFi-
pravé zakona o zajisténi jakosti a bezpec&nosti lidskych
tkani a bunék k pouziti u ¢lovéka a jeho provadécim
pfedpisu, zcela nové oblasti, kde dosud pravni uprava
chybéla. Tento zakon byl pfFijat v €ervenci 2008 (zakon
€. 296/2008 Sb.) s uc¢innosti od 18. 10. 2008.

Béhem uplynulého roku se Ustav vyznamnou mérou
podilel na transpozici smérnice Evropského parla-
mentu a rady 2007/47/ES do zakona ¢. 123/2000 Sb. o
zdravotnickych prostifedcich a do pfislusnych nafizeni
vliady (336/2004 Sb., 154/2004 Sb. a 435/2004 Sb.).

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

In 2008, the Institute intensively cooperated with the Ministry
of Health, particularly in the preparation and subsequent
legislative process of adoption of new legal regulations
with significant impact on the scope of operation of SUKL. It
involved primarily decrees associated with the new Act No
378/2007 Coll., on Pharmaceuticals and on Amendments to
Some Related Acts (Act on Pharmaceuticals) which came
into force on December 31 2007. The powers of the Institute
have been significantly extended by Act No 261/2007 Coll.,
amending Act No 48/1997 Coll., on Public Health Insurance,
as amended, Act No 265/1991 Coll,, on the Powers of the
Authorities of the Czech Republic, as amended, and Act No
526/1990 Coll., on Prices, as amended. This amendment has
extended the scope of SUKL's powers to include the sphere
of establishing the maximum prices of medicinal products
and foods for special medical purposes and the sphere of
establishing the levels and conditions of reimbursement of
these products. Furthermore, SUKL has been given the powers
of price control in this area, extended also to price control
in the sphere of medical devices. Since the early 2008, the
Institute has been focusing primarily upon the implementation
of implementing regulations for the above mentioned legal
regulations.

Inthefirstsixmonths ofthe year, the Institute wasinvolvedinthe
drafting of the Act on Safeguarding the Quality and Safety
of Human Tissues and Cells Intended for Use in Man and its
implementing regulation, a completely new area formerly
lacking any legal base. This Act was adopted in July 2008 (Act
No 296/2008 Coll.) and came into force on October 18 2008.

In the course of the last year, the Institute was significantly
involved in the transposition of Directive 2007/47/EC of the
European Parliament to Act No 123/2000 Coll. on Medical
Devices and to relevant Government Regulations (336/2004
Coll., 154/2004 Coll. and 435/2004 Coll.).
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Ministerstvu zdravotnictvi byly koncem minulého roku
predlozeny navrhy novel zakonu — zakona o regulaci
reklamy, zakona o IécCivech a zakona o zdravotnickych
sluzbach, jako naméty na pfijeti systémovych opatfeni,
ktera by umoznila posileni efektivity vykonu dozoru
nad reklamou na humanni IéCivé pfFipravky.

S Ministerstvem prumyslu a obchodu (MPO) byla
projednana moznost novelizovat zakon ¢. 40/1995 Sb.,
o regulaci reklamy a o zméné a doplnéni zakona
C. 468/1991 Sb., o provozovani rozhlasoveého a televiz-
niho vysilani, ve znéni pozdéjsich prepist, ve znéni
pozdéjsich predpisl. Spoluprace s timto ministerstvem
bude pokracovat i v letoSnim roce, nebot se podcita
s realizaci navrhované novely uvedeného zakona, jehoz
gestorem je MPO.

PFes aktivity spojené s témito vyznamnymi ukoly vSak
Ustav nezapominal ani na spolupraci s ostatnimi organy
statnispravy pripfipravé dalsich pravnich predpisU, které
upravovaly oblasti ne tak uzce se dotykajici kompetenci
Ustavu. V této souvislosti je tfeba zminit jesté i tzkou
spolupraci s Antidopingovym vyborem a Ministerstvem
Skolstvi a mladeze pfi pFipravé Antidopingového zakona.
Ten bude rovnéz tak jako zakon o tkanich a bunkach
upravovat oblast, jejiz pravni uprava doposud chybéla,
ackoli se jevila v poslednich letech jako velmi potfebna,
zejmeéna v souvislosti se spolupraci s ostatnimi zemémi
EU na tomto poli.

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

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

Tradi&né& efektivni spoluprace probihala s Ustavem pro
kontrolu veterinarnich biopreparatu a Iéciv v Brné. Se
Statnim zdravotnim Ustavem byly prostfednictvim spo-
le€né pracovni skupiny pravidelné feSeny otazky hra-
ni¢nich pfipravkd a obdobné se Statnim ufadem pro
jadernou bezpecnost byly FfeSeny otazky radiofarmak.
V oblasti dozoru nad trhem byly partnery Ustavu Ceska
potravinarska a zemeédélska inspekce, Ceska obchodni
inspekce a Celni sprava.

S Uradem pro technickou normalizaci, metrologii a statni
zkuSebnictvi probihala spoluprace pfi pfipravé norem
v oblasti zdravotnickych prostfedki. Ustav pokra&oval
ve spolupraci s Asociaci vyrobcl a dodavatell zdravot-
nickych prostfedkl (CZECHMED) a Ceskou asociaci
dodavatelll zdravotnické techniky in vitro (CZEDMA).
Pracovnici Ustavu se aktivné u&astnili koordina&nich
schlzek pofadanych Ministerstvem zdravotnictvi k pfi-
pravovanym legislativhim zménam v oblasti zdravotnic-
kych prostfedkl a koordinac¢nich schlizek pofadanych
notifikovanymi osobami k pfislusnym nafizenim viady
pro zdravotnické prostfedky.
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Towards the end of the last year the Ministry of Health was
presented with proposed amendments to acts — the Act on
Advertising Regulation, Act on Pharmaceuticals, and Act on
Healthcare Services —as possible solutions of system measures
to foster the effectiveness of supervision over advertising of
human medicinal products.

The possibility of amending Act No 40/1995 Coll., on Advertising
Regulation and on Amendment to Act No 468/1991 Coll,,
on the Operation of Radio and Television Broadcasting, as
amended, was discussed with the Ministry of Industry and
Trade. Cooperation with this Ministry will continue also in this
year, as the implementation of the proposed amendment to
the said Act, which is under the sponsorship of the Ministry of
Trade and Industry, is anticipated.

Despite the activities associated with these major tasks,
however, 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. In this respect, a close cooperation with the
Anti-Doping Committee and the Ministry of Education and Youth
in drafting of the Anti-Doping Act should be mentioned. This
Act, like the Act on Tissues and Cells, shall govern an area yet
lacking any legal regulation, which has become much needed
in the last few years, particularly in respect of collaboration
with other EU Member States in this sphere.

The legislative requirements governing individual spheres of
professional activities were further explained by the Institute
in its guidelines. In these guidelines, the Institute also provided
information for the public on the guidelines published by the
European Commission and by the European Medicines
Agency.

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

Atraditionally 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.

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
coordination meetings organised by notified bodies for the
relevant government regulations governing medical devices.
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3.2 SPOLUPRACE S INSTITUCEMI EU
A DALSIMI ZAHRANICNiIMI PARTNERY

Mezinarodni aktivity Ustavu jsou soustfedény na spolu-
praci s institucemi EU a ¢lenskych statu EU. Pracovnici
Ustavu se v roce 2008 jiz rutinn& zu&astnili prace ve vice
nez 40 vyborech a pracovnich skupinach Evropské
Iékové agentury (EMEA), Evropské komise (EK), Evrop-
ského ustfedi pro kvalitu Iéciv a zdravotni péce Rady
Evropy (EDQM-European Directorate for the Quality of
MedicinesandHealthcare), Organizace proekonomickou
spolupraci a rozvoj (OECD) a v pracovnich iniciativach
sité Iékovych regulacnich Ufadd EU. Odborni pracovnici
Ustavu byli aktivné zapojeni zejménav praci védeckych
vyborl EMEA pro humanni légivé pfipravky (CHMP),
lécive pfripravky pro vzacna onemocnéni (COMP) a
rostlinné |éciveé pripravky (HMPC), dale napf. v pracovnich
skupinach pro enforcement. Prostfednictvim svého
zastupce v pracovni skupiné Rady EU pro |éiva a
zdravotnické prostfedky se Ustav podilel na ptipravé
nové evropske legislativy, a to Nafizeni &. 1394/2007 o
IécCivych pfipravcich pro moderni terapie a na pripravé
Nafizeni €. 658/2007 o pokutach za nesplnéni nékterych
povinnosti v souvislosti s registracemi udélenymi podle
nafrizeni €. 726/2006.

Spole¢né s EDQM a mezinarodni siti Official Medicines
Control Laboratories (OMCL) se pracovnici odboru LAB
podileli na vytvareni, upravach a ovérovani dokumentl
systému jakosti EDQM podle EN ISO/IEC 17025,
zaroven uspésné splnili podminky auditu EDQM a
ziskali certifikat pro systém jakosti prace v laboratofich
podle EN ISO/IEC 17025. Zastupci odboru aktivhé
puUsobili v pracovnich skupinach OMCL (Advisory Group
GEON, Advisory Group CAP, Advisory Group OCABR),
byli zapojeni do projektl laboratorni kontroly MRP a
CAP pripravku, standardné se ucastnili spole¢nych
studii kontroly jakosti Ié€iv v obéhu a porovnavacich
studii (MSS a PTS). Podileli se na zajisténi prubéhu
13. Vyroéniho zasedani OMCL ve Strasburku. Pro
Evropsky lékopis zajistovali pFipravu referencénich latek
a specializovanych seminafrl a spolupracovali v ex-
pertnich skupinach.

V ramci Rady Evropy se prohlubovala spoluprace v ob-
lasti padélkd, internetového prodeje I€Civ a nelegalniho
zachazeni s 1éCivymi pfFipravky. V prubéhu roku 2008
pokracovala dlouholeta spoluprace v oblastiinspekénich
aktivit zapojenim do c¢innosti OECD v ramci panelu
spravné laboratorni praxe a Pharmaceutical Inspection
Cooperation/Scheme (PIC/S) a probihaly pracovni
kontakty se Svétovou zdravotnickou organizaci (WHO).
Ustav se spoleén& s MZ a SzZU zapojil do dvouletého
projektu WHO v oblasti racionalniho vyuzivani [&éCiv.

Stejné& jako v pfedchozich letech plisobil zastupce Ustavu
jako aktivni ¢len ve vyboru Mezinarodni spole€nosti Ié-
kovych bulletin( (International Society of Drug Bulletins).
Podnéty pro praci Ustavu pFinasela i vyména informaci
s nadnarodnimi asociacemi farmaceutickych vyrobcu
(EFPIA,EGA, AESGP) a zahrani¢nimi asociacemi vyrobcu
zdravotnickych prostredku.

Ustav se dale v&noval pfipravam na Predsednictvi
v Radé& EU, kterého se Ceska republika ujme v prvni
poloviné roku 2009.
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3.2 COOPERATION WITH EU INSTITUTIONS AND
OTHER FOREIGN PARTNERS

The international activities of the Institute are focused upon
cooperation with the institutions of the EU and of the EU
Member States. In 2008, the employees of the Institute have
routinely participated in the work of more than 40 committees
and working groups of the European Medicines Agen-
cy (EMEA), the European Commission (EC), the European
Directorate for the Quality of Medicines and Healthcare of the
Council of Europe (EDQM), the Organisation for Economic
Co-operation and Development (OECD) and in the working
initiatives of the medicines regulatory authorities network in
the EU. Expert staff of the Institute has been actively involved
particularly in the work of the EMEA scientific Committees
for Human Medicinal Products (CHMP), Orphan Medicinal
Products (COMP), and Herbal Medicinal Products (HMPC),
and, furthermore, for example in the working groups for
enforcement. Via its representative in the Working Party on
Pharmaceuticals and Medical Devices of the EU Council
the Institute has been involved in drafting of new European
legislation,namelyRegulation(EC)No.1394/2007 onadvanced
therapy medicinal products and Regulation (EC) No. 658/2007
concerning financial penalties for infringement of certain
obligations in connection with marketing authorisations granted
under Regulation (EC) No 726/2006.

The employees of the LAB section cooperated with EDQM
and with the international network of Official Medicines Control
Laboratories (OMCL) in the preparation, amendments and
verification of EDQM quality system documents pursuant to
EN ISO/IEC 17025 and, at the same time, successfully achieved
compliance with EDQM audit conditions and were granted
certificate for laboratory work quality system pursuant to EN
ISO/IEC 17025. The representatives of the section actively
participated in OMCL work groups (Advisory Group GEON,
Advisory Group CAP, Advisory Group OCABR), were involved
in MRP and CAP products laboratory control projects, regularly
participated in joint studies of quality control of marketed
pharmaceuticals and comparative studies (MSS and PTS). They
were involved in the organisation of the 13th OMCL Annual
Meeting held in Strasbourg. For the European Pharmacopoeia,
they safeguarded the preparation of reference substances and
specialised workshops, and participated in expert groups.

Within the Council of Europe, cooperation in the sphere of
counterfeit products, internet sale of pharmaceuticals, and
ilegal handling of medicinal products was developing. In
the course of 2008, long-term cooperation in the sphere of
inspection activities continued by participation in the OECD
activities within the scope of the good laboratory practice
panel and the Pharmaceutical Inspection Cooperation/
Scheme (PIC/S), and working contacts with the World Heal-
th Organisation (WHO) were maintained. Together with the
Ministry of Health and the National Institute of Public Health,
the Institute participated in a two-year WHO project in the
sphere of rational use of pharmaceuticals.

Like in the previous years, a representative of the Institute
was an active member of the committee of the International
Society of Drug Bulletins. New stimuli for the work of the
Institute were also brought by the exchange of information with
multi-national associations of pharmaceutical manufacturers
(EFPIA, EGA, AESGP) and foreign associations of medical
devices manufacturers.

The Institute continued its work in the sphere of preparations for
EU Council Presidency to be taken over by the Czech Republic
in the first half of 2009.
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Nadchazejici pfedsednictvi se prace Ustavu dotykalo
jednak ve smyslu pfiprav na fizeni projednavani legisla-
tivnich i nelegislativnich navrhi v prosinci pfedlozenych
Evropskou komisi Radé EU a Evropskému parlamentu
v ramci tzv. Farmaceutického bali€ku. Farmaceuticky
balicek obsahuje kromé vSeobecného politického sdéleni
také legislativni navrhy upravujici oblasti farmakovigi-
lance, boje proti padélkim Iéciv a poskytovani informaci
o lécivych pfipravcich vazanych na lékarfsky pfedpis
Siroké verejnosti.

Dale se naro€nost pfiprav odrazi v organizacnich pfi-
pravach rdznych zasedani ¢lenskych statli EU na uzemi
Ceské republiky, jichZ je Ustav gestorem. Ustav bude
organizatorem celkem osmi pravidelnych a &tyfr nefor-
malnich zasedani. Nejvyznamnéjsi budou bezpochyby
dvé zasedani Rediteld evropskych lékovych agentur a
Setkani za ucelem vytvareni sité kompetentnich uradd
pro stanoveni cen a uhrad lécCiv. Z Fady pravidelnych
setkani se jedna predevSim o vybory fungujici pod
zastitou HMA jako Pracovni skupina fFeditelll Iékovych
agentur k problematice vymahani prava, Pracovni sku-
pina pro homeopatickée lIéCivé pfipravky, Pravni spolu-
prace evropskych lékovych agentur a Pracovni skupina
Feditelt Iékovych agentur sdruzujici manazery jakosti.
Neformalni zasedani predstavuje predevsim Vybor
pro rostlinné lécivé pfFipravky, Koordinaéni skupina
pro postupy vzajemného uznavani a decentralizovanée
postupy — humannilégive pfipravky, Vybor pro humanni
Iécive pripravky a Vybor pro I1éCivé pfipravky pro vzacna
onemocnéni.

Celkem se uskutec€nilo 356 pracovnich cest 95 pracov-
nikd do 38 zemi. Vétsina cest se uskutecnila do EMEA.
Ve srovnani s rokem 2007 (282 pracovnich cest, 73
pracovnikld do 27 zemi) je patrné zvysujici se zapojeni
a upevnéni pozic odbornych pracovniku Ustavu
v mezinarodni regulaéni siti (obr. 1). Z celkového poctu
pracovnich cest bylo hrazeno 188 z prostifedki EMEA,
27 z prostfedkd Evropské komise, 8 z financnich
zdroju Ministerstva zdravotnictvi, 34 cest bylo hrazeno
z prostfedkld Rady Evropy (EDQM) a 99 pracovnich
cest z rozpoétu Ustavu a Nadace prof. Skarnitzla.

Obr. 1.
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The coming Presidency influenced the work of the Institute
both in terms of preparation for the steering of discussions on
legislative as well as non-legislative proposals presented to the
EU Council and to the European Parliament by the European
Commission in December as part of so called pharmaceutical
package. In addition to general political communication, the
pharmaceutical package also contains legislative proposals
to govern the spheres of pharmacovigilance, combating
counterfeit pharmaceuticals and provision of information
about medicinal products subjected to medical prescription
to the general public.

The level of efforts necessary to conduct the preparations is
also reflected in the organisational preparations for various
EU Member State meetings within the territory of the Czech
Republic, which are sponsored by the Institute. In total, the
Institute will be the organiser of eight regular and four informal
meetings. The mostimportant ones will be, without any doubit,
two meetings of the heads ofthe European Medicines Agencies,
and a Meeting to create a network of competent authorities
in charge of pricing and reimbursement of pharmaceuticals.
Of the many regular meetings, it will be namely a meeting
of committees active under the auspices of HMA, such as
the Working Group of Enforcement Officers, Homeopathic
Medicinal Products Working Group, European Medicines
Agencies Cooperation on Legal Issues (EMACOLEX), HEMA
Working Group of Quality Managers and HMA Working Group
of Quality Managers. Informal meetings are represented, in
particular, by the meeting of the Committee for Herbal Medicinal
Products, Co-ordination Group for Mutual Recognition and
Decentralised Procedure CMD(h), Committee for Human
Medicinal Products and Committee for Orphan Medicinal
Products.

In total, 356 business trips of 95 employees to 38 countries took
place; most of the trips having been to the EMEA. Compared to
2007 (282 business trips, 73 employees, to 27 countries), the
increasing involvement and enhancement of the positions of
expert staff of the Institute in the international regulatory network
is apparent (Fig. 1). Of the total number of business trips, 188
were funded from EMEA resources, 27 from the funds of the
European Commission, 8 from the financial resources of the
Ministry of Health, 34 by the Council of Europe (EDQM), and
99 business trips from the budget of the Institute and Prof.
Skarnitzl’s foundation.

Pracovni cesty zaméstnanct ustavu do evropskych instituci

Business trips of the employees of the Institute to European institutions
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4. CINNOST USTAVU
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4. ACTIVITIES OF THE INSTITUTE

4.1 AGENDA CELKEM A VALIDACE ZADOSTI

Bé&hem roku 2008 bylo elektronickou spisovou sluzbou
Ustavu evidovano 55 696 dorudenych pisemnosti
(v pfedchazejicim roce 49 751) a odeslanych pisemnosti
46 383 (v predchazejicim roce 26 371).

Validace zadosti

Oddélenivalidace zadosti(VAL)nové zahajilosvojiCinnost
1.ledna 2008. Formalné zpracovava novou dokumentaci
dorucenou ustavu tykajici se zadosti o noveé registrace
léCivych pripravkd, prodlouzeni registrace lécivych
pripravkd, klinickych studii a nové vzniklé agendy sta-
novovani cen a uUhrad lécivych pfipravkld. Vzhledem
k pravé uvedenému stoji VAL na zacatku velké cCasti
spravnich Fizeni, ktera v ustavu probihaiji.

V predchozich obdobich nikdy nebylo posuzovani
novych zadosti dorudenych na SUKL takto komplexné
zpracovavano jednim oddélenim. Oddélenim jsou na
jednom misté zavadény do systému zakladni udaje
k novym zadostem, na které mohou dalsi utvary nava-
zovat, a soucasné je snadnéjsi zpUsob formalni kontroly
novych zadosti.

Agenda validace Zadosti o stanoveni ceny

a uhrady (CaU)

Od zacatku roku 2008 bylo zpracovano 657 zadosti
tykajicich se CaU. Z toho 49 zadosti bylo zastaveno a
u 155 zadosti bylo tfeba Fizeni prerusit a vyzadovat
doplnéni formalnich nedostatkd.

4.1 OFFICE WORK IN TOTAL AND VALIDATION

OF APPLICATIONS

In the course of 2008, the electronic record system of the
Institute registered 55,696 delivered documents (49,751 in
the previous year) and 46, 383 sent documents (26,371 in the
previous year).

Validation of applications

The new department of Validation of applications (VAL) began
its operation on January 1 2008. It formally processes
new documentation delivered to the Institute in respect of
applications for new marketing authorisations of medicinal
products, renewals of marketing authorisation of medicinal
products, clinical studies and the newly established area of
medicinal products price and reimbursement regulation. As the
above-mentioned description suggests, the VAL department
stands at the starting point of majority of administrative
proceedings running in the Institute.

Previously, the assessment of new applications delivered to
SUKL has never been conducted by a single department to
such degree of complexity. The department enters essential
information to the system at a single point, so other departments
may draw on them, and, at the same time, the method of formal
control of new applications is easier.

The areas of validation of applications and price

and reimbursement (CaU) regulation

Since the start of 2008, 657 CaU applications have been
processed. Of this, 49 applications have been stopped and for
155 it was necessary to suspend the procedure and request
amendments to eliminate formal shortcomings.

Obr. 1. Zpracovani zadosti CaU
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Validace zadosti o nové registrace

Nejzasadnéjsi zménou, ktera v tomto roce nastala,
je vydani nové vyhlasky &. 228/2008 s platnosti od
1. 7. 2008, podle které SUKL p¥ijima dokumentaci
pouze v eCTD formatu. Okolnosti pfili§ rychlého pfijeti
pozadavku dokumentaci pouze v eCTD formatu si vynu-
tily dvoji aktualizaci pokynu REG-84 (urceni podminek
pro moznost podani zadosti v non-eCTD).

Validation of applications for new marketing authorisations
The most essential change which occurred in 2008 was
the adoption of new Decree No 228/2008 which came into
force on July 1 2008 and on the basis of which SUKL accepts
documentation only in the eCTD format. The circumstances
of excessively rapid adoption of the requirement for
documentation only in the eCTD format required two updates
of the REG-84 guideline (defining conditions governing the
option to submit documentation in a non-eCTD format).

Zprava o &innosti SUKL v roce 2008
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Co se ty¢e zadosti o nové registrace Iékd, v roce 2007
bylo v eCTD formatu pfedlozeno pfiblizné 8 % z veskere
dokumentace, v prvnim pololeti roku 2008 rovnéz jen
7,5 %. S platnosti nové vyhlasky se zvysil pocet eCTD
podani ve 2. pololeti na 43 %.

Obr. 2.
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In respect of applications for new marketing authorisations
of medicinal products, approx. 8% of the total documentation
received was submitted in the eCTD format in 2007; also in
the first half of 2008 it was a mere 7.5%. With the new Decree
coming into force, the number of eCTD submissions increased
to 43% in the second half of the year.

Dokumentace predlozené v eCTD formatu ve 2. pololeti 2008

Documentation submitted in eCTD format in the second half of 2008
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Pocet predlozené dokumentace k Zzadostem o prodlou-
Zeni registrace Iécivych pripravkd v eCTD formatu je
zatim zanedbatelny.

4.2 REGISTRACE LECIVYCH PRIPRAVKU

Agenda zadosti o novou registraci

V roce 2008 predstavovaly Zzadosti o registraci proce-
durouvzajemného uznavani(MRP) adecentralizovanou
procedurou (DCP) rozhodujici ¢ast z celkového poctu
zadosti o registraci, které byly po uspésné validaci
pfedany k posouzeni na registrac¢ni sekci. Stejné jako
v roce 2007 jsme i v roce 2008 zaznamenali vyznamny
pokles poctu pfijatych zadosti o narodni registrace.
Pro pfFipravky dfive registrované narodni procedurou
bylo umoznéno zarazeni IéCivého pfFipravku do proce-
dury vzajemného uznavani postupem, ktery umoznuje
zachovat stejné registraéni €islo, stejny nazev pripravku
i stejné kody SUKL, avsak proti minulému roku doslo
k poklesu téchto zadosti.

V tomto roce pokracovaly procedury vzajemneho
uznavani, kde CR byla referenénim statem. Vzhledem
k Casové naro¢nosti na vedeni decentralizovanych
procedur a predevsim k vysoké odborné naro€nosti na
jejich posouzeni je nutné podani téchto zadosti pfedem
konzultovat. Proto je také pocet pfijatych zadosti kori-
govan a zahajeni procedur je planovano tak, aby v prd-
béhu celého roku byly tyto zadosti podavany Ustavu
rovnomeérné.

V soucasné dobé jsou kapacitni moznosti pro vedeni
decentralizovanych procedur na temér cely rok 2012
vyc€erpany. V souvislosti s planovanim a pfislibem vedeni
procedur je potfeba vzit v Uvahu i kapacity na poregis-
tracni zodpovédnost za pfipravek, coz mize znamenat
i nardst inspekc&nich aktivit.

The volume of documentation submitted with applications for
renewal of marketing authorisation of medicinal products in
the eCTD format is still negligible.

4.2 AUTHORISATION OF MEDICINAL PRODUCTS

New marketing authorisation applications

In 2008, the applications for marketing authorisation (MAA) via
the Mutual Recognition Procedure (MRP) and decentralised
procedure (DCP) represented a major proportion 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 2007, a major drop
in the number of received applications for national marketing
authorisation was noticed in 2008.

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 year 2008, 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, expertise necessary for their
assessment, itis necessary to consultthe 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.

At present, the capacity dedicated to decentralised procedures
is booked up for almost the entire year 2012. 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.

14
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Celkovy pocet vyfizenych zadosti o registraci Ié¢ivych
pripravk( zUstal na stejné urovnijako vroce 2007 (obr. 1,
tab. 1).

Agenda zadosti o prodlouzeni platnosti registrace
Vobdobipred1.1.1998bylo unékterychlécivych pfipravku
pod jednim registra&nim &islem zahrnuto vice sil. Tento
zpUsob pFidélovani registracnich ¢isel vdak nevyhovuje
nejen pojeti stavajicich pravnich predpisu, ale zejména
komplikuje mezinarodné harmonizované registrani
procedury EU. Proto dochazi pfi prodlouzeni registrace
téchto pfipravkl k Upravé jejich registracnich cisel.
Vysledkem tohoto kroku je, ze kazda sila IéCivéeho pfi-
pravku bude mit své vlastni registraéni Cislo.

V tomto roce bylo také u nékterych vyfizenych zadosti
o prodlouzeni registrace dodate¢né sdéleno drzitelim,
ze rozhodnuti o registraci pro jejich pfipravky maiji jiz
neomezenou platnost a Ze nebudou muset po 5 letech
podavat dalsi Zzadost o prodlouzeni.

Mezinarodni spoluprace

V ramci spoluprace s Evropskou Iékovou agenturou se
pracovnici Ustavu zapoajilijako zpravodaji spoluzpravodaj
do hodnoceni tfi centralizovanych registraci a prehod-
noceni dvou centralizovanych registraci, do peer review
pro Sest registraci a do péti arbitrazi. V ramci hodnoceni
centralizovanych registraci jsme vyslali Sest narodnich
expertlnaad-hoc zasedani poradnich védeckych skupin
pFi Evropské Iékové agentufe. Nasi zastupci se rovnéz
aktivné zapojuji do prace vyboru pro léCiva pro vzacna
onemocnéniavyboru pro pediatrické pripravky. Kontroly
Ceskych textd souhrnd udaju o pripravku, pfibalovych
informaci i textl na obalech pfipravkl registrovanych
centralizovanou procedurou stale pokracuji. Nad ramec
kontroly zaménitelnosti nazvl IéCivych pripravkl prova-
déné na zadost i v souvislosti s probihajicimi regis-
tracemi nebo zadostmi o zmé&nu registrace probihala
spoluprace s Evropskou Iékovou agenturou pfi kontrole
zaménitelnosti nazvlu probihajicich centralizovanych
registraci.

Zmeény v registraci

Vzhledem ke stoupajicimu poctu pripravkl registrovanych
procedurou vzajemného uznavani stoupa také pocet
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 |l se proti lonskému roku zvysil,
stejné tak i pocet zadosti vyfizenych. Proti zpracovanym
7 040 zménam v roce 2007 bylo na zakladé predlozenych
zadostitypulalA vyfizeno 8 449 zadosti, ztoho 3 735 bylo
narodnich zmén. Tento poc&et zahrnuje i zmény pribalové
informace a uidajl na obalu, které nesouvisi se souhrnem
udaju o pripravku, a pfevod registrace.

Pocet vyfizenych zmén typu Il oproti roku 2007 stoupl
z 2 153 zadosti na 2 761.

Soubézny dovoz
V roce 2008 bylo povoleno 23 soubé&znych dovozU.

ZrusSeni registrace

V roce 2008 vyraznym zpusobem narostl pocet zadosti
o zruseni registrace, ze 183 v roce 2007 na 460 v roce
2008.
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The total number of decided applications for marketing
authorisations of medicinal products remained at the same
level as in 2007 (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 does not
comply with the interpretation of existing legal regulations, but
mostofallcomplicatestheinternationally 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.

In 2008, moreover, in the case of certain decided applications
for marketing authorisation renewal, the marketing authori-
sation holders were additionally advised that the marketing
authorisation of their product was unlimited in time and that
there would not be any need to submit another application
for marketing authorisation renewal after five years.

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 three
centralised marketing authorisations and the review of two
centralised marketing authorisations, in the peer review for
six marketing authorisations, and in five referral procedures.
Within the scope of centralised MA procedures, the Institute
delegated six national experts to the meeting of advisory
scientific groups of the European Medicines Agency. The
representatives of the Institute were also actively involved in
the work of the Committee for Orphan Medicinal products and
the Paediatric Committee. The controls of Czech texts of the
summaries of product characteristics, package leaflets and
labellings for products authorised via the centralised procedure
still continue. Beyond the scope of the control of liability to
confusion of names of medicinal products conducted upon
request as well as in association with the pending marketing
authorisations or applications for variations to marketing
authorisations, cooperation with the European Medicines
Agency 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
Duetothegrowingnumberofproductsauthorisedviathe Mutual
Recognition Procedure, the number of applications for variati-
onsintheseprocedureskeepsincreasingaswell(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 7,040 variations processed in 2007, 8,449
applications were decided on the basis of Type | and |A variation
notification, of which 3,735 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 2,153 applications in 2007 to 2,761.

Parallel import
In 2008, 23 parallel imports were authorised.

Revocation of marketing authorisation

In 2008, the number of applications for revocation of marketing
authorisation significantly increased, from 183in 2007 to 460 in
2008.

Zprava o &innosti SUKL v roce 2008
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Obr. 1. Agenda registrace Ié€ivych pfFipravkl — poéet vyfFizenych Zadosti
Marketing authorisation of medicinal products — decided applications
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Vysvétlivky / Legend:

ZR | - zména registrace typu | / ZR | — Type | variation to marketing authorisation (includes both IA and IB variations)
ZR Il - zména registrace typu ll / ZR Il — Type Il variation to marketing authorisation

PIL - pfibalova informace / PIL — Package leaflet

MA - Marketing Authorisation
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Tabulka 1. Agenda Zadosti v oblasti registraci
Applications in the area of marketing authorisations
Nevyrizené Doslo 2008 Vyfizeno Vyfizeno Ukonéeno Nevyrizené
k 31. 12. 2007 o ——— celkem |VyfizenoR| 2Z/M/N [na validacich|k 31. 12. 2008
Pending as of 2008 Decided in | Decided R Decided Completed | Pending as of
31/12/2007 total Z/M/N validation 31/12/2007
Zadost o registraci
Applications for marketing 1413 1222 879 705 80/14/3 77 1756
authorisation
Z toho narodnich 373 90 183 110 26/11/3 33 280
Of which national
Z toho CR jako RMS-DCP
Of which the Czech Republic 38 26 16 16 0/0/0 (0] 48
being the RMS - DCP
Z toho MRP-CMS
OFf which MRP-CMS 186 238 240 225 6/3/0 6 184
Z toho DCP-CMS
OFf which DCP-CMS 816 868 440 354 48/0/0 38 1244
Vedeni procedury MRP/RMS
Conducting the MRP 65 49 76 76 0 38
procedure/RMS
Presmyk na MRP/DCP proceduru
Switch to the MRP procedure = e 9 2 5 e
ZR | B, PIL + obal, pfevod
ZR 1, PIL + labelling, transfer 3748 3259 4975 4693 128/75/79 2032
Z toho narodnich 507 1354 1659 1543 80/36/0 202
Of which national
Z toho RMS / Of which RMS 72 89 129 126 1/0/2 32
Z toho CMS / Of which CMS 3169 1816 3187 3024 47/39/77 1798
ZRI1A 7 5403 3474 3258 36/179/1 1936
Z toho narodnich 0 2199 2076 1936 13/127/0 123
Of which national
Z toho RMS / Of which RMS 96 73 72 0/1/0 23
Z toho CMS / Of which CMS 3108 1325 1250 23/51/1 1790
ZR 1l 2800 3396 2761 2585 147/29/0 3435
Z toho narodnich 1589 1731 1797 1691 83/23/0 1523
Of which national
Z toho RMS / Of which RMS 53 109 100 99 1/0/0 62
Z toho CMS / Of which CMS 1158 1556 864 795 63/6/0 1850
Prodlouzeni 3050 886 775 599 135/38/0 3 3161
Renewal
Z toho narodnich 2850 647 705 530 135/37/0 3 2792
Of which national
Z toho RMS / Of which RMS 6 12 7 7 0/0/0 11
Z toho CMS / Of which CMS 194 227 63 62 0/1/0 358
ZruSeni registrace 26 460 423 a12 11/0/0 63
MA revocation
Z toho narodnich
Of which national 22 300 321 312 9/0/0 1
Z toho RMS / Of which RMS 0] 7 7 7 0/0/0 0]
Z toho CMS / Of which CMS 153 95 93 2/0/0 62
Soubé&zny dovoz 22 8 25 23 17170 5
Parallel import
Vysvétlivky / Legend:
R — vyfizeno, v pfipadé registrace zaregistrovano, v pfipadé zruseni registrace zruseno

— Decided, i.e. authorised in the case of marketing authorisations, or revoked in the case of MA revocations

y4 — zastaveno zadatelem / Withdrawn by the applicant
M — zamitnuto ustavem / Rejected by the Institute

N — neschvaleno ustavem / Not approved by the Institute
ZRIA -

ZRIB -

ZR1Il -

MA — registrace / Marketing Authorisation

RMS - referencni €lensky stat / Reference Member State
CMS - zucastnény Clensky stat / Concerned Member State
MRP -

DCP -

zmeéna registrace typu IA / Type IA variation to marketing authorisation
zmeéna registrace typu IB / Type IB variation to marketing authorisation
zmeéna registrace typu Il / Type Il variation to marketing authorisation

registrace procedurou vzajemného uznavani / Marketing authorisation via Mutual Recognition Procedure
registrace decentralizovanou procedurou / Marketing authorisation via Decentralised Procedure
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4.3 POSUZOVANI HRANICNICH PRIPRAVKU,
AGENDA POUZiVANiIi NEREGISTROVANYCH
PRIPRAVKU, VYDAVANIi STANOVISEK
KE SPECIFICKYM LECEBNYM PROGRAMUM

Agenda posuzovani hrani¢nich pfipravkd a vydavani
rozhodnuti a stanovisek k zafazeni vyrobku probihala za
podobnych podminek jako v roce 2007. PocCet zadosti
O posouzeni v roce 2008 se ve srovnani s predchozim
rokem vyrazné snizil, a to v ddsledku zmé&ny legislativy
v oblasti doplikl stravy. Pokracovala spoluprace se
Statnim zdravotnim ustavem, Ministerstvem zdravot-
nictvi, Statni zemédé&lskou a potravinarskou inspekci,
Zivnostenskymi Ufady a Policii CR, pro né&z byla vydana
stanoviska k celkem 19 vyrobkim.

Rozhodnuti byla ze strany Ustavu dlsledné& vydavana
v zdkonem stanovené spravnilh(té. Ve 4 pripadech Ustav
zaradil vyrobek mezi l1éCivé pFipravky, v 9 pfipadech
nebyl vyrobek zafazen do kategorie lé&ivych pFipravku.
Proti jednomu rozhodnuti vydanému na zadost bylo
podano odvolani, u néhoz bylo Ministerstvem zdra-
votnictvi potvrzeno pavodni rozhodnuti Ustavu. V roce
2008 zahajil Ustav 2 Fizeni z vlastniho podnétu, v nichz
rozhodl o zafazeni 2 vyrobk(, uvadénych na trh do
té doby jako nelécCiva, mezi lIéCivé pfFipravky. V oblasti
hranicni problematiky byly dale uskuteénény 4 konzul-
tace a Setfeny 4 podnéty. Resitelsky tym pro hraniéni
pfipravky se zabyval Klasifikaci celkem 13 vyrobku.
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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 2007. The number of
applications for assessmentin 2008 has significantly dropped
compared to the previous year, due to the amendment of
legislation governing dietary supplements. Cooperation with
the National Institute of Public Health, the Ministry of Health,
CAFIA, Trade Licensing Offices and the Czech Police has
continued, and opinions on 19 products in total were issued
for them.

Decisions were being issued by the Institute consistently in
compliance with the statutory timelines. In 4 cases the Institute
classified the products as medicinal products, in 9 cases the
products were not categorised as medicinal products. An
appeal was filed against one decision issued upon request;
in this case the Ministry confirmed the original ruling of the
Institute. In 2008, the Institute initiated 2 procedures on its
own, in which it classified 2 products, previously marketed as
non-pharmaceuticals, as medicinal products. In the sphere
of borderline products, 4 consultations were conducted, and
4 initiatives investigated. The Borderline Product Research
Team dealt with the classification of 13 products in total.

Tabulka 1. Zadosti o rozliSeni hraniénich p¥ipravku
Applications for distinguishing borderline products
o - Pocet Pocet Z toho Z toho Prechazi
NedofFeseno za Prijato ~ . = - oy
. A B == . vydanych vydanych pocet zastaveni / do dalsSiho
minulé obdobi Zadosti . v -, . - -
[y — Vv roce 2008 rozhodnuti stanovisek zamitnuti stazeni roku
g . .. Number Number Of which Of which Brought
the previous Applications . .
. . . of issued of issued number suspended/ forward to the
period received in 2008 .. . . . .
decisions opinions of rejections withdrawn next year
2 15 8 (0] 2 2
Obr. 1. Pocet oznameni o pouziti neregistrovaného IéCivého pFipravku
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V oblasti vydavani stanovisek k Zzadostem o specifické
Ié€ebné programy bylo pfijato 34 zadosti, kdy formou
specifickych lé¢ebnych program( byla nahrazovana
nedostupnost registrovanych pripravku, véetné zajisténi
pfipravkld pro vzacna onemocnéni.

7, SUKL

In the area of issuing opinions on applications for specific
therapeutic programmes, 34 applications were received
where the unavailability of authorised products was resolved
by means of the specific therapeutic programmes, incl. the
obtaining of orphan products.

Tabulka 2.

Specifické IéEebné programy (SLP)

Specific Therapeutic Programmes (SLP)

NedofFesSeno za _— = . Pocet stanovisek Z toho pocet Z toho zastaveni/ - i
R i Prijato zadosti _ - h = Prechazi do
minulé obdobi vydanych zamitnuti stazeni
. v roce 2008 , . roku 2009
Pending from L v roce 2008 Of which Of which
. Applications . Brought forward
the previous ., ) Number of opinions number suspended/
. received in 2008 . . L . to 2009
period issued in 2008 of rejections withdrawn
3 34 30 1 (o] 3

4.4

KLINICKE HODNOCENI LECIV

4.4 CLINICAL TRIALS ON PHARMACEUTICALS

Rok 2008 se stal v oblasti klinického hodnoceni (KH)
vyznamnym meznikem. 31. 12. 2007 nabyl ucinnosti
novy zakon o lécCivech (&. 378/2007 Sb.), ktery prinesl
vyznamneé zmeény v oblasti posuzovani KH. Nejvyznam-
né&jsi z nich je skute€nost, ze se klinicka hodnoceni fidi
nejen zakonem o lécivech, ale také spravnim fadem,
coz v kone¢ném dlsledku vyznamné navysilo adminis-
trativu spojenou s posuzovanim klinickych hodnoceni.
Pocet zadosti o povoleni/ohlaseni klinického hodnoceni
predlozenych v roce 2008 klesl proti pfedchozimu roku
o 15 % (vyznamné ovlivhéno faktem, ze v prosinci 2007
bylo na SUKL predlozeno 60 zadosti, coz je dvojnasobek
meési¢niho prdmeéru; nejpravdépodobnéjsim ddvodem
byly planované zmény ve vysi nahrad vydaju).
VétsSinou jde o mezinarodni multicentricka randomizo-
vana zaslepena placebem nebo aktivni u€innou latkou
kontrolovanaklinicka hodnoceni, provadéna zahrani€nimi
zadavateli. Stoupl pocet doplnkl protokoll a dalSich
bezpeénostnich dat (ro¢ni zpravy o bezpecnosti pfi-
pravku, line listing). V prabé&hu roku 2008 bylo zastaveno,
pfed€asné ukoneno nebo pozastaveno zadavatelem
45 klinickych hodnoceni, vétSina z bezpec&nostnich
divodu ¢i z divodu nedostateéné ucinnosti.

Nové, v souladu s pozadavky zakona o léCivech, jsou
zverejiovany na webovych strankach SUKL udaje o
schvalenych klinickych hodnocenich, prfedlozenych
po 1. 1. 2008. Vyjimku tvofi studie |. faze (prvni podani
Clovéku) a studie bioekvivalen€ni, o nichz se udaje
nezverejnuji.

In the sphere of clinical trials, 2008 became a major milestone.
On December 31 2007 the new Act on Pharmaceuticals
(No 378/2007 Coll.) came into force, which brought major
changes in the area of clinical trial assessment. The most
important of these is the fact that clinical trials are governed
not only by the Act on Pharmaceuticals but also by the
Administrative Code, which has resulted in a major increase
in administrative work associated with the assessment of
clinical trials. The number of applications for authorisation/
notifications of clinical trials submitted in 2008 dropped by
15% compared to the previous year (this was much affected
by the fact that in December 2007 60 applications were
submitted to SUKL, which was double the monthly average,
the most likely reason being the planned changes in the
reimbursement of costs).

The applications concern, in most cases, international
multicentric randomised blinded, placebo- or active-substance
controlled clinical trials conducted by foreign sponsors. The
number of amendments to protocols and other safety data
(annual safety update reports, line listing) has also grown. In
the course of 2008, the sponsors stopped, pre-terminated or
suspended 45 clinical trials, mostly for safety reasons or for
a lack of efficacy.

In compliance with the requirements of the Act on Pharmaceuticals,
data about authorised clinical trials submitted after January 1
2008 are newly published on the website of the Institute. The only
exception are Stage-l studies (first administration to man) and
bioequivalence studies, the data of which are not published.

Tabulka 1. Klinické hodnoceni (KH)
Clinical trials (CT)
NedoreSeno za Prijato Pocet vydanych < toho Z toho Prechazi do
minulé obdobi .. . rozhodnuti pocet -
Zadosti P . pocet roku 2009
2007 v roce 2008 zamitnuti - .
) Vv roce 2008 . stazZeni Brought
Pending from . Number Of which .
. Applications . Of which forward
the previous received in 2008 of decisions number of withdrawn to 2009
period 2007 issued in 2008 rejections
Zadost
o povoleni KH
Application for CT &l & 7 E 2 €
authorisation
Ohlaseni KH
CT notification £ 22 A/ & 2 22
Ohlaseni
dodatku ke KH
Notification of CT - 1739 1193 B B -
amendment
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Obr. 1.

Pocty posouzenych zadosti v roce 2008 podie faze klinického hodnoceni

Number of applications assessed in 2008 (by clinical trial stage)

26 2 19

Tabulka 3.

I. faze
Stage |

1. faze
Stage Il

. faze
Stage Il

V. faze
Stage IV

Bioekvivalence
Bioequivalence

HEECE N

Grantové studie
Grant studies

Indikaéni skupiny klinickych hodnoceni posouzenych v roce 2008

Therapeutic areas of clinical trials assessed in 2008

Indikaéni skupiny / Therapeutic area Poc&et / Number
Onkologie / Oncology 71
Respiraéni + alergologie / Respiratory + Allergology 22
Zdravi dobrovolnici / Healthy volunteers 36
Neurologie / Neurology 47
Pediatrie / Pediatrics 4
Kardiovaskularni systém / Cardiovascular system 34
Revmatologie / Rheumatology 27
Ostatni / Other 20
Psychiatrie / Psychiatry 22
Diabetologie / Diabetology 19
Infeké&ni / Infectious 9
Urogenitalni nemoci / Urogenital disease 14
GIT / Gastrointestinal disease 10
Hematologie / Haematology 7
Metabolické vady + Endokrinologie / Metabolic disorders + Endocrinology 2
Dermatologie / Dermatology 4
Transplantace / Transplantations 3
Oftalmologie / Ophthalmology 1
Gynekologie / Gynaecology 2
ORL / Otolaryngology 1
ARO / Emergency

Interna / Internal medicine

Uskutecnily se &tyfi pracovni schlizky Pracovni skupiny
zastupcl multicentrickych etickych komisi a zastupcu
oddéleni klinického hodnoceni SUKL.

V roce 2008 bylo posouzeno 87 zadosti o posouzeni
projektd, nejedna-li se o klinické hodnoceni regulované
Ustavem.

Four 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.

In 2008, 87 applications for project assessment to determine
whether a clinical trial regulated by SUKL was concerned or
not were assessed.
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4.5 FARMAKOVIGILANCE

V roce 2008 bylo pfijato 1 477 primarnich hlaseni o po-
dezfeni na nezadouci Uginky z tzemi Ceské republiky
a k nim bylo provedeno 389 follow-up hlaseni (ovéfeni
nebo doplnéniinformace u hlasicino). Od zdravotnickych
pracovnikl bylo obdrzeno 1 029 hlaseni (v8echna hla-
Seni byla v souladu se zakonnymi pozadavky pfedana
prisludnym drziteldm rozhodnuti o registraci) a 448 hla-
Seni zaslali drzitelé rozhodnuti o registraci. Z celkového
poctu pfijatych hlaseni se témé&r 50 % hlaseni vztahovalo
k nezadoucim uc¢inkim po vakcinaci, predevsim se
jednalo o komplikace po podanilécivého pripravku BCG
vaccine SSI.

Periodické zpravy o bezpecnostijednotlivych pfipravk
(PSUR) byly, stejné jako v minulém roce, hodnoceny
pouze u pfipravku, u kterych bylo identifikovano bez-
pecnostni riziko nebo bylo nezbytné udaje o IéCivéem
pfipravku pfehodnotit v navaznosti na regulaéni proce-
dury EU. V roce 2008 bylo predlozeno 1 837 zprav. Do
Ceské Kklinické praxe byly ve spolupraci s oddélenim
registraci prubézné prenaseny zavéry CHMP a CHMP
Pharmacovigilance Working Party. Ustav zvetejnil 19krat
informaci ur€enou zdravotnicke cCi laické verejnosti tyka-
jici se bezpecnosti IéCivych pripravkl na své internetové
strance, ve Farmakoterapeutickych informacich nebo
v dalSich médiich. Ve spolupraci s drziteli rozhodnuti o
registraci zvefejnil 17 dopisl pro zdravotnické pracovniky
tykajicich se aktualizovanych informaci k bezpeénému
pouzivani IéCivych pripravkl.

Ustav zahajil vydavani Informa&niho zpravodaje ne-
zadouci uc€inky, ve kterém jsou zverejhiovany aktualni
informace tykajici se bezpe&ného pouzivaniléciv (v roce
2008 vysla dveé Cisla).

Obr. 1.
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4.5 PHARMACOVIGILANCE

In 2008, 1,477 primary reports of suspected adverse reactions
from the territory of the Czech Republic were received, and
389 follow-up reports relevant thereto were made (verification
or obtaining additional information with the reporter). 1,029
reports were received from healthcare professionals (all
reports were, in compliance with the legal requirements,
handed over to the relevant marketing authorisation holders);
and 448 reports were sent by marketing authorisation
holders. Of the total number of received reports, almost 50 %
of reports concerned adverse reactions after vaccination, in
particular complications after the administration of the BCG
vaccine SSI.

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 2008, 1, 837 reports
were submitted. The conclusions of CHMP and of the CHMP
Pharmacovigilance Working Party were being transposed to
the Czech clinical practice in cooperation with the Marketing
Authorisation dept. on an ongoing basis. Nineteen times
the Institute published information indented for healthcare
professionals or for the general public on the safety of medicinal
products on its website, in Farmakoterapeutické informace
(Pharmacotherapeutic Information, Fl) or in other media. In
cooperation with the marketing authorisation holders, the
Institute published 17 letters regarding updated information
on the safe use of medicinal products.

The Institute began to publish the Adverse Reactions
Information Bulletin which provided current information on
the safe use of pharmaceuticals (in 2008 the first two issues
were published).

Podet hlasenych podezFeni na nezadouci GUéinky z Ceské republiky

Number of suspected adverse reactions reported from the Czech Republic

2000

1740

1800

1701

1600

1491 1477

1354

1400

1143

1200

1000

800 721 — 703

600 482

Pocet hlaseni / Number of reports

391

400

200

0
1999 2000 2001 2002 2003

2004 2005 2006 2007 2008

Rok / Year

Zprava o &innosti SUKL v roce 2008

21



Obr. 2.
Reports by the qualification of the reporter

Rozdéleni hlaseni podle kvalifikace hlasiciho
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4.6 LABORATORNI KONTROLA

Laboratorni kontrola je provadéna odborem laboratorni
kontroly:
¢ v ramci pozadavkl danych zakonem o lécivech —
namatkova kontrola jakosti |éCiv v obéhu (projekty)
a propousténi Sarzi,,
¢ v ramci pozadavkl od internich Zadatelt
(ostatni utvary Ustavu), zejména reklamace,
podezreni na padélky a nelegalni |éCiva,
nezadouci ucinky apod.,
* v ramci mezinarodni spoluprace
s Evropskym ustredim 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 zakladée
reauditu auditory EDQM uskute¢néném v dubnu 2008.
Mezinarodni uznani systému managementu jakosti je
podminkou ucasti v mezinarodnich studiich kontroly
centralné registrovanych pfipravkl, které organizuji
EMEA/EDQM, a mezinarodniho uznavani certifikatl na
propousténi Sarzi (Batch Release) v ramci EU.
Vysledky rozbor( vzorkU, které provedla v roce 2008
obé laboratorni oddéleni odboru laboratorni kontroly,
jsou shrnuty v nize uvedenych tabulkach.

Komentované vysledky, véetné hodnoceni jednotlivych
projektl ukon&enych v roce 2007, byly zvefejnény ve
Véstniku SUKL &. 10/2008 a projekty uzaviené v roce
2008 budou zverejnény tamtéz v roce 2009.

Byly dokonceny vSechny projekty pfipravené v roce
2006, jeden projekt pfipraveny v roce 2008 a devét
projektl z tohoto roku je v pFipravné fazi. Ukoncené
rozbory jednotlivych vzorkl v ramci téchto projektu
budou vykazany v hodnotici tabulce po uzavreni celéeho
projektu. Ve spolupraci s ostatnimi ttvary Ustavu a Tymem
pro jakost byl pFipraven plan projektd na roky 2008 —
2009, celkem 10 projektd, pro které v 1. pololeti roku
2008 probéhly odbéry vzorkl inspektory uUstavu a ve
2. pololeti byly dozadany neodebrané vzorky od drzitelt
registracniho rozhodnuti podle platné legislativy.

4.6 LABORATORY CONTROL

Laboratory control is conducted by the Laboratory Control
section:

¢ within the scope of requirements stipulated by the Act

on Pharmaceuticals — a random inspection of the quality
of marketed pharmaceuticals (projects) and batch release;
within the scope of requirements raised by internal
applicants (other units of the Institute), in particular
complaints, suspected counterfeit products and illegal
pharmaceuticals, adverse reactions, etc.;

within the scope of international cooperation with the
European Directorate for the Quality of Medicines (EDQM).
The section has developed a quality management system
pursuant to CSN EN ISO/IEC 17025, 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 EMEA/EDQM and international recognition of
certificates for batch release within the EU.

The results of sample analyses carried out in 2008 by both
laboratory departments of the Laboratory Control section are
summarised in tables below.

The commented results, incl. the evaluation of individual
projects completed in 2007, were published in SUKL Bulletin
10/2008 and projects completed in 2008 will be published in
the same media in 2009.

All projects prepared in 2006 and one project prepared in
2008 were completed, and nine projects from this year are
being prepared. Previously completed analyses of individual
samples within these projects will be reported by means
of a rating table after the completion of the entire project. In
cooperation with other sections of the Institute and the Quality
Team, a project plan for 2008-2009 was drafted, including
10 projects in total for which sampling by SUKL inspectors
was conducted in the first half of 2008 and in the second half
of the year samples previously not taken were additionally
requested from marketing authorisation holders in compliance
with effective legislation.
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Tabulka 1.

podle pfredem pfFipravenych projekti
Projekty uzavrené v roce 2008:

Surveillance over the quality of marketed pharmaceuticals by means of laboratory

analyses as per projects prepared in advance
Projects concluded in 2008:

Dozor nad kvalitou IéCiv na trhu prostifednictvim laboratornich rozboru

Pocet Pocet Pocet Pocet = Poégt
o o s o pripominek
analyzovanych analyzovanych vyhovujicich nevyhovujicich i o
. = G o 5 a k registrac¢ni
Nazev projektu pFipravku vzorku vzorku vzorku IV N m——
Project title Number Number Number Number of
. e Number
of analysed of analysed of compliant | out-of-specification
roducts samples samples samples A
P P P P on MA dossier
1a/2006 pfFipravky
obsahujici par'agetamol 23 55 55 1
products containing
paracetamol
1b/2006 pripravky
obsahujici am'bll'oxol 8 46 46
products containing
ambroxol
1¢c/2006 pripravky
obsahujici alepc.ironat 12 19 19
products containing
alendronate
1d/2006 pripravky
obsahujici
atorvastatin + API 5 31 31 1
products containing
atorvastatine + AP|
1e/2006 pripravky
obsahujici trar:nfaldol 42 101 100 1 >
products containing
tramadol
3/2008
Radiofarmaka 32 32 28 4
Radiopharmaceuticals
Celkem / Total 121 281 276 5 3
Tabulka 2. Propousténi Sarzi stanovenych lééivych pfFipravku
Batch release for defined medicinal products
Laboratorné
ovéreno 3
(¢]
Poget nahll:’:éier:’ch Poget Propusténo vzorku / rge:(éetémno £ £ o &
druhti LP YCN | hahlasenych | na zakladé poolti propusts Bao|EQC
= LP - e Sarzi L i
Druh pFipravku Number Sarzi certifikatu Number 390 8=
. Number Total 20 |= 0o &
Product type of kinds Number Released of samples/ ot |EES
. of reported . numberof | £ & [,§ § <
of medicinal . of reported on the basis pooles 05|l
medicinal e ) released [0} 505
products batches of a certificate subjected 2 |a S
products batches 2 i)
to laboratory
verification
krevni derivaty 531 389 346 43/1 389 o | 389
Blood derivatives
vakeiny CR 39 30 2 30 32 0 32
Czech vaccines
vakciny dovoz
. 376 175 170 5 175 (0] 175
Imported vaccines

V odboru laboratorni kontroly bylo provedeno podle
vySe uvedenych tabulek 841 kompletnich rozbor( vzorku.
Pocéty ukonéenych rozbord vzork( v ramci neuzavienych
projektl se zahrnuji do tabulek az po jejich uzavieni.

after the completion of the project.

As indicated in the above provided tables, 841 complete
sample analyses were carried out in the Laboratory Control
section. The numbers of completed sample analyses within
the scope of active projects are included in the tables only
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Tabulka 3.

7, SUKL

Laboratorni kontrola IéCiv a pomocnych latek na vyzadani jinymi utvary ustavu,

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

Pocet Z toho Z toho
vzorku vyhovuje nevyhovuje
Number Of which Of which
of samples | compliant | hon-compliant
PodezfFeni na zavadu v jakosti IéCiva 34 21 13
Suspected quality defect of a pharmaceutical
NU / ADR 1 1
PodezfFeni na padélky, (RAP, Policie, SZPI)
Suspected counterfeit products (Enforcement, Police, Czech Agriculture and 14 6 8
Food Inspection Authority /CAFIA/)
Lékarenské vzorky / Pharmacy samples 266 248 18
Mezinarodni studie v ramci OMCL 12 12
International studies within the scope of OMCL
Ovéreni jakosti referenénich latek pro Ph. Eur., resp. CL 2 2
Verification of quality of reference substances for Ph. Eur or Czech Pharmacopoeia
Ovéreni navrht Iékopisnych monografii 5 5
Verification of pharmacopoieal monograph drafts
Ostatni rozbory+/ / Other analyses+/ 145 141 4
Celkem / Total 478 435 43

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

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

Vyznamné jsou rozbory analyzovanych vzorkl s pode-
zfenim na padélky nebo neregistrovana léciva: v ramci
spoluprace s pracovniky enforcementu a jejich prostred-
nictvim s Policii CR a Celni spravou. Souhrnna zprava
o rozborech téchto vzorku byla uverejnéna ve Véstniku
SUKL &. 12/2008.

V ramci zakonného ukolu propousténi Sarzi byly
vSechny nahlasené sSarze propustény do terénu vcas, tj.
v zakonem a pokynem UST-21 stanovenych terminech.
VSechny laboratorné ovérené vzorky vyhovély, véetné
poold (vychozich krevnich smési).

Pocget vzorkl hodnocenych jako nevyhovujici (bez pa-
délkd a nelegalnich pripravkd) ¢inil 4,8 % (2,3 % v roce
2007, 3,6 % v roce 2006, v roce 2005 4,3 %, v roce 2004
4,6 %, v roce 2003 5,4 %). Zavady lecCiv zjiSténeé odborem
laboratorni kontroly se tykaly zejména obsahu ucinnych
latek, jejich Cistoty, znaceni pripravkl ap.

Mezinarodni spoluprace v oblasti laboratorni
kontroly

Od roku 1995 je odbor laboratorni kontroly aktivnhim
Clenem mezinarodni sité Official Medicines Control
Laboratories (OMCL), fizené EDQM, kromé jiné spolu-
prace se odbor podili na spole¢nych studiich kontroly
jakosti lécCiv v obéhu, porovnavacich studiich, pfipravé
referencnich latek pro Evropsky lékopis a dale na spo-
le¢né studii EMEA/EDQM laboratorniho ovéreni jakosti
centralné registrovanych ptipravku.

Odbor laboratorni kontroly se v roce 2008 zucastnil
kolaborativnich mezinarodnich studii v ramci sité OMCL,
uvedenych v tabulce 4.

Analyses of samples analysed in the case of suspected
counterfeit products or non-authorised pharmaceuticals are
much important: in cooperation with the enforcement staff
and, through them, with the Czech Police and the Customs
Administration. A summary report on the analyses of these
samples was published in SUKL Bulletin 12/2008.

Within the 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. All samples subjected to laboratory
verification complied, incl. pools (primary blood pools).

The number of samples rated as non-compliant (without
counterfeit and illegal products) was 4.8% (2.3% in 2007; 3.6%
in 2006; 4.3% in 2005; 4.6% in 2004; 5.4% in 2003). Defects of
pharmaceuticals identified by the Laboratory Control Section
concerned primarily the contents of active substances, their
purity, product labelling, etc.

International cooperation in the area of laboratory control
Since 1995, the Laboratory Control section has been an active
member of the Official Medicines Control Laboratories (OMCL)
international network managed by EDQM; besides other
types of cooperation, 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 EMEA/EDQM study in
laboratory quality control of centrally authorised products.

In 2008, the Laboratory Control section participated in
collaborative international studies within the scope of the
OMCL network, as specified in Table 4.
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Tabulka 4. Ud&ast na mezinarodnich studiich

Involvement in international studies

Studie / Study | Nazev studie / Study title Hodnoceni / Rating
PTS 090 Dissolution Testing Velmi dobré / Very good
SUP 001 Analysis of Suspicious unknown Products Velmi dobré / Very good
Primeérné - RSD odpovidalo kritériim, avSak z-score
PTS 099 Assay by Liquid Chromatography nepatrné nad limitem / Average - RSD consistent with the
criteria, but z-score slightly above-limit
PTS 100 Potentiometric Titration Vysl(:z'dky mimo speclf’lfac.I - stanoveno napr:avne .
opatreni / Out-of-specification results — corrective action
PTS 101 Dissolution Testing Velmi dobré / Very good
PTS 094 Potency Assay for Oral Dosud studie nevyhodnocena
Poliomyelitis Vaccines Study rating yet to be completed
SUP 002 Analysis of Suspicious Dosud studie nevyhodnocena
unknown Products Study rating yet to be completed
CAP Testing of the Centrally Authorised Product | EDQM vydalo vysledky jako zpravu pro EMEA /7 EDQM
INVIRASE hard capsules published the results in the form of a report for EMEA
CRS Collaborative Trial on Clindamycin Podklad pro vyhlaseni CRS - nehodnoti se / Source
Hydrochloride CRS material for CRS — not subject to rating
CRS Collaborative Trial Podklad pro vyhlaseni CRS — nehodnoti se / Source
on Dydrogesterone CRS material for CRS — not subject to rating

Vysvétleni zkratek

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

CRS - Chemickareferenc¢nilatka. Pfiprava referencnilatky pro Evropsky
lékopis — ovéreni jakosti lécivé latky uréené pro pouziti pfi rozboru
podle monografie Ph. Eur.

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

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

Odbor Iékarenstvi a distribuce provadi inspekce Iékaren,
vydejen zdravotnickych prostfedkl, prodejcu vyhra-
zenych léciv (dale jen PVL), zdravotnickych zafizeni
(v&etné jejich specializovanych pracovist) a distributor(
IécCiv. Kontrola Iékaren a distributort v roce 2008 nové
zahrnovala také cenovou kontrolu. S vyjimkou zdravot-
nickych zafizeni odbor takeé vede a pravidelné aktualizuje
databaze té&chto subjektud.

Koncem roku 2008 ustav evidoval 2 346 Ieékaren, 3 [ékarny
patfido resortu Ministerstva Obrany CR, dale se evidovalo
243 odloucenych oddéleni vydeje IéCiv a zdravotnickych
prostfedku (dale jen OOVL), 369 schvalenych vydejen
zdravotnickych prostfedku, 179 prodejcu vyhrazenych
Iéciv, 44 oddéleni nuklearni mediciny zdravotnickych
zarizeni a 227 distributord l1écivych pripravkd. Pocet
lékaren poprveé od roku 1990 klesl, a to o 28 lékaren
ve srovnani s rokem 2007 (obr. 1).

Pocet distributort se v roce 2008 zvysil o 3 subjekty
na celkem 227 drziteld povoleni k distribuci Ié¢ivych
pfipravkl. Bylo vydano 15 novych povoleni k distribuci,
13 povoleni bylo zruSeno a zména byla provedena u
celkem 69 subjektl (tabulka 1).

Legend to abbreviations:

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

4.7 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), and distributors
of pharmaceuticals (wholesalers). In 2008, the pharmacy
and distributor control newly included also price control. The
section, moreover, maintains and regularly updates databases
of these entities, except for healthcare facilities.

In late 2008, the Institute had a list of 2,346 pharmacies, of which
3 fell within the scope of operation of the Ministry of Defence
of the Czech Republic; moreover, the Institute registered 243
detached pharmaceutical and medical devices dispensing units
(hereinafter referred to as OOVL), 369 approved medical
devicedispensaries, 179vendorsofselectedpharmaceuticals,
44 nuclear medicine departments of healthcare facilities, and
227 distributors of medicinal products. In the period from
1990, the number of pharmacies dropped for the first time,
by 28 pharmacies compared to 2007. (Fig. 1)

In 2008, the number of distributors increased by 3 entities
to the total number of 227 medicinal product distribution
authorisation holders. 15 new distribution authorisations were
granted, 13 revoked and changes were made in respect of
69 entities in total (Table 1).
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Obr. 1. Pocet Iékaren a OOVL v letech 1991-2008 (stav k 15. 1. 2009)
Number of pharmacies and OOVL in 1991 — 2008 (situation as of January 15 2009)
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Tabulka 1. Distribuce IéCiv
Distribution of pharmaceuticals

Prechod - -
z minulého LA
- Prijato Vydana Pocet Pocet do nového
obdobi - . - - - p . -
Brought zadosti rozhodnuti stazeni zamitnuti obdobi
g Received Issued Number of | Number of Brought
forward from L .. , . .
. applications | decisions withdrawals | rejections | forward to the
the previous .
new period

period

Zadost o povoleni distribuce
Application for distribution 2 18 15 2 0 3
authorisation

Zadost o zménu povoleni
distribuce

Application for variation

to distribution authorisation

Zadost o zruseni distribuce
Application for distribution 1 12 13 0 (0] (0]
authorisation revocation

Tabulka 2. Inspekéni dozor nad distributory
Inspection surveillance over distributors

s . . . Hodnoceni inspekci Opatreni
Pocet inspekci / Number of inspections Fietiing frain fre neseeian 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
201 53 117 8 23 147 32 8 33 5

Klasifikace zavad: 1 — dobré ¢ 2 — uspokojivé ¢« 3 — neuspokojive
Classification of defects: 1 — good ¢ 2 — satisfactory ¢ 3 — not satisfactory
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Probéhlo celkem 201 inspekci distributord. Z poctu
hodnocenych inspekci (187) u distributord bylo 78,6 %
hodnoceno stupném 1 (dobré), v 17,1 % stupném 2 (uspo-
kojivé) a ve 4,3 % stupném 3 (neuspokojive). Na zakladé
zjisténych skutecnosti byla v 1 pfipadé pozastavena
¢innost distributora a bylo podano 5 navrhl na ulozeni
pokuty (tabulka 2).

V roce 2008 bylo provedeno celkem 978 inspekci
Iékaren. Na zakladé inspekci provedenych v Iékarnach
bylo podano 22 navrh( na uloZeni pokuty, v jednom
pfipadé byl pozastaven provoz Iékarny.

V lékarnach bylo také nové provedeno 157 kontrol
zamérenych na dodrzovani zakona o cenach a pravidel
cenové regulace u léCivych pripravkl, 1 cenova kontrola
probéhla i u distributora IéCiv.

Dale byla provedena kontrola u 31 prodejcl vyhrazenych
IéCiv. Z celkového poctu 44 oddéleni nuklearni mediciny
(ONM) probéhla inspekce u 13 z nich. Oproti roku 2007
dale vzrostl pocet inspekci tykajicich se zachazeni
s léc¢ivymi pFipravky ve zdravotnickych zafizenich (ZZ)
na 305 kontrol (v roce 2007 bylo provedeno 226 inspekci
ZZ); zjisténé nedostatky byly divodem k podani celkem
6 navrhu na ulozeni pokuty.

Tabulka 3.
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In total, 201 inspections of distributors were conducted. 78.6%
of rated inspections of distributors (187) were rated with
grade 1 (good); 17.1% with grade 2 (satisfactory); and 4,3%
with grade 3 (not satisfactory). On the basis of the identified
facts, the operation of the distributor was suspended in
1 case, and in 5 cases the imposition of fines was proposed
(Table 2).

In 2008, the total of 978 inspections of pharmacies was
conducted. On the basis of the inspections carried out in
pharmacies, in 22 cases fine imposition was proposed and
in one case the operation was suspended.

Furthermore, 157 new inspections focused upon compliance
with the Act on Prices and rules of price regulations governing
medicinal products were conducted, 1 price inspection was
conducted at a distributor of pharmaceuticals.

Furthermore, inspections of 31 vendors of selected
pharmaceuticals were conducted. Of the total number of 44
nuclear medicine departments (ONM), 13 were inspected.
Compared to 2007, the number of inspections concerning
handling of medicinal products in healthcare facilities grew
to 305 inspections (in 2007, 226 inspections of healthcare
facilities were conducted); the shortcomings identified were
a reason for the proposition of a fine in 6 cases.

Inspekéni dozor nad Iékarnami, oddélenimi nuklearni mediciny,

zdravotnickymi zafFizenimi, prodejci vyhrazenych IéCiv
Inspection surveillance over pharmacies, nuclear medicine departments,
healthcare facilities, vendors of selected pharmaceuticals

Pocet inspekci Klasifikace zavad Sankce
Number of inspections Classification of defects Penalties
celkem / total 1 2 3 A B C
Lékarny (*1x nehodnoceno)
Pharmacies 978* 712 | 72,88 % | 178 | 18,22 % | 87 8,9 % - 1 22
(*not rated in 1 case)
ONM 13 7 53,86 % 3 23,07 % 3 23,07 % - - -
Zdravotnicka zarizeni 305 197 | 64,60% | 89 | 2920% | 19 | 620% | - | - | 6
Healthcare facilities
Prodejci vyhrazenych IéCiv
(*1x nehodnoceno)
Vendors of selected 31* 24 | 80,00 % 2 6,67 % 4 13,33 % - - 1
pharmaceuticals
(*not rated in 1 case)

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

Na zakladé podnétd, které SUKL obdrzel k ginnosti Iéka-
ren a zdravotnickych zafizeni, ve kterych se poskytuje
zdravotni péce, bylo provedeno celkem 90 cilenych
inspekci. Cilené inspekce zaméfené na nadmérny
vydej pfipravkl s obsahem pseudoefedrinu do 30 mg
provedl SUKL ve 22 Iékarnach, v 7 pfipadech byl na
zakladé zjisténych skute€nosti podan navrh na pokutu.

Pracovnici odboru rovnéz poskytli 142 konzultaci, ktere
se tykaly zejména dispozi€nich fesSeni a pristrojového
vybaveni stavajicich nebo nové vznikajicich subjektd.

On the basis of motions received by SUKL concerning the
operation of pharmacies and healthcare facilities providing
health care, 90 targeted inspections in total were conducted.
Targeted inspections focusing upon excessive dispensing
of products containing pseudoephedrine up to 30mg were
conducted by SUKL in 22 pharmacies; in 7 cases, fine
imposition was proposed due to the identified facts.

The employees of the Section also gave 142 consultations, in
particular on the layout and technical equipment of existing
or newly established entities.
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V roce 2008 bylo vydano celkem 383 osvédceni o
vécném a technickém vybaveni Iékaren.

V roce 2008 bylo odebrano 276 Iékarenskych vzorku.
Oproti pfedesliému roku bylo odebrano vyrazné méné
lékarenskych vzork(-pokles o 76,6 %; pocet odebranych
vzorkU tak kopiroval dlouhodoby trend utlumu pfipravy
léCivych pripravkd v lékarnach. Pocet vyhovujicich
lékarenskych vzorkl se oproti predeslému roku snizil o
2,57 %. Nejcastéjsi zjisSténeé zavady u odebranych lécCivych
pripravkl pFipravenych v Iékarnach uvadi obr.2.

Obr. 2. Podil jednotlivych typu zavad v %

Percentage of various types of defects
100

80
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In 2008, 383 certificates of material and technical equipment
of pharmacies were issued in total.

In 2008, 276 pharmacy samples were taken. Compared to the
previousyear,muchlesspharmacy samplesweretaken-adrop
by 76.6%; the number of taken samples thus reflected the
long-term trend of decrease in the preparation of medicinal
products in pharmacies. The number of compliant pharmacy
samples dropped by 2.57% compared to the previous year.
The most frequently identified defects in the sampled medicinal
products prepared in pharmacies are provided in Fig. 2.
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4.8 DOZOR V OBLASTI VYROBY,
SPRAVNE LABORATORNI A KLINICKE PRAXE

Vyroba légiv

Aktualizované seznamy dozorovanych provozovatel(
v oblasti vyroby a vyzkumu lé¢€iv jsou uvedeny na inter-
netové strance Ustavu.

V oblasti vyrobcu (véetné zafizeni transfuzni sluzby)
bylo pfijato celkem 116 zadosti o vydani povoleni vyroby
nebo jejich zmény (tab. 1). Pocet pfipadl pfevadénych
mezi jednotlivymi lety odpovida intervalu pro vyfizeni
zadosti. PoCet zadosti o zménu povoleni byl vy§si nez
v roce 2007, pocet vydanych rozhodnuti ztstal ale na
stejné urovni. Vyssi byl pocet Zadosti o zruseni povoleni
vyroby.

Bylo provedeno celkem 156 inspekci (narlst o 10 % oproti
roku 2007), jejichz povahu a vysledky hodnoceni uvadi
tabulka 2.

2006

Nevyhovujici galenické
zpracovani
Non-compliant galenic
processing

Nevyhovujici ¢isténé vody
Non-compliant purified water

Nevyhovujici celkova hmotnost
Non-compliant total weight

Nevyhovuijici obsah ucinné latky
Non-compliant content
of active substance

2007

4.8 SURVEILLANCE IN THE AREA
OF MANUFACTURE, GOOD LABORATORY
PRACTICE AND CLINICAL PRACTICE

Manufacture of pharmaceuticals

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

In the area of manufacturers (incl. blood centres) 116
applications for manufacturing authorisation or variations
thereto were received in total (Tab. 1). The number of cases
brought forward from one year to another corresponds
to the interval for application processing. The number of
applications for variation to authorisation was higher than in
2007; the number of issued decisions, however, remained
on the same level. The number of applications for revocation
of a manufacturing authorisation grew.

In total, 156 inspections were carried out (a 10% increase
compared to 2007), whose nature and results of evaluation
are provided in Table 2.
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Tabulka 1. Agenda Zadosti v oblasti vyroby IéCiv
Applications in the area of manufacture of pharmaceuticals
NedoreSeno Pocet Prechazi
z minulého Prijato Vydana Pocet zastaveni/ do nového
T Ty — obdobi zadosti rozhodnuti | zamitnuti stazeni obdobi
ypP PP yP Pending from | Received Issued Number of | Number of Brought
previous applications | decisions | rejections | suspensions/ | forward to the
period withdrawals new period
vyrobce IéCivych
Zadost ) pripravka 3 4 4 o 1 2
o povoleni Manufacturer
vyroby of medicinal products
e .for kontrolni laborator
manufacturing 1 1 2 0] 0] 0]
. Control laboratory
authorisation
ZTS / Blood centre 1 1 2 (0] (0] 0
Zadost vyrobce lé&ivych
o zmem.! pFipravka 5 75 56 o 5 16
povoleni Manufacturer of
vyroby medicinal products
App "C?t'?n kontrolni laborator
for variation to 2 4 5 (0] 1 0
. Control laboratory
manufacturing
authorisation |ZTS / Blood centre 2 26 26 (0] (0] 2
Zadost o zruseni povoleni vyroby
Application for revocation 1 8 9 (0] (0] 0
of manufacturing authorisation
Celkem / Total 15 116 104 o 7 20

Tabulka 2.

Provedené kontroly a jejich vysledky

Conducted inspections and their outcomes

Pocet inspekci / Number of inspections

Hodnoceni inspekci / Rating from inspection

celkem
Total

avodni
Initial

nasledné
Follow-up

cilené
Targeted

zména
Variation

dobré*

Good “h

uspokojivé

Satisfactory

IRuje*

neuspokojivé
/nespliuje*

satisfactory

Not

poruseni
zakona
Breach
of law

pokuta
Fine

Vyrobci
Iécivych
pripravku
Manufacturers
of medicinal
products

53

34 8

40

Vyrobci
Iécivych
latek
Manufacturers
of active
substances

15

12

Kontrolni
laboratore
Control
laboratories

10

ZTS
Blood centres

43

37 (0]

45

Krevni
sklady
Blood banks

Etické
komise
Ethics
Committees

10

Inspekce
SKP

GCP
inspections

15

2 11

Pozn.: od 2. Q 2008 doslou vyrobcu lécivych pfipravkd, I€Civych latek a kontrolnich laboratofi ke zméné systému hodnoceni
(pUvodné: dobreé (1), uspokojivé (2), neuspokojivé (3), nové: splfiiuje nebo nesplriuje)
Note.: In Q.Il of 2008, the rating system for manufacturers of medicinal products, active substances and control laboratories was changed
(originally: good (1), satisfactory (2), not satisfactory (3); currently: Compliant or Non-compliant)
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Uvodni kontrola se provadé&la v souvislosti s zadosti
o povoleni k ¢innosti na zakladé § 63 odst. 4 zakona
C.378/2007 Sb. Nasledna kontrola se provadélauvyrobce
lIécivych pripravkd, Ié¢ivych latek, kontrolni laboratore
nebo v ZTS v intervalech stanovenych vyhlaskou ¢.
411/2004 Sb. (nove pak podle vyhlasky ¢. 229/2008 Sb.
a pro ZTS podle vyhlasky &. 143/2008 Sb.). Kontrola
souvisejici se zménou se provadi tehdy, jestlize doslo
ke zménam podminek, za nichz byla ¢innost povolena.
Cilena kontrola je uréena k provéreni urcitého vyseku
¢innosti (napf. kontrola souvisejici se zavadou v jakosti
Iécivého pripravku).

Z celkového poctu 78 kontrol u vyrobcu Iécgivych pfi-
pravkuy, I€éCivych latek a kontrolnich laboratofi byl pouze
1 vyrobce lécgivych pfipravkd hodnocen neuspokojivé
(v roce 2007 byly hodnoceny neuspokojivé 4 subjekty),
ve 4 pripadech doslo u vyrobcul lécgivych pfipravku
k porudeni zakona o légivech. Uroven Spravné vyrobni
praxe (SVP) v ZTS byla pfevazné hodnocena jako dobra,
v 1 pfipadé bylo zjist€éno porusenizakona. Plan naslednych
kontrol byl plnén u v8ech regulovanych subjektd a byl
dodrzovan interval inspekci stanoveny vyhlaskou.

Spravna laboratorni praxe (SLP)

Vroce 2008 bylo evidovano celkem 11 drzitelt Certifikatu
spravné laboratorni praxe s prevazujicim rozsahem
¢innosti toxikologické studie, ktefi jsou zafazeni do
Narodniho programu SLP. V tomtéz roce bylo v ramci
naslednych kontrol inspektovano 5 drzitelt certifikatu
SLP, vSichni splnili pozadavky SLP.

Spravna klinicka praxe (SKP)

V prdbéhu roku bylo provedeno 9 naslednych inspekci
multicentrickych etickych komisi a 1 cilena inspekce
mistni etické komise (tabulka 2). Nasledné inspekce byly
podkladem pro prodlouzeni ur€eni etickych komisi
k vydavani stanoviska k multicentrickym klinickym hod-
nocenim MZ CR. Z 15 inspekci SKP uvedenych v tabulce
2 byly provedeny 3 systémove inspekce spravne klinické
praxe, 5 cilenych inspekci SKP u zkousSejicich pfed zaha-
jenim klinického hodnoceni faze |, 6 inspekci SKP na
podnét, a 1 naslednainspekce FV. Dale byly provedeny
3 inspekce SKP pro EMEA a 1 inspekce SKP pro WHO.

Opatreni a sankce

Pracovniky dozoru v oblasti vyroby, spravné laboratorni
a klinické praxe bylo v roce 2008 zjisténo v 7 pfipadech
poruseni zakona o léCivech, ve 3 pfipadech byl dan
podnét na zahajeni spravniho fizeni o ulozeni pokuty.
Na zakladé provedenych inspekci byly ulozeny 3 pokuty
v celkoveé vysSi 696 000,- KE.

Certifikace

Bylo vydano celkem 593 ruznych certifikat( (542 v roce
2007), z €ehoz je obdobné jako v minulych letech nej-
vysSi pocet certifikatl vydanych na Iécgivé pripravky
(449). Bylo ukonéeno vydavani certifikatd pro vyrobu
IécCivych pripravkl a pro kontrolni laboratof na zadost
a noveé jsou vydavany certifikaty po inspekcich vyrobcu
IécCivych pripravkl véetné kontrolnich laboratofi (za tyto
certifikaty neni poZzadovan poplatek). Poinspekéni cer-
tifikaty se vkladaji do EudraGMP databaze, kterou vede
EMEA. VSechny certifikaty byly vydany v 30-ti denni InGté,
resp. v pfipadé certifikatl po inspekci v 90-ti denni InGté.

7, SUKL

Initial inspections were conducted upon applications for
authorisation of operation 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 411/2004 Coll. (currently
pursuant to Decree No 229/2008 Coll. and for blood centres
pursuant to Decree No 143/2008 Coll.). Inspections associated
with a variation are conducted where a change to the
conditions under which the operation had been authorised
has occurred. Targeted inspections are conducted 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 78 inspections at the premises of
manufacturers of medicinal products, active substances,
and control laboratories, only 1 manufacturer of medicinal
products was rated as not satisfactory (in 2007, 4 entities
were rated as not satisfactory), and in 4 cases manufacturers
of medicinal products breached the Act on Pharmaceuticals.
The standard of GMP in blood centres was mostly rated as
good; in 1 case a breach of law was identified. The plan of
follow-up inspections was fulfilled for all regulated entities
and the inspection interval stipulated by the Decree was
complied with.

Good laboratory practice (GLP)

In 2008, in total 11 holders of Good Laboratory Practice
Certificates were registered, with prevailing scope of activities
in toxicological studies; these have been included in the
National GLP Programme. In the same year, 5 holders of
GLP certificates were inspected within the scope of follow-up
inspections; all of them complied with GLP requirements.

Good clinical practice (GCP)

In the course of the year, 9 follow-up inspections of multicentric
ethics committees and 1 targeted inspection of a local ethics
committee were conducted (Table 2). The follow-up inspections
formed the basis for renewal of designation of the ethics
committees for the issuance of opinions on multicentric
clinical trials by the Czech Ministry of Health. Of the 15 GCP
inspections mentioned in Table 2, 3 systemic inspections
of good clinical practice, 5 targeted GCP inspections of
investigators prior to the commencement of Stage-I clinical trial,
6 triggered GCP inspections and 1 follow-up PV inspection
were conducted. Furthermore, 3 GCP inspections for EMEA
and one GCP inspection for WHO were carried out.

Actions and penalties

In 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, and in 3
cases administrative proceedings regarding fine imposition
were instituted. Based on the inspections conducted, 3 fines
in the total amount of 696,000 CZK were imposed.

Certification

In total, 593 various certificates were issued (542 in 2007), of
which, like in the previous years, the highest number was the
number of certificates issued for medicinal products (449).
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.
control laboratories (these certificates are not subjected to
any fees). Post-inspection certificates are entered in the
EudraGMP database maintained by EMEA. 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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Tabulka 3. Vydané certifikaty
Issued certificates
Pocet zadosti P°i§_;ﬁg:‘g ch
Druh certifikatu /7 Type of certificate Number E
L Number of issued
of applications .
certificates
Pro lIé€ivou latku / For an active substance 44 44
Pro lIéCivy pripravek / For a medicinal product 449 449
Certifikat SLP / GLP Certificate 4 4
Certifikat SVP pro vyrobce IéCivych latek / GMP Certificate for manufacturers 6 8
of active substances
Certifikace EU/MRA / EU/MRA certification 4
Evidencéni €islo kontrolni laboratore / Reg. number of a control laboratory
Certifikace vyrobcu a kontrolnich laborato¥i po inspekci / Post-inspection _ 79
certification of manufacturers and control laboratories

Posouzeni splnéni SVP v ramci registraéni agendy
Bylo prijato celkem 1 868 pfipadl (narlst oproti roku
2007 o 10 %), vSechny byly v terminu vyfizeny.

Zavady v jakosti IéCiv

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

Tabulka 4. Zavady v jakosti
Quality defects

Assessment of GMP compliance within the scope

of marketing authorisation procedure

In total, 1,868 cases were received (a 10% increase compared
to 2007) and all were completed in time.

Quality defects of pharmaceuticals

In the sphere of quality defects of pharmaceuticals the number
ofreceived reports was atthe same level asinthe previous year,
all of the reports 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.

Pocet podnétua
Number of motions

Zasah / Intervention

Pozastaveno Stazeno* Uvolnéno Zavada bez stazeni*
Suspended Recalled* Released Defect without recall*
Lécivé pripravky
Medicinal products peld 2 e = 2

*Klasifikace zavad: Lécivé pripravky: tf. | - 4, tf. Il - 20, tF. lll - 12

*Classification of defects: Medicinal products: Class | - 4, Class Il - 20, Class Ill - 12

Byly rozeslany &tyfi ,Rychlé vystrahy* SUKL a jeden
»,Rapid Alert“ do zahranici. O vSech stazenych pfipravcich
byl terén informovan prostfednictvim internetovych
stranek SUKL, Zdravotnickych novin, Vé&stniku SUKL,
v mésicnich intervalech byly informovany takeé Krajské
urady a dalsi instituce a prostfednictvim elektronicke
posty také distributofi 1éCivych pfipravkl a nékteré
lékarny.

Prostfednictvim systému rychlého varovani (Rapid
Alert System) zemi EU, MRA PIC/S ustav pravidelné
pFijima a vyhodnocuje informace o zavadach v jakosti
Iéciv. Obdrzeli jsme celkem 98 varovani, coz predstavuje
srovnatelnou hodnotu oproti pfedchozimu roku (96
varovani). | nadale probiha vzajemna vymeéna informaci
se SUKL v Bratislavé, z jehoz strany jsme obdrzeli 5
podnétl nad ramec spoluprace s EU.

4.9 DOZOR YV OBLASTI REGULACE REKLAMY
NA LECIVE PRIPRAVKY

Ustav se v roce 2008 zabyval celkem 127 podnéty na
poruseni zakona ¢. 40/1995 Sb., o regulaci reklamy, ve
znéni pozdéjsich pfedpist (ZoRR).

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

Via the EU, MRA PIC/S Rapid Alert System, the Institute
regularly receives and evaluates information on quality
defects of pharmaceuticals. In total, the Institute received
98 alerts, which was comparable to the previous year (96
alerts). Exchange of information with the Slovak State Institute
for Drug Control (SUKL) in Bratislava still continues and the
Institute has received from SUKL 5 reports beyond the scope
of cooperation with the EU.

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

In 2008, the Institute investigated 127 suspected breaches of
Act No 40/1995 Coll., on Advertising Regulation, as amended
(Act on Advertising Regulation).
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Tabulka 1. Prehled podnétl FeSenych pro podezieni na poruseni ZoRR
Overview of investigated reports of suspected breach of the Act on Advertising Regulation
Podnéty prevedené Nové prijaté podnéty Celkovy
z roku 2007 Vv roce 2008 stav

Brought forward from 2007 Newly received in 2008 Total

Pocet podnéta

Number of reports st %6 127

Ukoncéené

Completed ) 1 e

Pfedané k zahajeni SR

Forwarded for commencement of administrative 12 15 27

proceedings

Rozpracované / Pending (6] 34 34

Predmeétem Setfenych reklam byly v 79 % tisténé reklamni
materidly, v 5 % weboveé stranky, sponzorovani zaujimalo
4 % a reklamni vzorky 7 % ptipadd.

Reklama na léky na predpis tvorila 56 % Setfenych pfri-
paduy, reklama na léky volné prodejné 36 % pfipadu.
Farmaceutické spolecnosti nebo jejich pravni zastupci
podali 21 oznameni o mozném poruseni zakona, pro-
fesni organizace 4, anonymoveé 4, soukromeé osoby 7,
organy statni spravy 5. Pracovnici SUKL aktivné Setfili
55 pfipadd.

V roce 2008 bylo ukon&eno 11 spravnich fizeni, jejichz
vysledkem byla pokuta v celkové vysi 1 194 000,- KE.
Nejvyssi pokuta ve vysi 300 000,- KE byla udélena za
reklamu zamérenou na Sirokou verejnost, ktera zahr-
novala prvky vyuzivajici motiv strachu.

Na zadost vydal Ustav 74 odbornych stanovisek k proble-
matice zamyslené reklamy.

Oproti roku 2007 SetFil ustav v roce 2008 o 8 podnétu
vice. V roce 2008 bylo udéleno 11 pokut oproti 5 poku-
tam v roce 2007, jejich celkova vyse byla 2,5 nasobkem
vysSe pokut udélenych v roce 2007. Lze konstatovat, ze
vroce 2008, i pfi vysSSim poctu oznamenych a Setfenych
podnétd na mozné poruseni zakona, nedoslo v oblasti
reklamy na légivé pfipravky, kterou dozoruje SUKL, ke
zjisténi vyrazné zavazneého poruseni zakona.

4.10 PROSAZOVANI PRAVA

Aktivni dozor v oblasti nelegalniho zachazeni s |éCivymi
pfipravky je zamé&ren hlavné na oblasti zjistovani, vyse-
tfovani, postih pfipadu distribuce a prodeji osobami
bez prislusného povoleni a na oblast monitoringu inter-
netoveého prostredi, ve kterém probiha nelegalni prodej
lécivych pripravkd.

Ustav v oblasti prosazovani prava-enforcementu tizce s
polupracuje s Celni spravou, Policii CR, Ceskou obchodni
inspekci, Statni zemédélskou a potravinarskou inspekci
(SZPI) a zivnostenskymi trady (ZU). Spoluprace je rozsi-
Ffena také na zahranic¢ni partnery, a to nejen pfi vymeéné
informaci, ale i pfi vySetfovani konkrétnich pripadid s moz-
nym mezinarodnim dopadem.

P¥i Setfeni podnétl na nelegalni zachazeni s I1éCivy byly
provedeny ruzné souvisejici kontroly, viz obr. 1.

The object of the investigated advertising was, in 79% of
cases printed advertising materials, in 5% websites, in 4%
sponsoring, and in 7% promotion samples.

Advertising for prescription-only medicines represented
56% of investigated cases; advertising for OTC medicines
represented 36% of cases.

Pharmaceutical companies or their legal representatives filed
21 reports on suspected breach of law, 4 of these reports were
filed by professional societies, 4 were anonymous, 7 were
lodged by private individuals, and 5 by public administration
bodies. The employees of SUKL actively investigated 55 cases.

In 2008, 11 administrative proceedings were completed and
resulted in fines in the total amount of 1,194,000 CZK. The
highest fine of 300,000 CZK was imposed for advertising
targeted on the general public, which employed elements of
fear.

The Institute issued 74 expert opinions on intended advertising
issues upon request.

In 2008, the Institute investigated 8 more reports than in 2007.
In 2008, 11 fines were imposed compared to 5 fines in 2007,
and their total amount was 2.5 higher than the amount of
fines imposed in 2007. It may be said that in 2008, despite
the higher number of reported and investigated cases of
suspected breach of law no serious breach of law was
identified in the sphere of advertising for medicinal products
controlled by SUKL.

4.10 ENFORCEMENT

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

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

When investigating reports of suspected illegal handling of
pharmaceuticals, various related controls were carried out
(Fig. 1 refers).
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Obr. 1. Kontrolni ¢innost
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PFi kontrolnich akcich zajistili pracovnici Ustavu 647 ks
lécivych pripravkd a zjistili a Setfili 5 pfipadl neregis-
trovanych lécivych pripravk(, 7 pripadld padélkd a
4 pripady neopravnéného zachazeni s registrovanymi
IéCivymi pFipravky.

Obr. 2. Vysledky Setfenych pripadu
Results of investigated cases

kontrola jinych

Controls of other

kontrolni nakupy
pres internet
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subjektu
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During controls the employees of the Institute seized 647
pieces of medicinal products, and identified and investigated
5 cases of non-authorised medicinal products, 7 cases of
counterfeit products, and 4 cases of unauthorised handling
of authorised medicinal products.
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Administrative
procedure

authorities (CAFIA, ZU, etc.)

Ustav v roce 2008 vypracoval pro Policii CR a celni Ufady
celkem 12 odbornych vyjadfeni za u¢elem propusténi/
nepropusténi lIécivych pripravkl ze tfetich zemi, iden-
tifikace lécivych pripravkld a objasnéni pravni Upravy
v oblasti vydeje, distribuce, dovozu a vyvozu lécivych
pripravkd.

predanim podnétd jinym
organum (SZPI, ZU apod.)
Case forwarded to other No breach of law identified

B 2007
B 2008

Setfenim nezjisténo
poruseni zakona

by investigation

In 2008, the Institute prepared 12 expert opinions for the Czech
Police and customs authorities for the purposes of release/
non-release of medicinal products from third countries,
identification of medicinal products, and for clarification of
legislation governing the dispensing, distribution, import, and
export of medicinal products.
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V prabé&hu roku 2008 pracovnici Ustavu prezentovali
¢innost enforcementu 3 prfednaskami.

4.11 STANOVENI CEN A UHRAD LECIV

Zakon €. 48/1997 Sb., o vefejném zdravotnim pojisténi
a 0 zméné a doplnéni nékterych souvisejicich zakond,
nové preved| od 1. ledna 2008 pravomoc stanovit maxi-
malni cenu a vys$i a podminky Uhrady légivych pFipravku
a potravin pro zvlastni Iékafské ucely, u nichz je podle
cenového predpisu stanoven tento zpusob regulace
cen, na Statni ustav pro kontrolu I&Civ.

Zaroven vymezil pravidla pro stanoveni maximalnich
cen a uhrad, nadefinoval povinnosti Zadatell pf¥i podani
zadosti o jejich stanoveni a urcil pravidla pro jednotliva
fizeni. Ustavu pak nafidil i konkrétni povinnosti zverej-
novani informaci.

Pracovnici Ustavu pti stanoveni novych maximalnich
cen a vySe uhrad v roce 2008 postupovali dle interni
metodiky zpracované v souladu s vySe uvedenymi
predpisy.

Od 1. €ervna 2008 nabyl ucinnosti Cenovy predpis
Ministerstva zdravotnictvi 1/2008/FAR o regulaci cen
lIéCivych pripravkl a potravin pro zvlastni lékafske
ucely. Tento Cenovy predpis vymezuje skupiny léciv,
jejichz cena neni regulovana maximalni cenou vyrobce
a skupiny léciv, které nejsou vlbec cenové regulovany
(ani maximalni cenou vyrobce ani obchodni pfirazkou).
Ke dni 31. 12. 2008 bylo v CR registrovano 8 567 Ié&ivych
pripravkl hrazenych z prostfedkl vefejného zdravotnino
pojisténi. Regulaci maximalni cenou vyrobce podiéeha
4 157 z nich, 3 555 pfipravkl je regulovano obchodni
prirazkou a 855 pripravkl nepodiéha zadné cenove
regulaci.

Vzhledem k legislativhim zménam platnym od 1. 1. 2008
zahdjil Ustav z moci Ufedni v &ervnu 2008 pfehodnoceni
maximalnich cen u lécivych pfipravkl regulovanych
cenou vyrobce. Toto pfehodnoceni maximalnich cen
bylo zahajeno celkem u 3 937 Iécivych pfipravk( a bylo
vedeno v 1 642 spravnich fizenich.

Ke dni 31. 12. 2008 nabylo rozhodnuti o zméné maxi-
malni ceny pravni moci u 2 076 Ié¢ivych pfFipravkl (tedy
52,65 % z celkového poctu revidovanych pripravk().
Diky provedené revizi dojde k ro€nim usporam v cené
vyrobce ve vysi 2,8 mld. K& (vychazi z porovnani nové
stanovenych maximalnich cen vyrobce a priumérnych
obchodovanych cen vyrobce za obdobi jednoho roku).
O zméné maximalni ceny ostatnich lécivych pfipravk(
Vv revizi nebylo doposud rozhodnuto pfedevsim z toho
dlvodu, ze ucastnici spravnich fizeni vyuzili své moz-
nosti odvolat se proti rozhodnuti Ustavu.

Dale byla zahajena spravni fizeni z moci ufedni ve vy-
branych skupinach Ié¢€iv kardiovaskularniho systému
(referenéni skupina 25/2 a 25/3) a ve skupiné anti-
psychotik Il. generace (referencni skupina 84/1). Tato
spravni fizeni se tykala zmény vySe a podminek uhrady
a zmény maximalnich cen. Ve skupiné |éciv kardiovas-
kularniho systému bylo zahajeno celkem 27 spravnich
Fizeni se 102 1éCivymi pfipravky. Tato spravni fizeni stale
probihaji. Ve skupiné antipsychotik Il. generace bylo
zahajeno celkem 13 spravnich Fizeni se 48 lecCivymi
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Inthe course of 2008, the employees of the Institute presented
enforcement activities in 3 lectures.

4.11 DETERMINATION OF PRICES AND
REIMBURSEMENTS OF PHARMACEUTICALS

Pursuant to Act No 48/1997 Coll. on Public Health Insurance
and on Amendments to Some Related Acts the power to
determine the maximum price and levels and conditions of
reimbursements of medicinal products and foods for special
medical purposes which are subjected to this price regulation
method by the Price Regulations has been transferred to the
State Institute for Drug Control as of January 1 2008.

At the same time, the Act stipulated rules governing the
determination of maximum prices and reimbursements, defined
the obligations of applicants in respect of the submission of
applications for price and reimbursement determination, and
has specified rules for individual procedures. In respect of
the Institute it has also set forth specific obligations in terms
of publishing of information.

In determining the new maximum prices and levels of
reimbursements, in 2008 the staff of the Institute observed
internal methodology prepared in compliance with the above
mentioned regulations.

On June 1 2008, the Price Regulation of the Ministry of Health
1/2008/FAR on the regulation of prices of medicinal products
and foods for special medical purposes came into force. This
Price Regulation defines groups of pharmaceuticals whose
price is not regulated by the maximum ex-factory price and
groups of pharmaceuticals without any price regulation
(neither by the maximum ex-factory price, nor by the profit
margin). As of December 31 2008, 8,567 medicinal products
reimbursed from the public health insurance funds were
authorised in the Czech Republic. 4,157 of them have been
subjected to regulation by ex-factory price, 3,555 products to
regulation by profit margin, and 855 products are not subject
to any price regulation.

With regard to the legislative changes which took effect on
January 1 2008 the Institute has, ex officio, commenced a
review of maximum prices of medicinal products regulated
by ex-factory price in June 2008. This maximum price review
has been initiated for the total of 3,937 medicinal products via
1,642 administrative procedures.

On December 31 2008, decisions on the change of the
maximum price came into force for 2,076 medicinal products
(i.e. for 52.65% of the total number of reviewed products). The
conducted review will bring annual savings in ex-factory price
of 2.8 billion CZK (based on a comparison of the newly
established maximum ex-factory prices and average ex-factory
transaction price for the period of one year). Decisions about
changes to the maximum price of the other reviewed medicinal
products have not been adopted as yet, particularly because
the parties to the administrative procedures have availed of the
option to file an appeal against the decision of the Institute.

Furthermore, ex officio administrative procedures for selected
groups of pharmaceuticals for the cardiovascular system
(reference groups 25/2 and 25/3) and second-generation
antipsychotics group (reference group 84/1) have been initiated.
These administrative procedures concernthe changeinthelevel
and conditions of reimbursement and a change of the maximum
price.Inthe cardiovascular system pharmaceuticals group, 27
administrative procedures involving 102 medicinal products

34

Zprava o &innosti SUKL v roce 2008



pfipravky. Rozhodnuti v téchto spravnich Fizenich
doposud nebyla vydana.

Tabulka 1.

7, SUKL

in total have been initiated. These administrative procedures
are still pending. In the second-generation antipsychotics
group 13 administrative procedures involving 48 medicinal
products in total have been initiated. Decisions for these
administrative procedures have not been adopted as yet.

Prehled pFipravku, jejichZ maximalni cena byla revidovana

Overview of products reviewed for maximum price

Zahajeno Nabylo pravni moci
(pocet lIéCivych pFipravki) k 31. 12. 2008
Commenced Came into force as

(no. of medicinal products) of December 31 2008

Revize maximalnich cen

. . . 3937 2 073
Maximum price review
Revize - kardiovaskularni systém (VaPU a MC) / 5 .
Review — cardiovascular system (VaPU and MC)
Revize - antipsychotika Il. generace (VaPU a MC) e 9
/ Review — second-generation antipsychotics (VaPU a MC)
Celkem / Total 4 087 2 076

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

Tabulka 2. Prehled spravnich fFizeni v oblasti cen a uhrad v roce 2008
Overview of administrative procedures in the sphere of prices and reimbursements in 2008

Pocet spravnich Fizeni / No. of administrative procedures vaPU MC+vaPU zU MC
odvolaci Fizeni / Appeals 39 22 330 805
zastaveno / Suspended 19 10 S 245
rozhodquto vc.' r.ozhodnu.tych po odvolani / 109 63 36 1204
Decided, incl. decisions following appeals

Celkem spravnich Fizeni / No. of administrative Pocet

procedures in total Number

VaPU 926

Mc 2131

MC - stanoveni maximalni ceny / determination of the maximum price
VaPU - stanoveni vySe a podminek uhrady / determination of levels and conditions of reimbursement

ZU - zrudena Uhrada / cancelled reimbursement

Individualné pripravované lécgivé pripravky

Novela zakona ¢&. 48/1997 Sb., o vefejném zdravotnim
pojisténi povérila Statni ustav pro kontrolu IéCiv v § 15,
odst. 5 tohoto zakona, FeSenim problematiky stanoveni
vyS8e a podminek uhrady pro skupinu individualné
pripravovanych légivych pripravkl (dale jen IPLP) a to
formou opatfeni obecné povahy. Podminky pro vydavani
vySe a podminek uhrady formou opatifeni obecné povahy
(dale jen OOP) jsou dany dle zakona ¢. 500/2004 Sb.,
spravnitad, kde je v §§ 171 az 174 popsan prubéh Fizeni
OOP.

SUKL prevzal ptvodni platny postup a ramcové metodiku
stanoveni Uhrad a v prubéhu roku 2008 vydal dvé OOP.
V prvnim pololeti OOP-TP, kterym se stanovila vyse
uhrady a podminky uhrady pro individualné vyrabénée
transfuzni pfipravky, v pribé&hu druhého pololeti bylo
vydano OOP-RF, kterym se stanovily podminky a vyse
uhrady u individualné pfipravovanych radiofarmak.

V prubéhu roku 2008 bylo pfijato 5 vnéjsich podnétu
zabyvajicich se IPLP, 4 podnéty byly vyporadany vydanim
OOP, 1 podnét je pfipraven ke zpracovani v roce 2009.

Individually prepared medicinal products

Pursuant to Section 15, paragraph 5 of the amended Act No
48/1997 Coll., on public health insurance, the State Institu-
te for Drug Control has been assigned with the handling of
issues in the area of determination of levels and conditions
of reimbursements for the group of individually prepared
medicinal products (hereinafter referred to IPLP) by means of
general measures. The conditions governing the publishing of
levels and conditions of reimbursement by means of general
measures (OOP) are set forth by Act No 500/2004 Coll.,
the Administrative Code, where Sections 171 to 174 describe
the general measure process.

SUKLadopted the originally effective procedure and, ingeneral,
the methodology of reimbursement determination, and in the
course of 2008 issued two general measures. In the first half of
the year it was OOP-TP stipulating the levels and conditions of
reimbursement for individually prepared transfusion products,
in the second half of the year it was OOP-RF, setting forth
the conditions and levels of reimbursement for individually
prepared radiopharmaceuticals.

In the course of 2008, 5 external motions concerning IPLP
were received, 4 motions were settled by the publication of
an OOP, and 1 motion has been prepared for processing in
2009.

Zprava o &innosti SUKL v roce 2008
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4.12 ZDRAVOTNICKE PROSTREDKY

V roce 2008 zajisfoval Statni ustav pro kontrolu lé&iv
kontrolni ¢innosti v oblasti zdravotnickych prostiedku
(dale jen ZP) v souladu se zakonem ¢. 123/2000 Sb., o
zdravotnickych prostfedcich, ve znéni pozdé&jsich pred-
pisu (dale jen ,zakon o zdravotnickych prostfedcich®).
V oblasti kontrol ZP bylo provedeno 101 kontrol ve stat-
nich i nestatnich zdravotnickych zafizenich poskytujicich
zdravotni péci. Kontroly byly pfedevSim zamérfeny na
plnéni ustanoveni § 52 zakona €. 123/2000 Sb., o zdravot-
nickych prostiedcich, ve znéni pozdé&jsich predpisu (dale
.Zzakon“) a na kontrolu pInéni pozadavkl § 40 zakona u
zdravotnickych prostfedku (dale jen ,ZP*) pofizenych
po 1. 7. 2000.

Obr. 1.
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4.12 MEDICAL DEVICES

In 2008 the State Institute for Drug Control covered control
activities in the sphere of medical devices in compliance
with Act No 123/2000 Coll., on Medical Devices, as amended
(hereinafter referred to as the Act on Medical Devices).

In the sphere of medical device inspections, 101 inspections
in state as well as non-state healthcare facilities providing
health care were carried out. The inspections were focused
primarily upon compliance with the provisions stipulated by
Section 52 of Act No 123/2000 Coll., on Medical Devices,
as amended (hereinafter referred to as the “Act”) and upon
evidence of compliance with the requirements of Section 40
of the Act in respect of medical devices procured after July 1
2000.

Podil jednotlivych typu zavad u ZP pofizenych po 1. 7. 2000

Percentage of individual types of defects of medical devices procured after July 1 2000

7 %

Obr. 2.

6 %

Drobna zavada
Minor defect

Vyznamna zavada
Major defect

Kriticka zavada
Critical defect

Podil jednotlivych typu zavad u ZP pofizenych do konce roku 1999

Percentage of individual types of defects of medical devices procured by the end of 1999

3 %

Drobna zavada
Minor defect

Vyznamna zavada
Major defect

Kriticka zavada
Critical defect
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Celkovy pocet kontrolovanych ZP u poskytovatell
zdravotni péce pofizenych po 1. 7. 2000 byl 258 pfistrojd,
z toho bez zavad bylo 147 pfFistrojd, u zbyvajicich 111
pristroju se vyskytlo 243 rdznych typl zavad (zavada
drobna 18x, vyznamna 210x, kriticka 18x).

Dale bylo kontrolovano 733 ZP se zvySenym rizikem pro
uzivatele, které byly uvedeny do provozu do konce roku
1999. U 460 pfistroju nebyly zjistény zadné zavady, u
ostatnich 273 pfFistrojl bylo nalezeno celkem 586 riznych
typu zavad ( zavada drobna 20x, vyznamna 335Xx, kriticka
231x ). Podil zjisténych zavad u téchto ZP znazornuje
obr. 2.

Drobné zavady nepiedstavujive svém dlsledku ohrozeni
zdravi pacientu, vyznamné zavady mohou ohrozit zdravi
nebo vést k chybnému zpUsobu I€Eby, dusledkem kritické
zavady mUze byt zavazné ohrozeni zdravi nebo Zivota.

V ramci kontrol klinického hodnoceni a klinickych
zkousSek ZP u poskytovatelt zdravotni péce bylo
provedeno 10 kontrol, pfi kterych bylo zkontrolovano
12 ZP, z toho 2 v ramci klinické zkousky a 10 na zakladé
hodnoceni z literarni reSerse. Pri vybéru kontrolovanych
pracovist se vychazelo ze seznamu zdravotnickych zafi-
zeni, ktera byla Ministerstvem zdravotnictvi povérfena
k provadéni klinického hodnoceni a klinickych zkousek
ZP. PFi uvedenych kontrolach bylo zjisténo, ze vSechna
kontrolovana pracovisté povéfena Ministerstvem zdra-
votnictvi postupuji v souladu s pozadavky stanovenymi
zakonem o zdravotnickych prostfedcich.

Setfeni nezadoucich pfihod a monitorovani naprav-
nych opatfeni u ZP. Ustavu bylo nahlageno 85 neza-
doucich pfihod davanych do souvislosti s pouzivanim
ZP pFi poskytovani zdravotni pé&e na uzemi Ceské
republiky, z toho 4 nezadouci pfihody byly hlaseny
v ramci klinickych studii. Dale byly oznameny 3 nezadouci
prihody s mistem vzniku mimo uzemi CR se ZP &eskych
vyrobcu. Ve vSech pfipadech bylo zahdjeno Setreni.
V ramci Setfeni nezadoucich pfihod bylo provedeno
8 kontrol u poskytovatelll zdravotni péce, 5 u distributort
a dovozcl a 2 u vyrobcu ZP.
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The total number of medical devices inspected at healthcare
providers” which were procured after July 1 2000 was 258 devices,
of which 147 devices were without defects and for the remaining
111 devices 243 various types of defects were identified (18 minor
defects, 210 major defects, 18 critical defects).

Furthermore, 733 medical devices with an increased risk for
users the operation of which had started by the end of 1999
were inspected. For 460 devices, no defects were identified,
for the remaining 273 devices, 586 various types of defects
in total were identified (20 minor defects, 335 major defects,
231 critical defects). The percentage of identified defects in
these medical devices is shown in Figure 2.

Minor defects do not, in terms of their consequences, jeopardise
the health of patients, major defects may jeopardise the health
of people or result in incorrect method of treatment, a critical
defect may result in a serious jeopardy to one's health or life.

Within the scope of inspections of the conduct of clinical
evaluations and clinical trials on medical devices at healthcare
providers’ 10 inspections were carried out, during which 12
medical devices were inspected, of which 2 within the scope
of a clinical trial and 10 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. The above mentioned inspections
determined that all of the inspected workplaces assigned
by the Ministry of Health proceeded in compliance with the
requirements stipulated by the Act on Medical Devices.

Investigation of adverse incidents and monitoring of corrective
and preventive action for medical devices. 85 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 4 adverse incidents were
reported within the scope of clinical studies. Furthermore,
3 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, 8 inspections at
healthcare providers’, 5 at distributors ™ and importers and 2
at manufacturers” of medical devices were conducted.

Obr. 3. Hlaseni o napravnych opatrenich ZP prijatych v roce 2008
Corrective action reports in respect of medical devices received in 2008
200
180
160 - Napravna opatfeni
s dopadem pro CR
140 Corrective action
with consequences
120 for the Czech Republic
- Napravna opatteni
100 bez dopadu pro CR
Corrective action
80 without consequences
for the Czech Republic
60
o7 100 b
76
40
20
- : - qa: i
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Celkovy pocet prijatych hlaseni o napravnych opatre-
nich tykajicich se zdravotnickych prostfedk( od kompe-
tentnich autorit, vyrobcl nebo jejich zplnomocnénych
zastupcu, distributorl, pfipadné dovozcl ¢inil 600.
Z celkového poctu pfrijatych hlaseni se 365 tykalo ZP
distribuovanych na €esky trh, viz obr. 3.

Na zakladé vysledkl Setfeni nezadoucich pfihod byla
udélena 1 pokuta ve vysi 50.000,- K&.

V ramci spoluprace s COI byly provedeny 2 spole&né
kontroly a obé instituce si rovnéz vzajemné predavaly
podnéty k Setfeni v oblasti ZP.

4.13 NORMOTVORNA A LEKOPISNA CINNOST

V roce 2008 byly v oblasti normotvorné c¢&innosti
komentovany 43 navrhy prekladld evropskych norem
a 4 normalizac¢ni dokumenty z oblasti ISO a CEN.

Pracovnice |ékopisného oddéleni pfipravily rukopis
kompletniho nového vydani Ceského lékopisu 2009
(dale jen CL 2009). Toto vydani obsahuje v Evropskeé ¢asti
preklady textl zakladniho dila Sestého vydani Evropského
Iékopisu a jeho prvniho a druhého doplfiku, coz je celkem
2 366 textd, ztoho je 24 novych obecnych stati, 61 novych
¢lanku légivych apomocnych latek a lécivych pfFipravku,
212 zménénych (revidovanych) textl véetné 2 textu
rychlého zezavaznéni a 1 178 textd s drobnymi zménami
a/nebo zménou stylu.

V obecné &asti Narodni gasti CL 2009 se uvadéji v piném
znéni obecné staté i vSechny tabulky, které byly doplnény
o Udaje nové zarazenych latek a pfipravku. V tabulce 1
jsou promitnuty v§echny nové a revidované Standardni
nazvy lékovych forem, zplsobU podani a obald, jak byly
zafazovany v prubéhu 6. vydani Evropského lékopisu.
Do specialni ¢astiNarodnicastibyl ke 33 clankim égivych
a pomocnych latek nové zafazen €lanek Dronabinolum
(pfevzaty z USP na zakladé souhlasu Lékopisné komise
Spojenych statl americkych). V této ¢asti byly revido-
vany tfi ¢lanky. Mezi 106 Iégivych pFipravkl byly nové
zarazeny 3 ¢lanky, u 12 ¢lankd byla provedena revize
technologické casti a uprava teploty skladovani. Na
zakladé pripominek zlékarenského terénubyly v €lancich
Iécivych pfipravkld provedeny drobné formulacni zmény
upfesnujici odborny text a texty vSech ¢lanku byly preve-
deny do nového stylu, ktery odpovida stylu Evropske
&asti CL 2009.
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The total number of reports on corrective action in respect
of medical devices received from competent authorities,
manufacturers or their authorised representatives, distributors
orimporters, where applicable, was 600. Of the total number of
received reports, 365 concerned medical devices distributed
within the Czech market (Fig. 3 refers).

On the basis of the results from adverse incident investigations,
one fine of 50,000 CZK was imposed.

As part of cooperation with the Czech Trade Inspection, 2 joint
inspections were carried out and both institutions also shared
motions for investigations in the area of medical devices.

4.12 STANDARDISATION
AND PHARMACOPOEIAL ACTIVITIES

In 2008, 43 draft translations of European standards and 4
ISO and CEN standardisation documents were commented
upon in the area of standardisation activities.

The employees of the department of Pharmacopoeia prepared
a draft of the new edition of Czech Pharmacopoeia 2009
(hereinafter referred to as Ph.Cz. 2009). This edition contains,
in its European section, translations of the texts of the main
body of the sixth edition of the European Pharmacopoeia and
its first and second supplement, which represents 2,366 texts in
total, of which 24 are new general articles, 61 are new articles
on active substances, excipients and medicinal products, 212
are review articles, including the texts of 2 rapid-implementation
monographs and 1,178 texts with minor changes or stylistic
changes.

The National part of Ph.Cz. 2009 contains the full version of
general articles as well as all tables which have been amended
with the data about newly included substances and products.
Table X reflects all new and reviewed standard names
of pharmaceutical forms, methods of administration and
packaging, as they have been included in the course of the
6th edition of the European Pharmacopoeia. The 33 articles
on active substances and excipients in the specific section
of the National part were newly extended by an article on
Dronabinolum (adopted from the USP with the approval of the
US Pharmacopoeia Commission). In this section, 3 articles
were revised. Three articles were newly included among 106
articles on medicinal products; for 12 articles the technological
section was reviewed and storage temperature amended.
Based on comments from pharmacy professionals, minor
wording changes to better specify the expert text were made
and new style of texts of all articles was adopted to achieve
consistency with the style of the European part of Ph.Cz. 2009.

Tabulka 1. Cesky Iékopis 2009
Czech Pharmacopoeia 2009
CL 2009 Obecné stati, tabulky Clanky Celkem
Ph.Cz. 2009 General articles, tables Articles Total
Evropska ¢éast / European part 305 2061 2366
Narodni ¢ast / National part 16 140 156
Celkem / Total 321 2201 2522

Na pripravé Ceského lékopisu 2009 se v koordinaci
s |ékopisnym oddélenim podileli i odborni pracovnici
ustavu. Pokracovala spoluprace s Evropskou Iékopisnou
komisi (dale ELK) na pfipravé dalSich doplikd 6. vydani
Evropského Iékopisu a na pripravé prekladud a revizi
publikace Standard Terms. O zavaznosti vydani Evrop-
ského Iékopisu informuje Iékopisné odd. vinformacnich
prostfedcich SUKL. Pracovnici odboru se pravideln&
Uucastnili zasedani ELK, pracovnikl narodnich sekreta-
riatl a skupiny expertu ELK.

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

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

7, SUKL

5. PROCESSING AND PROVISION
OF INFORMATION

5.1 INFORMACNI TECHNOLOGIE

V roce 2008 byl v oblasti informacnich technologii
kladen dlUraz pfedevsim na bezpecnost dat a provozu.
Pfechod z antivirového programu AVG na Symantec
Endpoint Protection, ktery zahrnuje i firewall, byl velmi
vyznamnym bezpecnostnim pfinosem, co se tyCe anti-
virové ochrany stanic.

Probéhla vyména a modernizace hardwaroveho vyba-
veni (235 novych PC s LCD monitory, 57 notebook,
zakoupeni multifunk&nich barevnych laserovych sito-
vych tiskaren Kyocera). Pfredpoklada se doplnéni jesté
dalSich t¥i serverd v prvnim c&tvrtleti roku 2009, coz
umozni rovnomeérnéjsi rozlozeni zatéze na instalované
servery a vytvofi podminky pro plynulejsi a rychlejsi
provoz.

V oblasti sitové infrastruktury byly ¢aste¢né inovovany
aktivni prvky a byla doplnéna kabelaz, ktera byla inovo-
vana v roce 2007.

Databaze (klinické hodnoceni, Iekarny, prodejci, oddéleni
nuklearni mediciny, prodejci zdravotnické techniky,
pristroje, bioriziko, evidence registraci, plasma master
file, vyrobci légivych pfipravkll — laboratore) prosly
pfevedenim do nastroje APEX z duvodu efektivnéjsino
vyuziti a snadnéjsi spravy databaze.

Oddeéleni informacnich technologii se vyrazné podilelo
na spusténi nove spisoveée sluzby Athena, ktera nahradila
spisovou sluzbu Ginis a je nyni pouzivana vétsim poctem
uzivatell nez pfedesla spisova sluzba.

5.1 INFORMATION TECHNOLOGIES

In 2008, emphasis in the sphere of information technologies
was placed primarily upon the security of data and operation.
The switch from the AVG Antivirus program to Symantec
Endpoint Protection, which included also a firewall, was a major
security benefit in terms of anti-virus protection of stations.
Hardware was exchanged and modernised (235 new PCs
with LCD monitors, 57 notebooks, purchase of the Kyocera
multi-function colour laser network printers). The addition
of other three servers is anticipated in the first quarter of
2009, which will allow for a more even spread of load on the
installed servers and will create conditions for a smoother
and faster operation. In the sphere of network infrastructure,
active elements were innovated and cables innovated in 2007
were supplemented.

Databases (clinical trials, pharmacies, vendors, nuclear
medicine departments, vendors of medical devices, technical
equipment, biological risk, marketing authorisation files,
plasma master file, manufacturers of medicinal products -
laboratories) have been switched to the APEX tool for better
efficiency of use and easier database administration.

The department of Information Technologies was significantly
involved in the roll-out of the new record system Athena, which
has replaced the Ginis record system and which is currently
used by a higher number of users than the previous record
system.

Pocet nahliZzeni do spisu pres internetové stranky (Verso)
Number of viewings of administrative procedure via the internet network
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Oddéleni IT spolupracovalo pfi propojeni se systemy
SRDLP (Systém ftizeni databaze lé&ivych pripravki()
a propojeni s aplikaci VERSO (nahlizeni do bézicich
spravnich Fizeni o stanoveni maximalni ceny, anebo
uhrady pomoci vefejné sité internet). Od spusténi apli-
kace VERSO do konce roku 2008 bylo zaznamenano
28 339 pristupl do systému nahlizeni do bézicich
spravnich Fizeni.

Byl spustén projekt tykajici se centralniho ulozisté re-
ceptl, s &imz souvisi vyrazné zvyseni rychlosti pfripojeni
k internetu na 1Gbit, v€etné vybudovani zalozni linky.
Neustalé zlepSovaniv dohledu nad systémy informacnich
technologii je velkym zavazkem, ktery chceme splinit.
Pro rok 2009 je v planu rozsifeni nékolika datovych
center.

Oddéleni IT se snazi zajistit plynuly provoz uzivatelskych
stanic a server(, mit dohled nad informaé&nimi techno-
logiemi a chranit sif i stanice pfed napadenimi zvendi,
aby byla zajisténa spokojenost uzivatel( a dalSich sou-
¢innych subjektl. Spolupracuje s externimi firmami
a zapojuje se do projektd tykajicich se informacnich
technologii a bezpecnosti dat.

5.2 DATABAZE LECIVYCH PRIPRAVKU
A SLEDOVANi DODAVEK DISTRIBUOVANYCH
LECIVYCH PRIPRAVKU

Statni ustav pro kontrolu IéCiv vede na zakladé povinnosti
dané zakonem o léivech evidenci registrovanych
légivych pFipravkl a zajistuje zvefejnéni vybranych
informaci ve svém informa&nim prostfedku. K ucelu této
evidence slouzi interni databaze lécivych pfipravkuy,
ktera je pribézné aktualizovana.

Databaze ma dvé zakladni ¢asti, které jsou navzajem
propojeny — knihovnu Iék( a knihovnu komponent.
V knihovné Iékl jsou zaznamenany udaje o vSech
humannich Ié&ivych pFipravcich, pro n&z bylo v Ustavu
vedeno registracnifizeni, v€etné téch, jejichz registrace
byla zruSena nebo u kterych spravni fizeni o registraci
teprve probiha. Lécivé pripravky jsou v databazi evido-
vany prostfednictvim jednoznac¢ného identifikatoru,
kterym je kod SUKL, pridélovany kazde varianté lécivého
pfipravku. Zaznamy o jednotlivych Ié€ivych pfipravcich
zahrnuji udaje potfebné jak pro vlastni praci Ustavu, tak
pro zvefejnéni. Kromé udaju charakterizujicich jednotlivé
varianty pripravku se jedna zejména o ATC skupinu,
definovanou denni davku (DDD), specifikovany jsou
pfipravky volné prodejné, obsahujici navykove latky,
podléhajici povinnému hlageni SUKL atd. V databazi jsou
zaznamenavany vystupy ze vSech registracnich Fizeni,
véetné schvalenych textd Souhrnu udajd o pfipravku
(SPC), pribaloveé informace i textu na obale, evidovany
jsou i udaje ze sledovani dodavek distribuovanych I&Ci-
vych ptipravku. V knihovné Iékl jsou rovnéz evidovany
IéCiveé pfipravky, pro néz byl Ministerstvem zdravotnictvi
povolen specificky Ié€ebny program, a dale potraviny pro
zvlastnilékarske udely, které Ustav eviduje v souvislosti
s agendou cen a uhrad ze zdravotniho pojisténi.

Ke dni 31. 12. 2008 bylo v databazi evidovano 6 412
léCivych pfipravkd s platnou registraci (nezahrnuje
homeopatika, vypoc&et zaloZzen na principu registracnich
Cisel), tomu odpovida 50 408 koduU SUKL. V registro-
vanych lécivych pfFipravcich je obsazeno celkem 2 358
riznych lécgivych latek. Pfi vyhodnocovani pocétu pfri-
pravku podle registracnich Cisel byla pouzita metodika,
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The IT department was involved in the connection of the
Medicinal Products Database Administration Systems (SRDLP)
and connection with the VERSO application (viewing of pending
administrative procedures concerning the determination of
the maximum price or reimbursement via the internet public
network). From the roll-out of the VERSO application to the end
of 2008, 28,339 instances of access to the active administrative
procedures viewing system were logged.

A project concerning the central repository of prescriptions
has been launched, which is associated with a significant
increase inthe speed of internet connectionto 1Gbit, including
the building of a back-up line.

A constantimprovement in the administration of IT systems is
amajor commitmentwhich the Institute strives to fulfil. The plan
for 2009 includes the enhancement of several data centres.
The IT department strives to safeguard a smooth operation
of user stations and servers, to administer information
technologies, and to protect the network as well as the stations
from external attacks, in order to secure comfort for users
and other cooperating entities. The department cooperates
with external companies and is involved in IT and data safety
projects.

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

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

The database has two basic parts, which are interlinked - the
Medicines Library and the Components Library. The Medicines
Library contains data on all human medicinal products for
which the Institute has carried out marketing authorisation
procedures, incl. those whose marketing authorisation has
been revoked or for which the administrative marketing
authorisation procedure is currently pending. Medicinal
products are recorded in the database using a unique identifier,
which is the SUKL code, allocated to each presentation of a
medicinal product. Records of individual medicinal products
include data necessary for the work of the Institute proper as
well as data necessary for publication purposes. In addition
to the data which characterise individual presentations of the
product, they include, in particular, the ATC group, 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.

As of December 31 2008 the database contained a list of 6,412
medicinal products with effective marketing authorisation (excl.
homeopathic products; calculation based upon the principle
of marketing authorisation numbers), which corresponds to
50,408 SUKL codes. The authorised medicinal products contain
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ktera zohlednuje odliSny princip registracnich Ccisel
pripravkdl, registrovanych centralizovanym postupem
Spolecenstvi.

V roce 2008 Ustav udélil 706 rozhodnuti o registraci
(6 383 koédlt SUKL). Byla zruSena registrace pro 1 163
registracnich Cisel, zrusena platnost 7 295 kodu. Ke zru-
Seni registrace dochazelo prevazné na zadost drzitele
rozhodnuti o registraci nebo tim, Zze drzitel nezazadal o
prodlouzeni registrace.

Knihovna komponent zahrnuje veskeré Iécivé a po-
mocné latky, obsazené v Ié€ivych pfFipravcich registro-
vanych v CR, dale i jiné, tzv. INN komponenty, uvadéne
v publikaci WHO Drug Information a komponenty
Iékopisné (uvedené v Evropském a Ceském Iékopise).
Tyto posledni dva typy komponent jsou v databazi
evidovany bez ohledu na to, zda jsou v nékterém v CR
registrovaném pfipravku obsazeny c¢i nikoli. Vkladani
komponent a tvorba nebo aktualizace jejich nazvoslovi
je provadéna prdbézné, v navaznosti na probihajici
registraéni Fizeni nebo publikovani ve vySe uvedenych
zdrojich. Kromé zakladnich udaju jsou uvedena piede-
v8im synonyma nazvu komponent véetné literarnich
zdroji, oznaceny jsoulatky navykové nebo latky s poten-
cialem pro doping. V sou€asné dobé& obsahuje knihovna
komponent 20 487 latek, v roce 2008 bylo viozeno 319
novych komponent a aktualizovany zaznamy 2 469
komponent.

Tabulka 1.
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2,358 various active substances in total. When determining the
number of products on the basis of marketing authorisation
numbers, a methodology reflecting the different principle of
marketing authorisation numbers of products authorised by
the Community centralised procedure was applied.

In 2008 the Institute granted 706 marketing authorisations
(6,383 SUKL codes). Marketing authorisations were revoked
for 1,163 marketing authorisation numbers and the validity
of 7,295 codes was revoked. Marketing authorisations were
revoked mostly upon request of the MA holder or due to the
fact that the MA holder did not apply for MA renewal.

The Components Library contains all active substances and
excipients contained in the medicinal products authorised inthe
Czech Republic as well as other, so called INN components
included in the WHO Drug Information and pharmacopoeial
components (contained in the European and Czech
Pharmacopoeias). The latter components are registered in the
database regardless of the fact whether they are contained
in any product authorised in the Czech Republic or not. The
entries of components and generation of or updates to their
terminology are conducted on an ongoing basis, following
up on the current marketing authorisation procedures or
publicationsinthe above-mentioned sources. In additionto 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 20,487 substances; in 2008,
319 new components were entered and records of 2,469
components updated.

Vybrané podskupiny registrovanych lé&ivych p¥ipravku evidované v databazi SUKL k 31.12.2008
Selected subgroups of authorised medicinal products recorded in the SUKL database as of December 31 2008

Reg. &isla Kody SUKL

MA numbers SUKL codes
Celkem lé&ivych pfFipravku (bez homeopatik) 6 412 50 408
Medicinal products in total (excl. homeopathic products)
JednoslozZkové / Single-component 3630 28 633
Viceslozkoveé / Multi-component 2782 21 775
oTC 806 2 656
Vyhrazena lééiva / Selected pharmaceuticals 87 252
OTC a vyhrazena léciva povahy rostlinnych Ié&ivych pFipravku 144 388
OTC and selected pharmaceuticals of the nature of herbal medicinal products
Homeopatika / Homeopathic products 748 4 880

Vybrané informace z databaze jsou pravidelné zverej-
fovany na webovych strankach Ustavu, kde je mozno
vyhledavat zakladni udaje o IéCivych pfipravcich, jakoz
i schvalené texty SPC a pfibalovych informaci. Nové
jsou do databaze lécivych pripravkl vkladany rovnéz
webové odkazy na texty SPC a pribalovych informaci
pfipravkl registrovanych centralizovanym postupem
Spolecenstvi, které schvaluje Evropska Iékova agentura
EMEA. Pfimé odkazy na tyto texty lze pro konkrétni
pFipravky najit rovnéz na webovych strankach Ustavu.
Pravidelné& kazdy mésic je na webovych strankach Ustavu
zverejiovan aktualizovany Ciselnik SUKL ve formatu,
urdeném ke stazeni. Ciselnik SUKL obsahuje v&echny
registrované lécivé pripravky, dale pfipravky, pro néz byl
schvalen specificky Ié€ebny program, a potraviny pro
zvlastni Iékarské ucely. Zverejhiovany jsou rovnéz dalsi
vystupy z databaze, zejména udaje o ukonCenych regis-
tra¢nich Fizenich, pfehled pfipravku, u nichz bude koncit/
skoncCila platnost rozhodnuti o registraci a pravidelné
hodnoceni dodavek distribuovanych lécivych pripravku.
Pravidelné je provadén i vybér udaju pro Ministerstvo
zdravotnictvi (pfipravky obsahujici navykove latky, hod-
noceni dodavek distribuovanych Iégivych ptipravku).

Selected items of information from the database are regularly
published on the website of the Institute, where it is possible to
search for essential data on medicinal products as well as for
approved texts of SPCs and package leaflets. The database of
medicinal products newly contains also links to web references
to the texts of SPCs and package leaflets for products authorised
viathe Community centralised procedure, which are approved
by the European Medicines Agency (EMEA). Direct links to
these tests for specific products are also available from the
website of the Institute. Regularly, on a monthly basis, an
updated SUKL index in a download format is published on the
SUKL website. The index contains all authorised medicinal
products as well as products for which a specific therapeutic
programme has been approved, andfoods for special medical
purposes. Other outputs from the database, namely details
on completed marketing authorisation procedures, overview
of products whose marketing authorisation has expired/will
soon expire, and regular evaluation of deliveries of distributed
medicinal products are also published. Moreover, data for the
Ministry of Health (products containing addictive substances,
evaluation of deliveries of distributed medicinal products) are
also regularly extracted.

Zprava o &innosti SUKL v roce 2008
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Vybrané podskupiny registrovanych lIé&ivych p¥ipravk(l evidované v databazi SUKL (2004-2008)
Selected subgroups of authorised medicinal products recorded in the SUKL database
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Od dubna 2008 Ustav zpracovava a zverejfiiuje na svych
webovych strankach Seznam hrazenych lécivych pri-
pravkl a potravin pro zvlastni lékarské ucely, coz je jeho
povinnosti podle § 39 n zakona €. 48/1997 Sb., ve znéni
pozdéjsich predpisl. Seznam je zpracovavan na zakladé
rozhodnuti o vysi maximalni ceny a vysi a podminkach
uhrady, ktera od r. 2008 vydava formou spravniho Fizeni
sekce cen a uhrad Ustavu. Dal&imi zdroji pro tento seznam
je zejména databaze lé&ivych pripravk( Ustavu, prehled
dohodnutych cen poskytovany Ustavu V&eobecnou
zdravotni pojisfovnou, hlaseni cen plavodce pfipravk
vyjmutych z regulace maximalni cenou a udaje poskyt-
nuté drziteli rozhodnuti o registraci podle § 33 odst. 2
zakona €. 378/2007 Sb. (uvedeni na trh/pferuseni doda-
vek lécivych pripravkl). Soucasti zpracovani seznamu
jsoumimojiné vypocty konecne, resp. orientaéniceny pro
pacienta na zakladé diferencované obchodni pfirazky
a DPH, vypocty zapocitatelnych doplatkd aj.

Seznam je zverejnovan jak ve formatu xls ur¢eném ke
Cteni, tak ve formatu txt pro stazeni, ato vzdy posledniden
v mésici tak, aby v ném byly zohlednény zmény platné
od 1. dne mésice nasledujiciho. Po delSich problémech
s touto slozitou agendou byl stanoven princip pravidelné
aktualizace Seznamu vzdy 5. pracovni den v meésici
(s ohledem na odvolani/nabyti pravni moci na prelomu
mésice) a sestaven program, ktery zautomatizoval pre-
vaznou ¢ast zpracovani Seznamu a odstranil pocatecni
technické chyby. Od srpna 2008 pFevzal Ustav rovnéz
agendu stanoveni zapocitatelnych doplatkl, které pua-
vodné provadélo Ministerstvo zdravotnictvi CR.

Jako doplnék k Ciselniku SUKL a Seznamu hrazenych
Iécivych pripravkl a potravin pro zvlastni I€karskeé ucely
zverejiiuje SUKL nad ramec svych zakonnych povinnosti,
ale pro potfeby zdravotnického terénu, rovnéz seznam
nehrazenych légivych ptipravki. Jeho ulohou je, aby
Iékafi méli pfehled o tom, jaké Iéky, nehrazené ze zdra-

Viyhrazena Ié¢iva
Selected
pharmaceuticals

OTC a vyhrazend léciva
povahy rostlinnych pfipravki
OTC and selected
pharmaceuticals of the nature of
herbal medicinal products

Homeopatika
Homeopathic
products

Since April 2008, the Institute has been processing and
publishing on its website the List of reimbursed medicinal
products and foods for special medical purposes, which is
the Institute‘s obligation pursuant to Section 39n of Act No
48/1997 Coll., as amended. The Listis processed on the basis
of decisions about maximum prices and conditions and levels
of reimbursements which, since 2008, have been issued by
the SUKL Price and Reimbursement Branch in the form of
administrative procedures. Other sources for this List are,
in particular, the Institute‘s database of medicinal products,
an overview of agreed prices provided to the Institute by the
General Health Insurance Company (VZP), producer price
reports for products excluded from the maximum price
regulation and data provided by the marketing authorisation
holders in compliance with Section 33, paragraph 2 of Act No
378/2007 Coll. (placement on the market/discontinuation of
supplies of medicinal products). The processing of the List
furthermore involves the calculation of the final, or reference
price for the patient based upon the differentiated sales margin
and VAT, the calculation of allowable additional 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. Following long-term
issues presented by this complicated process, the principles
of regular updates of the List always on the 5th working day
of the month has been implemented (with respect to the
appeals/coming into force of decisions at the turn of the month)
and a program has been prepared to automate most of the
processing of the List and to eliminate initial technical errors.
In August 2008 the Institute, furthermore, took over the area
of determining of allowable additional payments which was
originally within the powers of the Ministry of Health.

SUKL furthermore publishes a list of medicinal products
which are not reimbursed from the health insurance as a
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votniho pojisténi, mohou predepsat. Seznam byl omezen
na lécivé pripravky, které jsou aktualné na trhu a nejsou
v némuvadény ani pripravky, které nelze realné predepsat
pro ambulantniho pacienta (napf. radiofarmaka, infuzni
roztoky).

Hodnoceni dodavek distribuovanych Iécivych pripravkd,
zalozené na hlaseni subjektl opravnénych v CR distri-
buovat léciveé pfripravky, bylo v roce 2008, stejné jako
v pfedchozich letech, provadéno &tvrtletné. Predmétem
hlaseni byly dodavky lécivych pfipravkl do lékaren,
dalSich zdravotnickych zafizeni a pokud se jednalo o
vyhrazena légiva, i prodejcUm vyhrazenych lIéCiv. Kromé
registrovanych lécivych pfipravkd byly hodnoceny i
pfipravky zafazené do specifickych Ié€ebnych progra-
mU a neregistrované pripravky, dodavané na zakladé
Iékafského pfedpisu pro konkrétniho pacienta. Kromé
Ctvrtletnino hiaseni dodavek léc¢ivych pripravki od véech
distributord bylo na zakladé dohody s Ministerstvem
zdravotnictvi CR a asociaci distributorl AVEL zavedeno
rovnéz pravidelné mésiéni hlageni distributord, sdruze-
nych v této asociaci. Tyto udaje jsou zpracovavany pro
interni potfebu Ustavu a pro u&ely Ministerstva zdra-
votnictvi CR, kterému jsou udaje z hlageni pfedavany.

Byly vyhodnocovany udaje o objemech distribuovanych
Iécivych pripravku (v poctu baleni), ve finan¢nim vyjad-
feni (v K&) av DDD/1000 obyvatel/den. Udaje o finan&nich
objemech byly pocditany jako horni odhad vydaju pro
konec&né spotrebitele a vychazely z vyrobnich cen, ke
kterym se pripocitavala maximalni mozna vyse obchodni
pfirazky, stanovena Cenovym rozhodnutim Ministerstva
zdravotnictvi ze dne 20. prosince 2007, resp. Cenovym
pfedpisem Ministerstva zdravotnictvi 1/2008/FAR ze
dne 12. kvétna 2008, a DPH, ktera v r. 2008 ¢Cinila 9 %.
Vypoc&et nezohlednoval situace, kdy nebyla vyuzita pina
vysSe prirazky, vysledné udaje tedy nepredstavuji realné
naklady na lécive pFipravky, ale maximalni mozné, ktere
jsou ve skute€nosti nadhodnoceny.

Pravidelné cZtvrtletni vyhodnoceni dodavek distribuo-
vanych pripravku je od r. 2008 na webovych strankach
Ustavu nové doplfovano tabulkou, ve ktereé jsou uvedeny
spotfeby pro kazdou Iécivou latku (rozliSeno pfipadné
dale na cestu podani).

V roce 2008 bylo distribuovano 317,689 mil. baleni 1&Ci-
vych pFipravku, predstavujicich pfiblizné 5 210 mil. defi-
novanych dennich davek. Hodnota téchto dodavek byla
nejvyse 72,748 mid K& (pocitano s maximalni moznou
obchodni pfirazkou). Primérna cena jednoho baleni
Iécivého pfipravku stoupla ze 195,90 K& v roce 2007 na
229,00 K& v roce 2008 (priblizné 17% narust). Podrobné
udaje o hodnoceni dodavek za rok 2008 jsou zvefejnény
na webovych strankach Ustavu.

Za predpokladu, ze by vSechny dodané pfFipravky byly
pouzity pacienty v CR, jeden ob&an by roéné& v praméru
spotfeboval 30,6 baleni s 501,91 DDD v hodnoté
7 007,70 K&. Primérnahodnota vydajd za léCivé pFipravky
na jednoho ob&ana CR tak stoupla o 7,34 % oproti roku
2007. Srovnani s pfedchozimi roky uvadéji nasledujici
grafy.
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supplement to the SUKL Index and to the List of reimbursed
medicinal products and foods for special medical purposes;
this publication is not SUKL'’s statutory duty, but an initiative to
facilitate the needs of healthcare professionals. The purpose
of this list is to provide medical doctors with an overview
of medicinal products not covered by the 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).

Evaluation of deliveries of distributed medicinal products
based upon the reporting from entities authorised to distribute
medicinal products in the Czech Republic was, in 2008, like
in previous years, conducted on a quarterly basis. Reports
were received on deliveries of medicinal products to
pharmacies, other healthcare facilities, and, in case of selected
pharmaceuticals, also on 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, also regular
monthly reporting by distributors associated in the AVEL
distributor association has been introduced in addition to the
quarterly reporting of supplies of medicinal products from
all distributors. These data are processed for the internal
purposes of SUKL and for the purposes of the Czech Ministry
of Health to whom the data from the reports are forwarded.

Data on the volumes of distributed medicinal products
(in number of packages), in financial volumes (in CZK), and in
DDD/1,000 inhab./day were evaluated. Data on the financial
volumes were calculated as the upper estimate of expenditures
for final consumers and were based upon ex-factory prices
increased by the maximum permitted profit margin stipulated
by the Price Ruling of the Ministry of Health of December 20
2007 or by the Price Regulation of the Ministry of Health No.
1/2008/FAR of May 2008, and VAT which in 2008 represented
9%. The calculation disregarded of situations where the profit
margin was lower that the permitted maximum, and the
resulting data hence do not represent actual costs of medicinal
products, but the maximum possible costs, which are in fact
overestimated.

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

In 2008, 317.689 mil. packages of medicinal products were
distributed, which corresponds to approx. 5,210 mil. defined
daily doses. The value of these deliveries did not exceed
72,748 mil. CZK (calculated with the maximum permitted profit
margin). The average price of one pack of a medicinal product
increased from 195.90 CZK in 2007 to 229.00 CZK in 2008
(approx. 17% increase). Details regarding the evaluation of
deliveries for 2008 are published on the website of the Institute.

Providing all delivered medicinal products were used for
patients in the Czech Republic, the average consumption per
capita was 30.6 packages with 501.91 DDD in the value of
7,007.70 CZK per year. The average value of drug expenditures
per one citizen of the Czech Republic has thus increased by
7.34% compared to 2007. Comparisons with previous years
are provided in the charts below.
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Tabulka 2. Dodavky distribuovanych lIééivych pFipravkl v roce 2008
Deliveries of distributed medicinal products in 2008

Pocet

Number
Léciveé pripravky celkem / Medicinal products in total
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 317.689
Deliveries to pharmacies and healthcare establishments (mil. packages) §
Dodavky do Iékaren a zdravotnickych zafFizeni (mil. K&) 72 747 799
Deliveries to pharmacies and healthcare establishments (mil. CZK) ’
Dodavky do lIékaren a zdravotnickych zarizeni (mil. DDD) 5210.427
Deliveries to pharmacies and healthcare establishments (mil. DDD) ?
DDD/1000/den / DDD/1000/day 1 375,105
Lécivé pripravky na lékarsky predpis / Prescription-only medicinal products
Dodavky do Iékaren a zdravotnickych zarizeni (mil. baleni) 198.915
Deliveries to pharmacies and healthcare establishments (mil. packages) ’
Dodavky do Iékaren a zdravotnickych zafizeni (mil. K&) 63 522 077
Deliveries to pharmacies and healthcare establishments (mil. CZK) §
Dodavky do Iékaren a zdravotnickych zaFizeni (mil. DDD) 4 674.804
Deliveries to pharmacies and healthcare establishments (mil. DDD) ’
DDD/1000/den / DDD/1000/day 1 233,7466
OTC a vyhrazena léciva / OTC and selected pharmaceuticals
Dodavky do Iékaren, zdravotnickych zafizeni a prodejctiim vyhrazenych Ié&iv (mil. baleni) 118.743
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. packages) ’
Dodavky do Iékaren, zdravotnickych zafizeni a prodejcim vyhrazenych Ié€Civ (mil. KE) 9 225,722
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. CZK) ’
Dodavky do Iékaren, zdravotnickych zafizeni a prodejcum vyhrazenych Ié&iv (mil. DDD) 535.622
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharmaceuticals (mil. DDD) ’
DDD/1000/den / DDD/1000/day 141,3584
Homeopatika / Homeopathic products
Dodavky do lIékaren (mil. baleni) / Deliveries to pharmacies (mil. packages) 1,607
Dodavky do lIékaren (mil. K&) / Deliveries to pharmacies (mil. CZK) 136,450

Obr. 2.

Dodavky lécéivych pFipravkul v prepocétu na jednoho obyvatele v letech 2003-2008 v poctu baleni
Deliveries of medicinal products converted to the number of packages per one citizen in 2003-2008
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Obr. 3.

Dodavky lééivych pFipravkl v prepoctu na jednoho obyvatele v letech 2003-2008 v DDD

Deliveries of medicinal products converted to DDDs per one citizen in 2003-2008
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Celkem nebyla v prubé&hu roku 2008 hlasena distribuce
u 2 599 pripravkl (36,3 %), resp. u 47 805 kédu (86,5 %).
Tyto pfipravky mély tedy platné rozhodnuti o registraci,
nebyly vSak uvadény na trh.

Z pripravkl hrazenych ze zdravotniho pojisténi, nebyla
bé&hem roku 2008 hlasena distribuce u 2 801 kodUl z cel-
kového poctu 8 567 kodu, hrazenych k 31. 12. 2008.

5.3 INFORMACNI AKTIVITY

Informaéni aktivity, které ustav v r. 2008 zajistoval,
zahrnovaly €innost informacniho stfediska, knihovny,
komunikace s meédii, zvefejiiovani informaci na webove
strance ustavu a vydavani periodickych i neperiodickych
publikaci.

V souladu s deklarovanou snahou zlepSit medialni
informovanost vefejnosti o &innosti Ustavu jsme v této
oblasti navazali spolupraci s PR agenturou Stance
Communications. Tiskové oddéleni vypracovalo 167
odpovédi na dotazy sdélovacich prostfedkd (tisténych
médii, televizi arozhlasovych stanic). Na webové strance
dale Ustav zvefejnil 24 reakci upravujicich nepfesné &i
nespravné informace v médiich. Dale Ustav usporadal
5 tiskovych konferenci, jednu ve spolupraci s MZ CR,
na kterych byly prezentovany aktualni informace o
aktivitach Ustavu s vyznamnym dopadem na Sirokou
verejnost.

Na informa&nim stfedisku SUKL bylo celkem zodpové-
zeno 5 905 dotazu (obr. 1).

Zprava o ¢innosti SUKL v oblasti poskytovani informaci
za rok 2008 byla v souladu s § 18 zakona €. 106/1999
Sb., o svobodném pfistupu k informacim, zvefejnéna
na webové strance SUKL.

Informacéni stfedisko se podilelo na pfipravé novych
webovych stranek pro Sirokou verejnost, jejichz provoz
byl zahajen 7. 1. 2009 na adrese www.leky.sukl.cz.

O aktivitach a vyvoji regulacnich opatfeni v oblasti IéCiv
i zdravotnickych prostfedkU informoval SUKL verejnost
na svych webovych strankach a kazdy mésic rovnéz
prostfednictvim Vé&stniku SUKL. V&stnik byl v roce 2008
vydavan v nakladu 2 200 vytiskl mési¢né. V roce 2008
byly vydany tfi mimoradné publikace: Zprava o €innosti
SUKL v roce 2007, Seznam volné& prodejnych I&&ivych
pripravk( a pripravkld obsahujicich navykové latky X. a
Pfehled Iékaren, vyrobct a distributort I&&iv v CR IX.

Nezavisly Iékovy bulletin Farmakoterapeutické infor-
mace, ktery je clenem Mezinarodni spole&nostiléekovych
bulletinG (ISDB), vychazi mési¢né s nakladem 52 000
vytiskl a je uréen predevsim lékafim a lékarnikim.
Byl vydavan ve spolupraci s Nadaci prof. Skarnitzla a
distribuovan ve spolupraci s Ceskou lékaFskou komorou
a Ceskou Iékarnickou komorou 11krat za rok. Bulletin
byl rovnéz vkladan do Véstniku SUKL a zvefejiovan
na webové strance ustavu. Prostfednictvim mésicné
vydavanych elektronickych informaci (SUKL Monthly
Regulatory Update) byli zahrani¢ni partnefi informovani
o hlavnich ¢innostech ustavu.

Pro Zadatele, regulované subjekty i zajemce ze strany
verejnosti byly v ustavu organizovany seminare. Ve
spolupraci s ustavni pobo&kou Ceské spole&nosti pro
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In total, no distribution was reported for 2,599 products
(36.3%) or 47,805 codes (86.5%) in the course of 2008. These
products hence had an effective marketing authorisation, yet
they were not marketed.

Of products reimbursed from health insurance, no distribution
in 2008 was reported for 2,801 codes of the total number of
8,567 codes reimbursed as of December 31 2008.

5.3 INFORMATION ACTIVITIES

Information activities provided in 2008 by the Institute included
activities of the information centre, library, communication with
media, publication of information on the website of the Institute, and
publication of periodicals as well as non-periodic publications.

In compliance with the declared effortto improve the provision
of information of SUKL‘s activities to the public via media,
the Institute has begun to cooperate with the Stance
Communications PR agency in this sphere. The Press
department prepared 167 answers to questions presented by
mass media of communication (printed media, TV and radio
stations). On its website, the Institute, furthermore, published
24 responses specifying inaccurate or incorrect information
appearinginthe media. Moreover,the Institute organised 5 press
conferences, one in cooperation with the Ministry of Health,
where currentinformation about the activities of the Institute with
significant impact upon the general public were presented.

The SUKL information centre answered 5,905 questions in
total (Fig. 1).

The annual report on SUKL’s activities in the sphere of provision
of information for 2008 was published on the SUKL website,
as stipulated by Section 18 of Act No 106/1999 Coll., on Free
Access to Information.

The Information Centre was involved in the preparation of the
new website for the general public the operation of which
commenced on January 7 2009 at www.leky.sukl.cz.

Moreover, SUKL informed the public about its activities
and development of regulatory measures in the sphere
of pharmaceuticals on a monthly basis via SUKL Bulletin.
In 2008, the Bulletin was published in 2.200 copies per month.
In 2008 three extraordinary publications were published:
SUKL Annual Report for 2007, List of OTC medicinal products
and products containing addictive substances X and an
Overview of pharmacies, manufacturers and distributors of
pharmaceuticals in the Czech Repubilic IX.

Anindependent drug bulletin “Farmakoterapeutické informace”
(Pharmacotherapeutic information, FI) which is a member of
the International Society of Drug Bulletins (ISDB) is published
on a monthly basis in 52,000 copies and is intended primarily
for doctors and pharmacists. It was published in cooperation
with Prof. Skarnitzl’s Foundation and distributed in collaboration
with the Czech Medical Chamber and Czech Pharmaceutical
Chamber 11 times per year. The Fl bulletin was also inserted
in SUKL Bulletin and published on the Institute‘s website.

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

The Institute organised seminars for applicants, regulated
entities, as well as interested parties from the general pubilic.
In cooperation with the Institute‘s branch of the Czech Society
for Medical Technology 20 half-days seminars were organised
in 2008, whose contents were as follows:

46

Zprava o &innosti SUKL v roce 2008



Obr. 1

Dotazy evidované v roce 2008 — dle oblasti dotazu

Questions recorded in the year 2008 — by topics

122 208

759

128

81
19
194\

- Registrace LP
Marketing authorisation of medicinal products

Vyrobci, DRoR, mocnénci
Manufacturers, MAHs, authorised representatives

Ceny a Uuhrady
Prices and reimbursements

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

Klinické hodnoceni a farmakovigilance
Clinical trials and Pharmacovigilance

Hrani¢ni pripravky
Borderline products

O B0 m O N

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

Lékarenstvi a distribuce léciv
Pharmacies and distribution

zdravotnickou techniku bylo v roce 2008 usporadano
20 puldennich seminari a mély tento obsah:

Klinické hodnoceni, Klinické hodnoceni — etické ko-
mise (2x), Klinické hodnoceni — seminaf pro lékare
a vyzkumniky (2x), Dozorové ¢&innosti — seminar pro
vyrobce a distributory |éc¢ivych pfipravkl, Registrace
léCiv a farmakovigilance (2x), Diskusni forum - aktualni
témata v oblasti regulace lécivych pfipravkl, Klinické
hodnoceni — nova vyhlaska a aktualizace pokynU (2x),
Edukace - klinické hodnoceni, Nedostatky predkladane
dokumentace klinickych hodnoceni (2x), Seminar
ob&anského sdruzeni — Ceské narodni forum pro
e-Health, Regulace lidskych tkani a bunék urcenych
k pouziti u Clovéka, Poskytovani udaji o vydanych
léCivych pfipravcich, Navrh datového rozhrani elektro-
nického predpisu, Pracovni setkani SUKL s dodavateli
informacnich systému pro Iékarny, Priprava lékaren na
ePreskripci a poskytovani idajd o vydanych LP.

783

1332

209 51

- Inspekéni sekce
Inspection branch

Bl AT, spotreby Igivych pripravkd, vypadky
DAT, consumption of medicinal products, prod. failures

- Laboratorni sekce
Laboratory branch

D Zdravotnické prostredky
Medical devices

Pravni oddéleni
Legal department

. Info k SUKL (obecné, web, kontakty)
Information about SUKL (general, web, contacts)

D Poskytovani ¢lankl z odbornych publikaci, reserse
Provision of articles from prof. publications, lit. research

Reklama a enforcement
Advertising and enforcement

. Informace poskytovana médiim (i na web)
Information provided to media (incl. web)

Clinical trials; Clinical trials - ethics committees (2x);
Clinical trials — a workshop for doctors and researchers (2x);
Surveillance activities — a workshop for manufacturers and
distributors of medicinal products; Marketing authorisation
of pharmaceuticals and pharmacovigilance (2x); Discussion
forum - current topics in the sphere of medicinal products
regulation; Clinical trials - the new Decree and updated
guidance (2x); Education - clinical trials; Shortcomings
in submitted clinical trial dossiers (2x); Civic association
workshop - Czech National Forum for e-Health; Regulation of
human tissues and cells intended for use in man; Provision of
Information about dispensed medicinal products; Designed
data interface of electronic prescriptions; Working meeting of
SUKL employees with the vendors of pharmacy information
systems; Preparation of pharmacies for e-Prescription and
provision of data about dispensed medicinal products.
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6. FINANCNI A MATERIALNI ZDROJE
USTAVU
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6. FINANCIAL AND MATERIAL
RESOURCES OF THE INSTITUTE

6.1 HOSPODARENI V ROCE 2008

PFijmy

Hlavni ¢ast pfijmd byla v roce 2008 tvofena Uhradami
za odborné ukony, které podle zakona ¢. 378/2007,
o lécivech, ve znéni pozdéjsich predpist provadél
ustav na zadost vyrobcU, distributord, prodejcl a jinych
pravnickych i fyzickych subjektld. K 31. 12. 2008 ¢inil
objem pfFijm0 za ukon&ené ukony 153.824 tis. K&. Z da-
vodu pozastaveni nebo zruseni zadosti bylo vraceno
8.017 tis. K& Zadatelim. Nejvétsi podil z celkového obje-
mu Cinily pFijmy za zadosti v agendé registraci |éCivych
pfipravkl. PFijmy za provedené odborné ukony ustav
postupné vyuzivav souladu se zakonem ¢.218/2000 Sb.,
orozpodtovych pravidlech, na financovanivydajd, neza-
jisténych prostfednictvim pFidélu finan&nich prostfedku
ze statniho rozpoctu, a to na financovani mzdovych,
provoznich a investi€nich potfeb. V uplynulém obdobi
roku 2008 bylo takto vyuzito 160.079 tis. K& Formou
povoleného prekroceni vydajl bylo vyuzito 31.222 tis. K&
na investi¢ni vydaje a 128.857 tis. KE na neinvesti¢ni
vydaje.

Dalsi ¢ast pfijmu tvofily vybrané spravni poplatky za
podavané zadosti. Ustav vybral v roce 2008 spravni
poplatky ve vysi 12,188 tis. K&. V prubéhu roku 2008 ustav
vyfizoval nadale zadosti o vraceni spravnich poplatkl
za zastavené nebo zruSené zadosti z minulych let, kdy
se spravni poplatky hradily pfevodem na ucet nebo
v hotovosti. Tyto vracené spravni poplatky Cini 24 tis. K&.
Vzhledem k tomu, Zze v roce 2008 byly spravni poplatky
subjekty hrazeny prostfednictvim kolkovych znamek,
je tato ¢astka zaroven koneénym zapornym zUstatkem
na uctu spravnich poplatkd.

Dalsi ¢ast prijmu tvofFily ostatni rozpoctové prijmy, které
Cinily 2.679 tis. K&. (tvofeny uroky z finan¢nich prostfedku
na vkladovych u&tech u Ceské narodni banky, pFijmy
za poskytovani sluzeb a informaci, pronajem aj.).

Dalsi ¢ast pfijmu tvorily pokuty, které Ustav v roce 2008
ukladal za poruseni nékterych zakonnych povinnosti.
K pokutam ustav dale uctuje nahrady Fizeni spojeného
s ulozenim pokuty, ktereé téz odvadi do statniho rozpoctu
(tabulka 1 a 2).

Soucasti pfijmuUjsou téz bé&zné dotace na ginnost Ustavu
financované z pfijmd za dokoncené odborné ukony
formou jiz zminéného povoleného prekroceni vydaju.
Jejich vyse c¢inila 128.857 tis. K&. Jsou soudasti prijmua
statniho rozpoctu a spolu s ostatnimirozpoctovymi pfijmy
¢ini jejich celkova Castka 131.536 tis. KC (tabulka 5).

Vydaje

Vydaje k 31. 12. 2008 cinily 319.310 tis. K&, z toho
investi€ni vydaje 44.464 tis. KE a neinvesti¢ni vydaje
274.846 tis. KC.

Z investi¢nich zdroji byla financovana predevsim
rekonstrukce plasté budovy, programoveé vybaveni a
modernizace informacniho systému.

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

6.1 INCOME AND EXPENDITURE ACCOUNT FOR 2008

Incomes

The major part of incomes in 2008 was generated by
reimbursement for expert activities which, pursuant to Act No
79/1997, on Pharmaceuticals, as amended, were conducted
by the Institute upon request from manufacturers, distributors,
vendors, and other legal entities and natural persons. As
of December 31 2008 the volume of income for completed
activities was 153,824 thous. CZK, of which 8,017 thous. CZK
were returned to applicants due to suspension or withdrawal
of applications. The major part of the overall volume was
represented by income from applications related to marketing
authorisations of medicinal products. The income from
conducted expert activities is used piecemeal by the Institute
in compliance with Act No 218/2000 Coll.,, on Budgetary
Rules, for the funding of expenditures not covered by the
resources provided from the state budget, namely for the
funding of payroll, operating and investment needs. In the
past period of 2008, 160,079 thous. CZK were utilised for
these purposes. Through permissible excess expenditure
31,222 thous. CZK were used for investment purposes and
128,857 thous. CZK for non-investment purposes.

Another part of incomes was generated by the collected
administrative fees for submitted applications. In 2008, the
Institute collected administrative fees in the amount of 12,188
thous. CZK. In the course of 2008, the Institute was also clearing
applications for the refund of administrative fees for suspended
or withdrawn applications from previous years, when the
administrative fees had been paid either by bank transfer or in
cash. These refunded administrative fees amounted to 24 thous.
CZK. Due to the fact that in 2008 administrative fees were paid
by entities in the form of revenue stamps this amount was also
the final negative balance on the administrative fee account.

Another part of incomes was generated by other budgetary
incomes, amounting to 2,679 thous. CZK (generated by the
interest on funds on deposit accounts with the Czech National
Bank, income from the provision of services and information,
lease, etc.).

Another part of incomes was generated by fines imposed
by the Institute in 2008 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 is also transferred to the state budget
(Tables 1 and 2).

The incomes also include regular subsidies for the operation
of the Institute funded from the incomes generated by
completed expert activities by means of the above-mentioned
permissible excess expenditure. These amounted to 128,857
thous. CZK. They are part of the state budget revenue and
together with other budgetary revenue they amounted to
131,536 thous. CZK in total (Table 5.).

Expenditures

Expenditures amounted, as of December 31 2008, to 319,310
thous. CZK, of which investment expenditures were 44,464
thous. CZK and operating expenditures 274,846 thous. CZK.
Investment resources were utilised primarily for the funding
of reconstruction of the shell of the building, for software and
modernisation of the information system.
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Majetek

Celkova aktiva ustavu v roce 2008 ¢inila 897.796 tis. KC.
Majetek je ocenén v pofizovacich cenach. Vybrane druhy
aktiv a pasiv ustavu jsou uvedeny v tabulce 3.

Ostatni
Na zahrani€ni pracovni cesty bylo z rozpoctu ustavu
vynalozeno 3.383 tis. K&.

Kontrola

Vroce 2008 nebyly provedeny Zadné kontroly kontrolnimi
organy podle § 7 az 11 zakona ¢. 320/2001 Sb., o finan¢ni
kontrole. Rovné&z NKU neproved! v roce 2008 v Ustavu
zadnou kontrolu a zadné kontroly nebyly provedeny
ani podle § 24 zakona ¢. 320/2001 Sb.

7, SUKL

Operating expenditures were utilised for the activities of
regulatory units and for the operation of the Institute (Tables 4
and 5). Overheads by individual units are specified in Table 6.

Assets

The total assets of the Institute in 2008 were 897,796 thous. CZK.
The assets are appraised at purchase prices. Selected types of
assets and liabilities of the Institute are specified in Table 3.

Other
3,383 thous. CZK from the budget of the Institute were paid
for business trips abroad.

Auditing

In 2008, no audits were conducted in the Institute by control
bodies pursuant to Sections 7 to 11 of Act No 320/2001 Coll.,
on Financial Control. In 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
in the Institute, either.

Tabulka 1. Prehled pokut
Overview of fines
Pokuty v K& Zaplaceno 2007 Zaplaceno 2008
Penalties in CZK Paid 2007 Paid 2008
Za'placeno 4 219 160 4 470 140
Paid
Tabulka 2. Objem pFijmu za rok 2008 v tis. K&
Volume of incomes in 2008 (CZK thousands)
Ukazatel Rozpocet Skuteénost Ukazatel
Indicator Budget Reality Indicator
schvaleny / Approved upraveny / Adjusted
Objem pFijmul za odborné ukony
. L - 217163
Volume of income for expert activities
Objem vybranych spravnich poplatku _ 18.469
Volume of collected administrative fees ’
Objem vybranych ¢astek za pokuty
. . - 4.470
Volume of amounts collected in penalties
Objem rozpoctovych prijmu 500 500 2158
Volume of budgetary income
Celkem pFijmy 500 500 242.260
Total incomes
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Tabulka 3. Prehled vybranych druhti aktiv a pasiv organizace v tis. K&
Overview of the Institute’s selected assets and liabilities (CZK thousands)

Nazev polozky
Name of item

Stav k 1. 1. 2008

Status as of 1 Jan 2008 Status as of 31 Dec 2008

Stav k 31. 12. 2008

A. Stala aktiva celkem
Total fixed assets

282.686

323.727

v tom:
including:

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

39.224

58.739

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

243.463

264.979

Stavby
Buildings

135.845

148.749

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

70.247

73.073

B. Obézna aktiva celkem
Total current assets

380.690

593.603

v tom:
including:

1. Zasoby celkem
Total reserves

54

54

2. Pohledavky celkem
Total claims

494

3.768

3. Finanéni majetek celkem
Total current liquid assets

17.947

18.438

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

362.195

571.343

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

646.339

897.796

v tom:
including:

1. Majetkové fondy celkem
Total property funds

281.464

322.313

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

364.056

574.377

Fond kulturnich a socialnich potreb
Fund of cultural and social needs

1.861

3.034

Fond rezervni
Reserve fund

362.195

571.343

D. Cizi zdroje celkem
Total not-own sources

17.038

19.524

v tom:
including:

3. Kratkodobé zavazky celkem
Total short-term obligations

17.038

19.524
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Tabulka 4. Prehled zavaznych ukazatell( statniho rozpodétu v tis. Ké
Overview of mandatory indicators of the state budget (CZK thousands)

Ukazatel Rozpocet na rok 2008 Skuteénost za rok 2008
Indicator Budget for 2008 2008 reality
schvaleny rozpocet
rozpocet PO zménach
Approved budget Corrected budget
Rozpoc_tove prijmy 500 500 2570
Budget incomes
Neinvesticni vydaje 130.000 143.652 274.846
Operating expenditure
z toho:
of which:
I L7 P BT 72.575 83.241 157.517
Payroll costs
ostatni osobni vydaje ' 3574 3.374 4.419
Other personnel expenditures
Mzdové prostredky celkem 76.149 86.615 161.936
Total payroll costs
pojisténi 26.652 30.386 50.202
Insurance
pridél FKSP
Quota of Fund of cultural 1.452 1.666 3.195
and social needs
dotace na pInéni ukolu
souvisejicich se vstupem do EU 0 0 0
Subsidies for fulfilment of tasks
related to accession to EU
KapltaIO\'/e vydaje gelkem 0 44.464 44.464
Total capital expenditures

Tabulka 5. Rozpodctové prFijmy, rozpoctové vydaje a financovani v tis. Ké

Budget incomes, budget expenditures and financing (CZK thousands)

Skupina
Paragraf - -
= . | polozek . - Skuteénost
rozpoctové = . PFijmy Rozpocet na rok 2008
rozpoctoveé za rok 2008
skladby Income Budget for 2008 .
skladby 2008 reality
Paragraph
Item group
schvaleny rozpocet
rozpocet po zménach
Approved Corrected
budget budget
0000 211 PFijmy z viastni cmno.s'tl ) 0 1
Incomes from own activity
0000 213 PFijmy z pronajmu majetku 20 20 29
Incomes from property lease
PFijmy z uroku a realizace
0000 214 bt T O 480 480 2153
Incomes from interest and
realisation of current liquid assets
0000 232 Ostatni nedarlmove pFijmy 0 o 496
Other non-tax incomes
0000 413 Pfevody z vliastnich fondu ) 0 128.857
Transfers from own funds
CELKEM
0000 000 TOTAL 500 500 131.536
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7, SUKL

Paragraf Polozky -
o - = - S - Skutecénost
rozpoctové |rozpoctoveé Vydaje Rozpocet na rok 2008
) za rok 2008
skladby skladby Expenditures Budget for 2008 .
2008 reality
Paragraph Items
schvaleny rozpocet
rozpocet po zménach
Approved Corrected
budget budget
Platy zaméstnancu
3562 501 Vv pracovnim poméru 72.575 83.241 157.517
Fulltime employees’ salaries
502 Ostatni osobni vydaje . 3.574 3.574 4.616
Other personnel expenditures
Povinné pojistné placené
503 zaméstnavatelem 26.652 30.386 50.202
Mandatory premium paid by employer
513 Nakup materialu 5.621 4.273 12.912
Purchase of material
515 A CLTTR T BN L T 4.365 2186 4.462
Purchase of water, fuels and energy
516 e 9.853 12.638 27.941
Purchase of services
517 LT T 5.908 5.934 13.454
Other purchases
Vydaje souvisejici s neinvestiénimi
5189 nakupy, prispévky, nghrady o 253 541
Outlays related to non-investment
purchases, subsidies, compensations
534 Pfevody viastnim fondim 1.452 1.666 3195
Transfers to own funds
Ostatni neinvesti¢ni transfery jinym
536 verejnym r"ozpoctum o 463 6
Other non-investment transfers
to other public funds
542 Nahrady placené obyvatelstvu ) 0 0
Compensations paid to inhabitants
Pofizeni dlouhodobého
611 nehmotného majetku [0} 0 20.356
Acquisition of long-term intangible assets
PofFizeni dlouhodobého hmotného
612 majetku 0 (0] 24.108
Acquisition of long-term tangible assets
Investiéni pfrevody viastnim fondim
636 0 0 0
Investment transfers to own funds
3562 CELKEM / Total 130.000 144.614 319.310
5.. Vv tom: bézné vydaje 130.000 144.614 319.310
including: Current expenditures
6.. kapitalove vydaje 0 0 44.464
Capital expenditures
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Tabulka 6. Provozni naklady jednotlivych utvarua ustavu, reZijni a jiné vydaje v r. 2008
(v tis. K&, nezahrnuje platy)
Overheads of the Institute’s various departments and branches in 2008
(CZK thousands, excl. salaries)
Utvar Mat’e rialove Sluzby Cestovné Celkem
naklady .
Department/Branch . Services Transport Total
Materials
Usek feditele
Department of Director 513 3133 228 3.874
U§ek ka,nce!are reditele 392 484 314 1190
Director’s office
Naméstci 18 79 14
Top management
Sekce servisnich éinnosti
Service Activities Branch i el 17
Sekce registraci
Marketing authorisation Branch g <l e e
Sekce informatiky
IT Branch Gl Lz i
Sgkce cenc_we a uhradové regglace 483 241 130
Price and reimbursement regulation Branch
Sekce dozoru 3139 2.949 1.545 7.597
Surveillance Branch
Rezie 13.981 11.412 - 25.393
Running costs
Odv.ody na soclalpl vydaje _ 54197 _ 54197
Social expense levies
Ucelové prostredky 10.996 8.335 653 19.984
Purposed instruments
Ssihem 30.467 81.896 4.713 117.076
Total
Tabulka 7. Vyse vybranych neinvestiénich vydaju v roce 2008
Volumes of selected operating expenditures in 2008
- @ .
- . - % z celkovych Zmeénav /°. proti
. VysSe v tis. Ké P r. 2007 s vlivem
Druh vydaje vydajua .
Type of expenditure alailel (L Percentage of total T
yp P (CZK thousands) expen di?ures (%) Difference in % compared to
P “ 2007, incl. offset impact
Opravy a udrzba 8.423 3,06 753,4
Repairs and maintenance
Sluzby d?dava'telskych organizaci 5.350 1.95 1351
Suppliers’ services
Poplatky telgkomunlkaclm a spojum 2059 0,75 2152
Telecommunication and postal fees
Knihy, Iekarjske. mformgce 877 0,75 180,1
Books, medical information
Zah.ramcnl' pracovni cesty 3.383 1,23 336.7
Business trips abroad
Tuzems.ke prfacovnllcesty 1.330 0,40 195,9
Domestic business trips
Mzdy 212.336 72,26 180,4
Salaries
Zdravotni a socialni pojiSténi a FKSP
Health and social insurance and Fund 50.202 18,27 129,7
of cultural and social needs
Vypocetni technika a programy 21.327 7,76 3.379,9
Computer hardware and software
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Tabulka 8. Vyvoj nakladovosti a platu v letech 2004-2008
Developments in the area of expenses and wages in the years 2004-2008
2004 2005 2006 2007 2008

Neinvestiéni vydaje celkem (v tis. K&)

1 et e SN (i G eveErEE) 133.694 | 152.974 | 157.765 | 170.056 | 274.846
Neinvesti¢ni vydaje (bez mzdovych prostredku) (v tis. KE)

e Operating expenditure (excl. wages) (in CZK thousands) Reote SR S8 SHLer cele
Vydaje na investice (v tis. K&)

= Capital assets expenditure (in CZK thousands) Sleee A5 el LB L Soal

4 Prumérny prepocéteny pocet zaméstnancu 279 285 292 293 306
Average converted number of employees

5 Nakladovost na jednoho 'zame.stnance (Fadek 1/fadek 4) 479 537 540 580 898
Expenses per employee (line 1/line 4)
Pramérny plat VS (v K&)

2 Average salary — university graduate (in CZK) AR SOTEE Sl SRS LA
Pramérny plat SS (v K&)

7 Average salary — high school graduate (in CZK) lel= et/ ghe Elitee el

6.2 PROVOZNIi OTAZKY

V roce 2008 probéhly za plného provozu dvé vétsi
rekonstrukce v budové SUKL. Jednalo se o pfipravo-
vanou rekonstrukci vodovodnich stoupacek a kanali-
zace. Dodavatelem praci byla firma ABAK Q, vybrana
ve vybérovém fizeni dle zakona €. 137/2006 Sb., o ve-
Ffejnych zakazkach. Tato akce byla dokoncena v listo-
padu 2008.

Dalsi vétsi rekonstrukce, ktera probihala za plného
provozu, byla rekonstrukce elektrickych rozvodu a
vyména rozvadédcu v budové. Tyto prace realizovala
firma JEZL Elektro s.r.o.

Z ostatnich akci roku 2008 je tfeba zminit upravy a
rekonstrukce kancelafi v souvislosti s rozsifenim
agendy SUKL. Dale byl proveden energeticky audit
a projekt na zatepleni budovy SUKL &. 30, kde se
provadi agenda cenové a uhradove regulace. Audit
bude pouzit k Zadosti o dotaci z fondd EU pro tuto akci
a v pripadé pridéleni této dotace bude budova zatep-
lena v roce 2009.

6.2 TECHNICAL ISSUES OF THE INSTITUTE’S
OPERATION

In 2008, two major reconstructions of the SUKL building
were carried out under normal operation. It was the planned
reconstruction of the water pipeline and sewage system.
The provider of reconstruction works was ABAK Q, selected
in a tender conducted pursuant to Act No 137/2006 Coll.,
on Public Contracts. The reconstruction was completed in
November 2008.

Another major reconstruction conducted under normal
operation was the reconstruction of electricity distribution
system and exchange of switchboards in the building. These
works were carried out by JEZL Elektro s.r.o.

From other undertakings of 2008 it is worth to mention the
implementation of re-arrangement and reconstruction of
offices in association with the extended scope of SUKL's
activities. Furthermore, energy audit was conducted and
heat insulation project for SUKL building no. 30 which houses
of the offices of price and reimbursement regulation was
drawn. The audit will be used as supporting material for
application for resources from EU funds for this project and,
if the subsidy is won, the building will be heat-insulated in
20009.
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7. ZAMERENI NA ZAMESTNANCE

7. FOCUS UPON EMPLOYEES

71 PERSONALNI OTAZKY

Naro¢nost pfi plnéni ukold Ustavu se projevila téz
ve zménach personalniho planu, ktery na r. 2008 byl
stanoven ve vysi 335 uvazkl prepoclteného stavu.
Pocatecni stav k 1.1.2008 byl 273,9 uvazku (fyzicky stav
289 zaméstnancu), stav k 31.12.2008 byl 326,6 uvazku
(fyzicky stav 343 zamé&stnanc().

Vékovy primér se snizil o 2 roky na 42,72 roku.
Dohod o provedeni prace bylo 163 a dohod o pracovni
¢innosti bylo 28, coz prezentuje 16,815 pracovniho
uvazku.

Absolutni vySe nemocnosti se zvySila na 6 728 kalen-
darnich dnl za r. 2008. Zvysil se rovnéz pocet dlou-
hodobé& nemocnych zaméstnancl s délkou pracovni
neschopnosti nad 4 mésice oproti r. 2007.

7.1 PERSONNEL ISSUES

The demanding nature of the Institute‘s tasks was reflected
also in the changes to the planned headcount which, for
2008, was established at 335 full-time employees (converted
figure). The initial headcount as of January 1 2008 was 273.9
full-time employees (converted figure; physical headcount:
289 employees), headcount as of December 31 2008 was 326.6
full-time employees (converted figure; physical headcount:
343 employees).

The average age of employees decreased by 2 years to
42.72 years.

163 contracts of services and 28 contracts of work were
concluded, which is adequate to 16.815 full-time employees.
The absolute disability level increased to 6,728 calendar days
in 2008. The number of employees with long-term diseases
whose disability leave exceeded 4 months also grew
compared to 2007.

Obr. 1. Vzdélani a vékova struktura zaméstnancu ustavu
Education and age structure of the employees of the Institute
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Fluktuace a mobilita

Zmény a zvySena narocnost pri plnéni pracovnich ukoll
pfineslaizmény v mobilité. Pfes vyrazny nastup novych
zaméstnancu chybi nejvice pracovnikl profese lékard,
farmaceutl a specialistt IT. Stale se projevuje nizka
uroven uchazecu a zkreslené predstavy o naro¢nosti
prace ve statni sprave.

V roce 2008 v SUKL nastoupilo 153 zamé&stnanct a 93
zaméstnancu odeslo.

Zmeénou systému odménovani se vyraznym zpusobem
zvysila Uroven odménovani a prumérny plat zar. 2008 je
42 384,- K&. Tento dulezity motivacni efekt by mél dale
napomoci pfi stabilizaci a ziskavani novych kvalitnich
odbornikl. Uroveri odmérovani specialistti ve statni
spraveé je znacnym rizikem i do budoucna.

nad 60 let
over 60 years

Staff turnover and mobility

Changes and increased demands in the fulfiiment of working
tasks resulted also in changes in mobility. Despite the large
number of new employees the biggest gaps in headcount are
seen in the professions of medical doctors, pharmacists, and
IT specialists. The low standard of candidates and biased
ideas about the demands of work in state administration are
still present.

In 2008, 153 employees started their jobs in SUKL and 93
employees left.

The change in the remuneration system brought a dynamic
increase in remuneration and the average salary for 2008
amounted to 42,384 CZK. This important motivation effect
should further enhance stabilisation and recruiting new
high-standard experts. The level of remuneration of specialists
in state administration seems to be a considerable risk also
for the future.
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Mobilita/fluktace zaméstnancu SUKL
Mobility/turnover of SUKL staff

Obr. 2.
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Zmeény provedené v systému poskytovanych zameést-
naneckych vyhod (zavedenim osobnich kont) se za-
béhly a jsou standardné vnimany vSemi zaméstnanci.
Kombinace individualnich zajmi zaméstnancl zejména
v rekreacni oblasti se socialnim poslanim fondu naplfiuje
ocekavani zaméstnancu.

Vyhodnocené deklarace o stfetu zajmu za rok 2008
nezaznamenaly zadny stfet zajmd ze strany zamést-
nanc(, ktery by bylo nutné fesit.

7.2 VZDELAVANI ZAMESTNANCU

Trvala pozornost je vénovana prubéznému vzdélavani
zaméstnancu. Velka pozornost je vénovana internim
vzdélavacim akcim — kurzy PC, zejména vsak elektro-
nické spisové sluzbé Athena, kde ve 33 akcich bylo
proskoleno 371 zaméstnancd.

Standardni jazykova pfiprava byla zajistovana celkem
ve 14 kurzech s celkovym poétem 103 ucastnikl, v ne-
standardnich kurzech bylo 13 zaméstnancu a v indivi-
dualni pfipravé 2. Zkousek k ziskani certifikatu FCE se
zucastnilo 6 zaméstnancu.

Vyznamnou roli ve vzdélavani hraje uc¢ast na kurzech
Institutu statni spravy, kde se 92 akci zu¢astnilo celkem
102 zaméstnancul véetné zaméstnancu podilejicich se
na CZ PRES.

Celkové bylo usporadano 79 internich vzdélavacich
aktivit s 1 367 proskolenymi zaméstnanci. 128 externich
kurz( absolvovalo 238 zaméstnancu.

Ze specializovanych internich pfednasek specialistl
probéhly prednasky z oblasti Farmakoekonomiky,
Psychofarmaka IV. a Pripravky pro moderni terapie, dale
Minimum o predsednictvi CR a akreditovany vzdélavaci
program Verejné zakazky v praxi.

Odeslo / Leaving

The changes made to the system of employee benefits
(introduction of personal accounts) have been established and
are considered a standard by all employees. The combination
of individual interests of employees, particularly in leisure
area, with the social mission of the Fund of Social and Cultural
Needs (FKSP) meets the expectations of employees.

Declarations on the conflict of interest evaluated in 2008 did
not reveal any conflict of interests on the part of employees
requiring intervention.

7.2 EMPLOYEE EDUCATION

Permanent attention is paid to ongoing employee education.
Much attention is given to internal education events - PC
courses, and, in particular, the Athena electronic record
system, where 371 employees were trained on 33 occasions.

The standard language training was covered by the total of
14 courses involving 103 participants in total; 13 employees
took part in non-standard courses, and 2 employees carried
out individual training. 6 employees participated in exams to
obtain the FCE certificate.

The involvement in the courses organised by the Institute
of State Administration has a major role in education; 102
employees in total, incl. employees involved in CZ PRES,
participated in 92 events.

In total, 79 internal education events were organised, where
1,367 employees completed the training. 238 employees
participated in 128 external courses.

The organised specialistinternal lectures included lectures on
Pharmaco-Economics, Medicines in Psychiatry IV, Advanced
Therapy Products, as well as the Czech Presidency Minimum,
and the accredited education scheme Public Contracts in
Practice.
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8. ZAMERENI NA JAKOST

8. FOCUS UPON QUALITY

Ustav ve vSech vykonavanych &innostech pokragoval
v implementaci pozadavka normy CSN EN ISO 9001:
2000 Systémy managementu jakosti. Hlavni pozornost
bylavtomto sméruvénovanatvorbé, doplfiovaniarevizi
dokumentace SRJ. Funk&nost systému jakosti byla
prubézné ovérfovana v ramci internich auditl, ve kterych
byli zapojeni interni auditori Ustavu.

V listopadu 2008 Ustav Uspé&sné absolvoval certifi-
kaéni audit spoleénosti LRQA dle novely CSN EN ISO
9001:2008. Na zakladé vysledku certifikacniho auditu
byl Ustavu vystaven certifikat managementu jakosti.

V oblasti laboratorni kontroly Ustav absolvoval audit
EDQM zaméfeny na dodrzovani pozadavkd normy
CSN EN ISO/IEC 17 025:2000.

V €ervnu 2008 probéhl uspésné dozorovy audit v oblasti
bezpecfnosti informaci dle normy ISO/IEC 27001 Sys-
témy managementu bezpecnosti informaci nezavislou
certifikacni autoritou CQS v plném rozsahu c&innosti
Ustavu.

9. VYHLEDY DO ROKU 2009

In all of its activities the Institute has continued to implement
the requirements stipulated by the CSN EN I1SO 9001:2000
standard governing the quality management system (QMS).
In this respect, much attention has been paid to generation,
amendments and revisions of the QMS documentation. The
functionality of the QM system was continuously verified by
internal audits involving SUKL internal auditors.

In November 2008 the Institute successfully completed the
certification audit performed by LRQA in compliance with the
amended CSN EN ISO 9001:2008 standard. Based on the
outcomes of the certification audit, the Institute obtained a
Quality Management Certificate.

In the sphere of laboratory control, the Institute passed an
EDQM audit focused upon compliance with the requirements
stipulated by the CSN EN ISO/IEC 17 025:2000 standard.

In June 2008, surveillance audit by an independent certificati-
on authority CQS in the sphere of data security was success-
fully completed in compliance with the information security
management system (ISMS) ISO/IEC 27001 standard within
the full scope of operation of the Institute.

9. 2009 OUTLOOK

Statni ustav pro kontrolu léCiv bude v roce 2009
fesit hned nékolik klicovych ukolu. Vétsina z nich bude
ze strany Ustavu vyZadovat intenzivni komunikaci
s organy statni spravy, odbornou i laickou verejnosti a
zastupci farmaceutického prumyslu, coz otestuje jeho
schopnost prosazovat a presvédcCivé prezentovat sve
aktivity navenek.

V prubéhu prvniho pololeti roku 2009 ¢eka Statni ustav
pro kontrolu léCiv poFfadani nékolika mezinarodnich akci
v souvislosti s pfedsednictvim Ceské republiky v Radé
Evropské unie. V ramci CZ PRES Ustav zajistuje 3 ne-
formalni setkani na nejvys8si urovni. V lednu a kvétnu
jsou dvé zasedani fediteld Iékovych agentur zemi
Evropské unie a Evropského hospodarskeho prostoru.
S cilem prohloubit vzajemnou spolupraci v oblasti
cenové a uhradoveé regulace lécCiv v EU probéhne
3. Setkani sité vedoucich predstavitell kompetentnich
organu pro stanoveni cen a Uhrad I€Civ.

In 2009, the State Institute for Drug Control has several
key tasks to work on. Most of them will require intensive
communication on the part of the Institute with public
administration bodies, with professionals, as well as with the
general public and the representatives of the pharmaceutical
industry, which will test the Institute’s ability to enforce and
effectively present its activities externally.

In the course of the first six months of 2009, the State Institute
for Drug Control anticipates the organisation of several
international events associated with the Czech Presidency of
the EU Council. Within the scope of CZ PRES, the Institute
organises 3 informal top-level meetings; two meetings of
Heads of Medicines agencies (HMA) of the EU and EEA
countries in January and in May. With the objective to intensify
cooperation in the sphere of price and reimbursement
regulation in the EU, the 3rd Networking meeting of Competent
Authorities for Pricing and Reimbursement — NMCAPR will
be held.
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Pod zastitou SUKL se dale spole&né setkaji Koordina&ni
skupina pro postupy vzajemného uznavani a decentra-
lizované postupy - humanni Ié€ivé pfipravky, Vybor pro
humannilécivé pripravky a Vybor pro IéCive pFipravky pro
vzacna onemocnéni. Samostatné se sejde pak Vybor
pro rostlinné 1éCivé pfipravky Evropskeé Iékové agentury.
V prab&hu &eského predsednictvi SUKL zastiti také
setkani pracovnich skupin pro homeopatickeé |écive
pripravky, k problematice vymahani prava, manazeru
jakosti, komunikacnich profesionall a skupiny pravni
spoluprace pfi HMA. Statni ustav pro kontrolu lé€iv bude
v pribéhu téchto zasedani ve spolupraci s Ministerstvem
zdravotnictvi prosazovat jako priority Ceského pred-
sednictvi pro oblast zdravi zejména tzv. farmaceuticky
balicek (soubor legislativhich navrhl k oblastem far-
makovigilance, ochrany legalniho distribu€niho fetézce
Iéciv proti padélkim a nelegalnim pfipravkim a k infor-
macim o Iécivech pro pacienty) a feSeni problematiky
prevence a kontroly antibiotické rezistence.

Dne 31. prosince 2008 bylo Ustavem zprovozné&no
centralni Ulozisté elektronickych receptu, jehoz zfizeni
a spravu mu uklada zakon o léCivech. Komunikace
pfes centralni ulozisté povede ke vzniku systému elek-
tronickych Iékovych zaznam( pacientd, vyznamné
zefektivni komunikaci mezi Iékafi, Iékarnami i pacienty
a omezi jeji rizika. Zaroven umozni vydej lécivych
pripravkld v nové kategorii vydeje bez Iékafského pred-
pisu s omezenim. K 1. kvétnu 2009 by jiz do systému
ulozisté méla byt zapojena vétsina Iékaren. Poté budou
nasledovat dalsi dvé etapy jeho rozvoje: pfipojovani
lékard a zpristupnéni lékovych zaznamu pacientum.
Lékafi nemaji zakonnou povinnost se k centralnimu
ulozisti pripojit, nicméné jeho prostfednictvim ziskaji
moznost vyuzivat elektronickou preskripci, eliminovat
nebezpecikontraindikaci a pfedavkovani pfisoub&zném
predepisovani ekl vice Iékafi a kontrolovat soucinnost
pacienta s predepsanou terapii. V neposledni fadé je
planovano spusténionline pfistupu do Iékového zaznamu
pro pacienty. Pacienti bez pfistupu k internetu by méli
mit mozZnost ziskat vypis z osobniho Iékového zaznamu
prostfednictvim sluzby CzechPoint. Lékovy zaznam bude
obsahovat kompletni a aktualni informace o Iécivych
pfipravcich vydanych pacientovi na recept nebo bez
lékafského predpisu s omezenim vcetné jejich uhra-
dy ze zdravotniho pojisténi a vysi doplatku zapocitatel-
ného do ochranného limitu. Pfistup k tomuto unikatnimu
souboru udaji bude znamenat vyrazné posileni infor-
movanosti ob¢anl. Realizace t&chto dvou etap projektu
elektronické preskripce povede Kk rozvoji zajmu o
vyuziti dalSich komponent systému e-health vSdemi jeho
ucastniky.

Od 1. ledna 2009 je mozno podle zakona o léCivech
uplatnit novy institut vydejové kategorizace |éc€ivych
pripravkd. Nové mohou byt IéCivé pFipravky vydavany
bez lékarfského predpisu s omezenim. V prlibéhu roku
se bude Ustav vyznamné& podilet na zavedeni této
kategorie do praxe a pokrac¢ovat v dialogu s odbornou
i Sirokou verejnosti, jehoz cilem bude tuto novou kate-
gorii pfedstavit a vysvétlit.

Dne 7. ledna 2009 Statni ustav pro kontrolu Iéciv spustil
na adrese www.leky.sukl.cz Informac¢ni portal pro
verejnost. Portal je jednim z vysledkd snahy Ustavu
naplfovat fadné svoji politiku, efektivné a oteviené
komunikovat s profesionaly z fad farmaceutu, Iékafu a
farmaceutického prumyslu a zaroven se stat v oblasti

7, SUKL

Underthe auspices of SUKL, ajoint meeting of the Co-ordination
Group for Mutual Recognition and Decentralised Procedure
CMD(h), the Committee for Human Medicinal Products and the
Committee for Orphan Medicinal Products will be organised.
A separate meeting of the Committee for Herbal Medicinal
Products of the European Medicines Agency will be also
arranged. In the course of the Czech Presidency, the meetings
of working groups for homeopathic medicinal products on
the issues of enforcement, quality managers, communication
professionals and HMA legal cooperation groups will be also
held underthe auspices of SUKL. Inthe course of these meetings
the State Institute for Drug control shall, in cooperation with
the Ministry of Health, emphasise in particular so called
pharmaceutical package as a priority of Czech Presidency in
the sphere of health (a set of legislative proposals in the sphere
of pharmacovigilance, protection of the legal distribution
chain of pharmaceuticals from counterfeitandillegal products,
and information about pharmaceuticals for patients) and
solutions of prevention issues and antibiotic resistance control
issues.

OnDecember 312008theInstitute beganto operate the central
electronic prescription repository, as stipulated by the Act on
Pharmaceuticals. Communication via the central repository
will result in the development of a system of electronic patient
records, it will significantly enhance the effectiveness of
communication among doctors, pharmacies and patients,
and it will restrict its risks. At the same time, it will allow for
the dispensing of medicinal products in the new restricted
OTC category. By May 1 2009 most pharmacies should be
connected to the repository system. Afterwards, further two
stages of development will follow: connecting doctors and
providing patientswithaccesstomedicationrecords. Although
doctors do not have the statutory duty to connect to the
repository, the repository will provide them with the opportunity
to avail of electronic prescription, to eliminate the risk of
contraindications and overdosage where medicinal products
are prescribed by several doctors at the same time and to
check for patient’'s compliance in respect of the prescribed
therapy. Last but not least the roll-out of online access to
medication records for patients is being planned. Patients
who have no access to the internet should have the option to
obtain a printout of their personal medication record via the
CzechPoint service. The medication record will include
complete and up-to-date information about prescription-only
and restricted OTC medicinal products dispensed to the patient,
including their reimbursement from the health insurance and
the amount of additional payments allowable in respect of the
protective limit. Access to this unique set of data will mean a
significant enhancement of information provided to citizens.
The implementation of these two stages of the e-prescription
project will result in the interest in the use of other components
of the e-health system by all of its stakeholders.

As stipulated by the Act on Pharmaceuticals, since January 1
2009 it has been possible to apply the new scheme of
medicinal product categorisation for dispensing. Medicinal
products may be newly dispensed as restricted OTC products.
In the course of the year, the Institute will be much involved
in the implementation of this category into practice and will
continue the dialogue with professionals as well as with
the general public, in order to present and explain this new
category.

On January 7 2009 the State Institute for Drug Control
began to operate an information portal for the public at
www.leky.sukl.cz. The portal is one of the outcomes of the
Institute’s effort to fulfil properly its policy, to communicate in
an effective and open manner with pharmaceutical, medical,
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poskytovani informaci o Iékové problematice zave-
denym partnerem pro Sirokou verejnost. V souc€asné
dobé& Ustav na portalu zptistupfiuje v uzivatelsky
pratelské formé jedinecné zdroje informaci, jez shro-
mazduje v ramci svych ¢€innosti. Navstévnici portalu
zde mohou vyuzit databaze registrovanych lécivych
pripravkd, lékaren a klinickych hodnoceni a seznamit
se i s dalSimi uzite€nymi informacemi z oblasti zdravotni
problematiky. Rok 2009 bude pro rozvoj Informacniho
portalu pro vefejnost ve znameni extense o dalsi inter-
aktivni sluzby a funkcionality jako je fizené dotazovani
Ci konzultace s farmaceuty a lékari. Portal by se tak mél
stat hlavnim prostfedkem komunikace mezi Ustavem
a verejnosti a plnohodnotnym zdrojem garantovanych
informaci o lécivech.

V oblasti farmakovigilance planuje SUKL zapojeni
pacientl do systému spontannich hlaseni zavaznych
nezadoucich ucinku lécivych pripravkd. Tato doposud
nedocenéna aktivita laické vefejnosti doplfiuje pred-
chozi nastroje (elektronicky lékovy zaznam pacienta,
vy8Si dostupnost informaci pro pacienty) o zpétnova-
zebni prvek. Maji-li byt1écgive pfipravky ve svém zZivotnim
cyklu relevantné hodnoceny, nemUze se tak dit bez
pfimého zapojeni spotfebitele — pacienta. | k tomuto
udelu se Ustav chysta vyuzit komunikaci prostfednictvim
Informacniho portalu pro vefrejnost.

S ochranou spotfebitele a ochranou vefejného zdravi
souvisi posilovani preventivhiho dohledu nad vyskytem
nelegalnich lécivych pripravkl a padélkta v legalnim i
nelegalnim distribu¢nim fetézci. V tomto smyslu bude
kladen daraz na aktivity Ustavu v oblasti inspekci a pro-
sazovani prava a na spolupraci pfi posilovani prevence
s partnery na urovni CR, EU i mezinarodnich organizaci.

Jizvroce 2008 Ustav podniklkroky vedoucik vyraznému
zpruhlednéni prabé&hu spravnich Fizeni ve své gesci.
Prvnim z nich bylo zfizeni moznosti nahlizet on-line do
dokumentace spravnich fizeni o stanoveni maximalni
ceny Ci stanoveni vySe a podminek uhrady lécivych
pfipravkl nebo potravin pro zviastni Iékarské ucely
prostfednictvim webovych stranek Ustavu. V tomto usili
bude SUKL nadale intenzivn& pokra&ovativ prab&huroku
2009, kdy bude postupné zpfistupriovat elektronickeé
podoby spist u¢astnikiim spravnich fizeni souvisejicich
i s jeho dalSimi €innostmi. Zaroven budou zpétné do
elektronické podoby zpracovavany (a zpristupriovany)
spisy ke stale probihajicim registracnim Fizenim, jez
vznikaly v papirove formé pred 1. Eervencem 2008, kdy
vesla v platnost vyhlaska ¢. 228/2008 Sb., o registraci
Iécivych pfipravku stanovujici povinnost podavat zadosti
a dalSi dokumenty vyhradné v elektronické podobé.

Stejné jako v minulych letech i v tomto roce bude
Statni ustav pro kontrolu IéCiv prochazet opakovanymi
kontrolnimi audity a usilovat o udrzeni pfislusnych
certifikatd managementu bezpecénosti informaci a ma-
nagementu jakosti.
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and industry professionals and, at the same time, to become
a well-established partner to the general public in the sphere
of provision of information about pharmaceutical issues. At
present, unique sources of information, collected within the
scope of its operation, are published by the Institute on the
portal in a user-friendly form. Visitors to the portal may avail of
its database of authorised medicinal products, pharmacies,
and clinical trials and gain other useful information on health
issues. In terms of the development of the public information
portal, 2009 will be the year of enhancement with other
interactive services and functionalities, such as managed
querying or consultations with pharmacists or doctors. The
portal should thus become the chief communication channel
between the Institute and the public, with a fully valid source
of guaranteed information about pharmaceuticals.

In the sphere of pharmacovigilance, SUKL plans to involve
patients in the system of spontaneous reporting of serious
adverse reactions to medicinal products. This, to date
underestimated activity of the general public complements
the above-mentioned tools (the electronic patient medication
record, enhanced availability of information for patients) with
a feed-back element. A relevant evaluation of a medicinal
product in its lifecycle cannot be carried out without direct
involvement of the consumer — the patient. This is yet another
purpose for which the Institute wishes to avail of communication
via the public information portal.

Consumer protection and public health protection is associated
with the enhancement of preventive surveillance over the
occurrence of illegal and counterfeit medicinal products both in
the legal and illegal distribution chain. In this respect inspection
and enforcement activities of the Institute will be emphasised
as well as cooperation with partners on the Czech, EU and
international level in the sphere of enhanced prevention.

As early asin 2008 the Institute adopted steps leading to a major
improvement in the transparency of administrative procedures
within its powers. The first step was the introduction of the
option to view online the documentation of administrative
procedures held in respect of the establishment of maximum
prices and conditions and levels of reimbursement of
medicinal products or foods for special medical purposes
via SUKL website. SUKL will continue in this effort also during
2009 when electronic formats of dossiers will be gradually
made accessible for the parties to administrative procedures
associated also with other activities of the Institute. At the
same time, dossiers for pending marketing authorisation
procedures generated in hard copies prior to July 1 2008 when
Decree No 228/2008 Coll.,, on the marketing authorisation
of medicinal products took effect, stipulating the duty to submit
applications and other documents solely in electronic format,
will be retrospectively converted to electronic formats (and
made accessible).

As in the previous years, the State Institute for Drug Control
will undergo repeated control audits and strive to maintain
the relevant certificates for information security management
and quality management also in 2009.
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10. PREHLED NEJDULEZITEJSICH 10. OVERVIEW OF ESSENTIAL
KONTAKTU PRO JEDNOTLIVE CONTACTSFORINDIVIDUAL SPHERES
OBLASTI CINNOSTI USTAVU OF OPERATION OF THE INSTITUTE

Aktualizace k 1. 4. 2009 Updated as of April 1 2009

Podrobny aktualizovany pFehled kontaktu Ize A detailed updated overview of contacts is available from

nalézt na internetové strance ustavu, vedouci the website of the Institute; the heads of individual units are

jednotlivych utvari jsou uvedeni v organizaéni specified in the organisational structure of the Institute.

strukture ustavu.

PREDVOLBA / PREFIX: 272 185 LINKA 7 EXTENSION E-MAIL

Reditel ustavu / Director of the Institute

PharmDr. Martin Bene$ 834 martin.benes@sukl.cz
Podatelna a vypravna / Mailing room 806 posta@sukl.cz

fax: 271 732 377

Manazer jakosti / Quality Manager

Ing. Filip Kotal Ph.D. 225 filip.kotal@sukl.cz
Interni audit a kontrola /7 Internal Audit and Control
Kamila Hruskova 225 kamila.hruskova@sukl.cz

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

Mgr. Petra Kefkova 829 petra.kerkova@sukl.cz
Tiskova mluv¢i / Public Relations Officer

Veronika Petlakova 333 veronika.petlakova@sukl.cz
Informacni stredisko / Information Centre 333 infs@sukl.cz

Kancelar feditele ustavu / Director’s Office
Vedouci kancelare feditele / Head of Director’s Office
MUDr. Jifi Deml 870 jir.deml@sukl.cz

USEK INFORMACNE-EKONOMICKY / INFORMATION AND ECONOMIC SECTION

Nameéstek Feditele pro informatiku a ekonomiku

Deputy Director for IT and economics

Ing. Tomas Melen 873 tomas.melen@sukl.cz

Sekce servisnich ¢innosti / Service Activities Branch
Ing. Jana Hurtova 758 jana.hurtova@sukl.cz

Sekce informatiky /7 IT Branch
Ing. Karel Maly 757 karel.maly@sukl.cz

USEK ODBORNYCH CINNOSTI / REGULATORY AFFAIRS SECTION

Nameéstek pro odbornou ¢innost

Deputy Director for Regulatory Affairs

MUDr. lvana Koblihova 848 ivana.koblihova@sukl.cz

Sekce dozoru / Surveillance Branch

Sekretariat sekce / Branch Secretariat 767 jana.turkova@sukl.cz
Vedouci sekce / Head of Branch
RNDr. Olga Hanzlickova 833 olga.hanzlickova@sukl.cz

Sekce registraci / Marketing Authorisation Branch

Sekretariat sekce / Branch Secretariat 875 reg@sukl.cz
Vedouci sekce / Head of Branch
MUDr. Helena Tutterova 830 helena.tutterova@sukl.cz

Sekce cenové a uhradové regulace / Price and Reimbursement Regulation Branch

Oddéleni stanoveni vyse a podminek uhrady

Reimbursement amounts and conditions regulation department

PharmDr. Jifi Lamka 342 jiri.lamka@sukl.cz
Oddéleni stanoveni maximalnich cen vyrobce

Maximum manufacturer price regulation department

Ing. Radmila Luhanova 345 radmila.luhanova@sukl.cz
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vStétm’ ustav pro kontrolu léciv
Srobarova 48, Praha 10, 100 41
+420 272 185 829






