Statni ustav pro kontrolu Iéciv

L1

PILTUgiyeciin l‘l\\ruu:\u.r.ul
Nitrocellulose | N

. \
Dynamit. (Anilin)
Sprenggelatine etc, \
llodium, Celluloid.

Kunstseide, Explosivstoffe)

Meta!l.iitzung :
Kupfer-und Stahlétzung (graphische Ki

% S.u.4 Appar
8 vonPhosp

B \ %
11.AhnlicherAppar:
| % achg\i ley.

(fudy na Polijch y na Sabradddy
dic, Alebretych B Lebacfied £ porcbuge/
i/ & Telnay Brerd§ napwijeporcbngems;a w
& Bramama /s Gued po re Tilna, Yavcha
nagy R masivdnmiglfy/ Poeres e Podsyin /s \
i by migffed) we YOLs ik qme N \
- — \

i, - N\

ZPRAVA O CINNOSTI
SUKL V ROCE 2010

Annual Report 2010 State Institute
for Drug Control, Czech Republic.

www.sukl.cz | www.sukl.eu

arat zur N
hen Destillation.

17-Vocf'i.chfuﬁ?/
_';\r:e;brennunj"’ n,
IE:'s.En nach Jng héu/_-.i

r

at zur Syhthese desWassers. -
b4 _ o



POLITIKA USTAVU

K zajisténi okold Stétniho Ustavu pro kontrolu léciv
vyhlasuje feditel politiku Ustavu.

Politika Ustavu je souhrnem zdakladnich zasad Ustavu
vymezenych viéi jeho zdkaznikdm i partnerdm. Politika
Ustavu, v navaznosti na pozici danou nérodnim i ev-
ropskym legislativnim rédmcem, vyjadiuje pfistup vedeni
Ustavu a viech zaméstnancd k naplnéni cilt, povinnosti
i kompetenci Ustavu. Reflekiuje jak zaméteni na shodu
zajmd vsech hlavnich Géastnikd regulace lééiv a zdra-
votnickych prostiedkd, tak primarni orientaci na vykon-
nost autority pro potieby vefejnosti ve vztahu k zajisténi
ochrany zdravi a riziky spojenymi s pouzivanim léc&ivych
piipravkd a zdravotnickych prostiedkd.

Ukoly Ustavu jsou plnény v souladu s platnou legisla-
tivou, smétuji k naplnéni politiky statu v oblasti vefejného
zdravi a zohlednuji obecné piijaté odborné standardy
v oblasti lékové politiky.

Jsou dosahovany pii zachovavani etickych pravidel,
prohledné, piedvidatelng, s transparentni dokumentaci
&innosti Ustavu a s otevirenosti k podnétom regulovanych
subjektd a vefejnosti.

Vedeni Ustavu zabezpeéuje, aby se kaidy zaméstnanec
podilel v ramci své posobnosti na plnéni politiky Usta-
vu. Zakaznici a partnefi Ustavu i vichni zajemci jsou
prib&iné o naplhovani politiky Ustavu informovani.

.
Ustav ma stanovené nasledujici strategické cile:

= Sluzby a €innosti v oblasti humannich lé¢iv zajistuje
na vysoké urovni, v redlné nejkratsich éasovych ter-
minech a bez vytvareni prekédzek pro pouzivani lééiv.

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

= ZvySenou aktivitou v oblasti dohledu nad rekla-
mou a nelegalnim zachazenim s lééivy, a obdobné

o .
PharmDr. Martin Benes
. e ,

reditel ustavu

zvy$enym zdjmem o kvalitu a pouzitelnost informaci
o registrovanych léc&ivych ptipravcich pro pacienty,
pfispivé k emancipaci uZivatele é¢iv v procesu péce
o vlastni zdravi, rozhodovéni o uziti l1é¢iv na zékladé
informovanosti jak o Gé&incich, tak o rizicich lé¢by.
Zajisfuje spravu datového lozisté pro elekironickou
preskripci, s cilem podpory farmakovigilanéni akti-
vity a moznosti intervence Ustavu ve véci ochrany
jednotlivcd a vefejnosti pted riziky farmakoterapie.
Hodnoti efektivnost systému regulace pravidelnym
hodnocenim ukazateld jednotlivych aktivit Gtvard
ustavu a hodnoceni spokojenosti jeho zdakaznikd
a partnerd.

Zaijisfuje sluzby a ¢innosti v souladu se zasadami sys-
tému Fizeni jakosti ve shodé s pozadavky normy CSN
EN I1SO 9001:2008, v oblasti kontrolnich laboratofi
podle normy CSN EN ISO/IEC 17025.

Rozviji jiz zavedeny systém bezpecnosti informaci po-
dle normy CSN ISO/IEC 27001:2005.

Rozviji informaéni podporu statni spravy a verejnosti
s cilem odstranovéani neznalosti o lékové politice
a redlném stavu zachazeni s lé¢ivy.

Proaktivné prezentuje dosazené cile a vytvaii pozitivni
vnimani Ustavu z pohledu kli¢ovych Géastnikd regu-
lace a vefejnosti.

Usiluje o uznani své €innosti na mezindrodni Urovni
v ramci spoluprace evropskych lékovych agentur,
v Radé Evropy a v dalsich institucich. V této souvislosti
je podporovéna aktivni Géast zastupcd Ustavu pii mezi-
narodni spoluprdci v rdmci Evropského spoleéenstvi
i v celosvétovém meéfitku.

Zvysuje kvalifikaci zaméstnancd na Uroven potiebnou
pro zajisfovani expertnich  ¢&innosti, podporuje
prohlubovani odborné zpudsobilosti zaméstnancd
a zabezpedovéani  jejich trvalého  odborného
ristu ovéfovanim jejich potieb a realizaci pland
vzdélavani.

Naplfivje politiku pouzivanim vhodnych motivaénich
nastrojd pro zaméstnance, ktefi jsou zakladnim zdro-
jem pro plnéni ukold Ustavu.
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THE POLICY OF THE INSTITUTE

In order to safeguard the tasks of the State Institute for
Drug Control, the Director pronounces the Policy of the
Institute.

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

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

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

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

The Institute has defined the following strategic
objectives:

= Services and activities in the sphere of human
pharmaceuticals are provided at a high standard, as
early as practicable, and without forming obstructions
to the use of pharmaceuticals.

* The Institute proactively harmonises discrepancies
among varying definitions of regulation governing
the same or equivalent objects of regulatory interest,
be they established solely by the Institute of by other
regulators.

* Through its increased activity in the sphere of
surveillance over advertising and illegal handling
of pharmaceuticals and, likewise, increased interest
in the quality and applicability of information about
authorised medicinal products intended for patients

the Institute contributes to the emancipation of the
user of pharmaceuticals in the process of care for
one’s own health and decision-making concerning
the use of pharmaceuticals on the basis of the
provided information on both the effects and risks of
treatment.

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

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

The Institute safeguards services and activities in
compliance with the quality management system
principles, conforming to the requirements of the
CSN EN I1SO 9001:2008 standard, and, in the sphere
of control laboratories, the CSN EN ISO/IEC 17025
standard.

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

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

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

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

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

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

3 W

PharmDr. Martin Benes
(] (]

Director of the Institute
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1. UVOD REDITELE

I v roce 2010 se Ustav mimo své odborné &innosti zaméfil
také na pfimou komunikaci s laickou vefejnosti a zdra-
votniky. Aktivita byla soustiedéna do dvou kampani,
které navazaly na odbornou Géast pracovnikd Ustavu pii
projednavani legislativnich navrhd v oblasti farmakovigi-
lance, nelegalnich piipravkd a padélkd lééiv v Radé EU
v piedchozim roce.

CR je v oblasti farmakovigilance v rémci EU na vysoké
urovni a celou fadu opatieni pfijatych v nové evropské
smérnici jiz v praxi realizuje, napf. moznost pacientd
piimo hlasit podezieni na nezddouci Ucinky léciv
prosttednictvim Portélu pro vefejnost www.olecich.cz.
I kdyz méa CR v této oblasti naskok co do otevienosti
a pruznosti systému, chybi vétsi zapojeni pravé v zdravot-
nickych pracovnikd. Nasi zdravotnici, prestoze jim hlaseni
nezddoucich G¢inkd uklada zékon, patii k horsimu
proméru EU. Pfitom spontanni hlaseni nezadoucich
U¢inkd je hlavnim zdrojem informaci pro efektivni moni-
torovani bezpeénosti lé¢ivého piipravku po jeho registraci
a uvedeni na trh. Rok 2010 byl proto vénovan kampa-
ni na podporu bezpe¢nosti lé€iv. Kampan uréend od-
borné i laické verejnosti méla za cil zvysit poéty hlaseni
nezadoucich G¢inkd. Vysledky kampané se dostavily jiz
v pribéhu roku v podobé nardstu poétu hlaseni.

Dalsi kampan Nebezpeéné léky, zahajend v bieznu 2010,
probiha na webovych strankach Ustavu www.nebezpec-
neleky.cz, dale pak formou reklamy na Internetu, v MHD
v celé CR a rozhlase. Cilem kampané je prevence uzivani
padélkd 1ékd a varovani pred riziky nakupu lékd na
Internetu, a to s vyuzitim spotd, informacénich plakatd,
.desatera” spravného nakupovéni 1ékd na Internetu,
nejc¢astéjsich otazek a odpovédi, poslednich zachycenych
padélkd ¢&i nelegélnich pripravkd a také ukéazek kampani
z jinych evropskych statd.

Pacienti maiji jiz dva roky moznost pouzivat k vyhledavani
informaci o lécich a lé¢bé Portal pro vefejnost www.ole-
cich.cz. Na pocatku roku 2010 zahdiil Ustav na tomto
Portale sluzbu dotazovani odbornikd na lékovou prob-
lematiku. Sirokda veiejnost se dotazuje lékaid (prakticky
lékat pro dospélé, prakticky lékai pro déti a dorost a spe-
cialistka v oboru cestovni mediciny) a farmaceutd na otaz-
ky lékové problematiky. Tato sluzba je od poéatku jejiho
provozu pacienty hojné vyuZivana, a proto byla v pribéhu
roku rozdifena o moznost dotdzat se jesté détského spe-
cialisty na respiraéni choroby, gynekologa a sportovniho
lékate.

V ¢&ervenci Ustav spustil novou elekironickou sluzbu
.Systém rychlé vystrahy a piedavani informaci o nové
zjisténych bezpeénostnich rizicich lé¢iv”. Sluzba je uréena
Iékarndm a jinym zdravotnickym zafizenim, distributordm
a krajskym Ufaddm. Umozinuje bez prodleni stahovat
z obéhu rizikové léky, u kterych se objevila zavada v ja-

kosti nebo zavainé nezddouci Gcinky. Systém umozni
varovani pired vyskytem padélanych 1ékd. Jde o zasadni
krok k vy$si ochrané a bezpeénosti pacientd pii uZivani
lé¢ivych pFipravkd.

V agendé registraci a dozoru nad lécivymi pripravky Ustav
plnil své zakonné povinnosti. Ciselné vysledky odbornych
sekci jsou shrnuty v predkladané zpravé o ¢éinnosti. V roce
2010 se plné rozbéhl dozor nad oblasti lidskych tkani
a bungk, kierou dle zakona Ustav v praxi dozoruje od
roku 2009. V letosnim roce byly posuzovany i Zadosti
pfijaté v roce 2009 a provadény uvodni a cilené kontroly
u zadateld.

Z odbornych ¢&innosti Ustavu byl v roce 2010 kladen velky
ddraz na agendu cenové a uhradové regulace lééiv; tato
problematika byla také pravidelné komunikovana v mé-
diich. Diky extrémnimu nasazeni zaméstnancd Ustavu
pokroé¢ila revize Uhrad lé¢ivych piipravkd ze zdravot-
niho pojisténi do ¥ finanéniho objemu ro¢nich nakladd
systému zdravoiniho pojisténi. Vysledky revize jiz byly
prezentovany v Poslanecké snémovné Parlamentu CR
a pii pohledu do minulosti (17 let historie zdravotniho
pojisténi) je Ize oznadit za unikatni. Totéz hodnoceni une-
sou pii srovnani s revizemi Uhrad v jinych statech EU.

V predkladané zpravé jsou shrnuty i vysledky perso-
nélni prace a hospodareni Ustavu. Vétsina vydajo Ustavu
(88,16%) byla v roce 2010 kryta nahradami vydajd za od-
borné ukony. Prosttedky pfidélené ze stainiho rozpoétu
na provoz Ustavu ¢inily 45 182 000 K¢, odvod pfijmd do
statniho rozpo¢tu byl 40 151 000 Ké.

PharmDr. Martin Benes
reditel Ustavu
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1. DIRECTOR’S INTRODUCTION

In addition to its expert activities, in 2010 the Institute
was also focusing upon direct communication with the
general public and with healthcare professionals. The
activity revolved around two campaigns which followed
up on the professional involvement of the employees of
the Institute in the discussions about legislative drafts
concerning pharmacovigilance and illegal and counterfeit
medicinal products in the EU Council during the previous
year.

The standard of pharmacovigilance in the Czech Republic
is, in the EU context, high, and the Czech Republic has
already been practically implementing a number of
measures adopted by the new European directive, such
as the possibility for patients to report suspected adverse
drug reactions directly, via the public portal www.olecich.
cz. Although the Czech Republic is ahead in terms of
openness and flexibility of the system in this sphere, it lacks
greater involvement of healthcare professionals proper.
Despite being obliged to report adverse reactions by law,
Czech healthcare professionals range among the weaker
average in the EU. Yet spontaneous adverse reaction
reporting is the chief source of information for effective
monitoring of the post-authorisation and post-marketing
safety of a medicinal product. Year 2010 was therefore
dedicated to a drug safety promotion campaign. The
campaign, intended both for the professionals and for the
general public, strived to increase the numbers of adverse
reaction reports. The results of the campaign were seen
as early as in the course of the year as a growing number
of the reports.

Another campaign, Dangerous Medicines, launched
in March 2010, was presented on the Institute’s
website www.nebezpecneleky.cz, and, in the form of
advertising, on the Internet, in means of public transport
all over the country, and on the radio. The objective of the
campaign is to prevent the usage of counterfeit medicines
and to warn against the risks of purchasing medicines
through the Internet, by means of spots, information
billboards, the “Ten Commandments” of proper Internet
medicine purchasing, FAQs, latest discovered counterfeit
or illegal medicinal products, as well as presentations of
campaigns from other European countries.

For two years patients have had the possibility to avail
of the www.olecich.cz public portal to search for
information about medicines. In early 2010, the Institute
started to operate an “ask-an-expert” drug service on this
portal. The general public ask questions about drug issues
addressed to medical doctors (a general practitioner for
adults, a general practitioner for children and adolescents,

and a specialist in the field of travel medicine) and to
pharmacists. This service has been much used by patients
since the very beginning, and with a view to this has
been, in the course of the year, extended by the possibility
to ask also a paediatric specialist in respiratory diseases,
a gynaecologist, and a sports doctor.

In July, the Institute launched a new electronic service
“Rapid Alert System and Communication of Information
on Newly ldentified Drug Safety Risks”. The service is
intended for pharmacies and other healthcare facilities,
distributors and regional authorities. It allows for
immediate recall of medicines with an identified quality
defect or serious adverse reactions. The system provides
for warnings against the occurrence of counterfeit
medicinal products. It is a major step towards a higher
protection and safety for patients in the use of medicinal
products.

In the sphere of marketing authorisations and surveillance
over medicinal products the Institute was fulfilling its
statutory duties. The resulting figures obtained from
regulatory branches are summarised in the presented
annual report. In 2010, surveillance over the area of
human tissues and cells, which the Institute has been
practically performing in compliance with the law since
2009, got fully under way. In the course of this year, also
applications received in 2009 were assessed and initial
and targeted inspections of applicants were carried out.
Of the expert activities of the Institute, in 2010 much
emphasis was placed upon the sphere of drug price
and reimbursement regulation; this sphere was also
regularly monitored by the media. Thanks to the utmost
efforts of the employees of the Institute the revision of
reimbursements of medicinal products from health
insurance increased to ¥ of the financial volume of
annual costs of the health insurance system. The results of
the revision were presented to the Chamber of Deputies
of the Czech Parliament and when looking back into the
past (at the 17 years of health insurance operation) they
may be described as unique. The same evaluation would
apply if compared to the reimbursement revisions in other
EU Member States.

The presented report summarises also the outcomes of
human resource activities and economic operation of the
Institute. Most expenditures of the Institute (88.16%) were
covered by the reimbursement of costs of expert activities
in 2010. Funds allocated from the state budget for the
operation of the Institute represented 45 182 000 CZK,
transfers of incomes to the state budget amounted to
40 151 000 CZK.

. .

PharmbDr. Martin Benes
o o

Director of the Institute
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2. ORGANIZACNI STRUKTURA USTAVU
ORGANISATIONAL STRUCTURE OF THE INSTITUTE

; o
AR A

o)

V pribéhu roku 2010 doslo k mensim zménam
v organizaéni struktuie Ustavu, které umozni lepsi
propojeni nékterych jeho agend. Byla zfizena
nové pozice manazera prdfezovych procesd, ktery
koordinuje a usmériuje vybrané prUfezové pro-
cesy se zasadnim vlivem na fungovéni Ustavu a je
pfimo podiizen fediteli Ustavu. Rozdéleni ¢innosti
na Useky vedené naméstkem pro ekonomiku a in-
formatiku, ndméstkem pro odborné ¢innosti a ve-
doucim kanceldie feditele nadale zdstava v plat-
nosti. V sekci dozoru vzniklo od 1. prosince 2010
nové oddéleni zavad v jakosti a enforcementu,
do kterého byly vyélenény odpovidajici ¢&innosti
z inspekéniho odboru az oddéleni enforcemen-
tu a dozoru nad reklamou. Od stejného data byl
v registraéni sekci ziizen odbor registraéni agendy,
ktery md& v naplni systémové zajisténi procesd
registraéni sekce a skladé se z oddéleni administra-
tivni podpory a z oddéleni koordinace registraci.

Organizaéni schéma SUKL platné k 1. 1.2011 je
soucdasti této zpravy (str. 9).

Specifické agendy v Ustavu zajisfuji tématicky ori-
entované projektové tymy a poradni orgény,
v nichZ jsou zastoupeni pracovnici rdznych Otvard.
V roce 2010 vykonéavaly svoji €¢innost napf. vyvo-
jovy tym, tym pro hraniéni pripravky, tym pro
jakost léciv, pokutovy tym, poradni sbor pro
nova léciva a dalsi.

In the course of 2010, minor changes to the
organisational structure of the Institute were
implemented to allow for better interconnection of
some of its activities. A new position of the cross-
section process manager has been established,
who coordinates and regulates selected cross-
section processes of essential influence upon the
operation of the Institute and who directly reports to
the Director of the Institute. The division of activities
into sections managed by the Deputy Director
for IT and Economic Issues, Deputy Director for
Regulatory Affairs and the Head of Director’s Office
remains effective. As of December 01 2010, a new
Department of Quality Defects and Enforcement
was established within the Surveillance Branch,
in charge of corresponding activities from the
Inspection section and from the Enforcement and
Advertising Regulation department. As of the same
date, a Marketing Authorisation Operations was
established within the Marketing Authorisation
Branch, which is responsible for the process system
coverage of the marketing Authorisation Branch and
consists of the Administrative Support department
and the MA Coordination department.

The Organisational structure of SUKL effective
as of January 01 2011, forms part of this Report
(page no. 9).

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 2010, e.g. the following teams have
been active: the development team, borderline
products team, quality-of-pharmaceuticals
team, penalty team, advisory board for new
pharmaceuticals, etc.
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3. ZAPOJENI V SITI NARODNICH, EU A JINYCH MEZINARODNICH INSTITUCI
INVOLVEMENT IN THE NATIONAL, EU, AND OTHER INTERNATIONAL INSTITUTIONS NETWORK

3.1 Spoluprace

s Ministerstvem zdravotnictvi
a dalsimi statnimi
institucemi v CR

Ustav zpracovaval rozbory, stanoviska, hlaseni
a pfipominky k rdznym materialdm, zejména pro
Ministerstvo  zdravotnictvi, ostatni ministerstva
a dalsi Ustiedni spravni orgény.

V roce 2010 probihala intenzivni spolupréace s Mi-
nisterstvem zdravotnictvi, zejména pfi realizaci
UkolG v ramci spolupréce s EU, a to v oblasti lé¢iv
a zdravotnickych prosttedkd, o dale rovnéz pfi
pfipravé a nasledném legislativnim procesu schva-
lovani novych pravnich predpis0, které se vyznamné
dotkly rozsahu ¢innosti Ustavu.

Jednalo se zejména o smérnice ménici smérnici
2001/83/EU v oblasti farmakovigilance, |é&ivych
pfipravkd pro moderni terapie av oblasti boje
proti padélkdm lééivych piipravkd. S timto souvisi
i pfipravné prdace na transpozici téchto smérnic do

3.1 Cooperation with the
Ministry of Health and other
state institutions in the
Czech Republic

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

In 2010, the Institute intensively cooperated with the
Ministry of Health, particularly in the implementation
of tasks within the scope of cooperation with the
EU, particularly in the field of pharmaceuticals and
medical devices as well as in the preparation and
subsequent legislative process of adoption of new

Schweflige Salzsaure Ammonigk Arsemk >t
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legal regulations with significant impact on the
scope of operation of the Institute.

It involved primarily the directives amending Directive
2001/83/EU in the sphere of pharmacovigilance,
advanced therapy medicinal products, and combating
counterfeit medicinal products. This was associated
also with preparatory works on the transposition
of these directives into the Czech legislation.
Furthermore, the Institute submitted a proposal
for amendment to the Act on Pharmaceuticals and
amendment to the Marketing Authorisation Decree,
reflecting changes to the legislation governing
advanced therapy medicinal products. In 2011,
the Institute plans to carry out legislative work to
transpose, in particular, Directive 2010/84/EU,
which will require not only amendment to the Act
on Pharmaceuticals, but also an amendment to the
Marketing Authorisation Decree.
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3. ZAPOJENI V SITI NARODNICH, EU A JINYCH MEZINARODNICH INSTITUCI
INVOLVEMENT IN THE NATIONAL, EU, AND OTHER INTERNATIONAL INSTITUTIONS NETWORK

¢eského pravniho fadu. Ustav dale piedlozil navrh
na novelu zékona o lé¢ivech a novelu registraéni
vyhlasky, zohlednujici zmény v legislativé upravu-
jici lé¢ivé pfiipravky pro moderni terapie. V roce
2011 pak budou Ustav &ekat legislativni prace na
transpozici zejména smérnice 2010/84/EU, kterd si
vyzadé nejen novelu zakona o lééivech, ale zaroven
i novelu registraéni vyhlasky.

V uplynulém roce pokraéovaly rovnéZ préace na
transpozici smérnice Evropského parlamentu a rady
2007/47/ES do zékona &. 123/2000 Sb. o zdravot-
nickych prostiedcich a do pfislusnych nafizeni vliady
(336/2004 Sb., 154/2004 Sb. A 435/2004 Sb.). Ve
spoluprdci s Ministerstvem zdravotnictvi byla trans-
pozice dokonéena a Ustav jiz v poloviné roku zaéal
plnit nové kompetence v oblasti klinického hodno-
ceni zdravotnickych prostredkd.

V pribéhu uplynulého roku se Ustav rovnéz zapoijil
do iniciativy sméfujici k odstranéni zbyteéné zatéze
regulujicich subjektd a zvaZeni pFimérené miry
regulace é&innosti v souladu s ,better regulation”.
V probéhu roku ptredkladal navrhy na zefektivnéni
procesu stanovani cen a Ghrad lé¢ivych pripravkd
a v této oblasti velmi Uzce spolupracoval s Minister-
stvem zdravotnictvi.

Pies aktivity spojené stémito vyznamnymi Ukoly
viak Ustav nezapominal ani na spolupréci s ostatni-
mi orgdny statni spravy pii piipravé dalsich pravnich
predpisU, které upravovaly oblasti rovnéz se dotyka-
jici ¢innosti Ustavu. V probéhu roku piipominkoval
Ustav napiiklad néavrh vyhlasky o vécnych a tech-
nickych pozadavcich na vybaveni zdravotnickych
zafizeni nebo navrh zakona o trestni odpovédnosti
pravnickych osob.

Zakonné pozadavky pro jednotlivé oblasti od-
bornych ¢innosti Ustav dale vysvétloval ve vy-
davanych pokynech. V téchto pokynech rovnéz
Ustav seznamoval vetejnost s pokyny vydavanymi
Evropskou komisi a Evropskou lékovou agenturou.

V uplynulém roce pokraéovala spolupréace s Minis-
terstvem zahraniéi a Ministerstvem zdravotnictvi pfi

In the last year, works on the transposition of
Directive 2007/47/EC of the European Parliament
and of the Council to Act No 123/2000 Coll., on
Medical Devices, and to relevant Government
Regulations (Nos. 336/2004 Coll., 154/2004 Coll.
and 435/2004 Coll.) continued. The transposition
was completed in cooperation with the Ministry
of Health and as early as in mid-year the Institute
began to exert its new powers within the sphere of
clinical evaluations of medical devices.

In the course of 2010, the Institute was also involved
in an initiative aimed at reducing unnecessary
burden of regulated entities and considerations
of adequate degree of regulation of activities in
compliance with “better regulation”. During the
year, the Institute submitted proposals for increasing
the effectiveness of the process of determination of
prices and reimbursement of medicinal products
and very closely cooperated with the Ministry of
Health in this sphere.

Nevertheless, despite the activities associated with
these major tasks, the Institute did not neglect its
cooperation with other state administration bodies
in the preparation of other legal regulations
governing other areas of relevance to the operation
of the Institute. For example, in the course of the
year the Institute provided its comments on the
Decree on Material and Technical Requirements
Governing the Equipment of Healthcare Facilities
or the bill on criminal liability of legal persons.

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

In the course of the last year, cooperation with
the Ministry of Foreign Affairs and the Ministry of
Health continued in the preparation of opinions
of the Czech Republic on preliminary questions
raised by the European Court of Justice regarding
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pripravé stanovisek Ceské republiky k predbéznym
otazkdm vznesenym Evropskym soudnim dvorem
a tykajicich se oblasti kompetenci Ustavu, zejména
problematiky lé&ivych pfipravkd. V prdbéhu roku
pak byly vyneseny nékteré prilomové rozsudky,
které ovlivnily aplikaci pravnich piedpisd v oblasti
lé¢ivych piipravkd. Jednalo se napi. O rozsudek
C-452/06 - Synthon, C-421/07 - Damgaard,
C-62/09 — ABPI.

Ustav i v uplynulém roce pokracoval ve spolupréci
s Ustavem pro kontrolu veterinarnich biopreparatd
a lé¢iv v Brné a se Statnim Ufadem pro jadernou
bezpeénost. V oblasti dozoru nad trhem byly part-
nery Ustavu Ceska potravinaiska a zemédélska in-
spekce, Ceska obchodni inspekce a Celni sprava.

S Uradem pro technickou normalizaci, me-
trologii a statni  zkusebnictvi probihala spolu-
prace pfi pfipravé norem v oblasti zdravotnickych
prostiedkd.

3.2 Spoluprace
s institucemi EU a dal$imi
zahrani¢nimi partnery

Ustav je aktivné zastoupen ve vice nez 70 pracov-
nich skupinéach a vyborech. Jde o pracovni uskupeni
Rady EU, Evropské komise a jeji agentury - Evropské
lékové agentury (EMA), ale také o skupiny Svétové
zdravotnické organizace, Rady Evropy a jejiho Ev-
ropského Ustiedi pro kvalitu lééiv a zdravotni péce
(EDQM- European Directorate for the Quality of
Medicines and Healthcare), Organizaci pro eko-
nomickou spolupréci a rozvoj (OECD). V neposled-
ni fadé jde i o skupiny neformélniho charakteru,
sdruzujici odborniky z rdznych statd s profesnimi
znalostmi z oblasti é¢iv, zdravotnickych prostiedkd
nebo tkani a bunék.

Mezi stalé priority mezinarodnich a EU aktivit Usta-
vu patii zejména fddné zastoupeni ve védeckych
vyborech EMA. Mezindrodni spolupréaci Ustayv

the sphere of the powers of the Institute, namely
medicinal product issues. In the course of the year,
certain breakthrough judgements affecting the
application of legal regulations in the sphere of
medicinal products were pronounced. It concerned
e.g. judgement C-452/06 - Synthon, C- 421/07
— Damgaard, C-62/09 - ABPI.

Cooperation with the Institute for the State Control
of Veterinary Biologicals and Medicaments in
Brno and with the State Office for Nuclear Safety
continued also in 2010. SUKLs 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
wds going on.

3.2 Cooperation with
EU institutions and other
foreign partners

The Institute is actively involved in more than
70 working groups and committees. These concern
the working groups of the EU Council, European
Commission and its agencies — the European
Medicines Agency (EMA), but also groups of the
World Health Organisation, Council of Europe and
its European Directorate for the Quality of Medicines
and Healthcare (EDQM), and the Organization for
Economic Cooperation and Development (OECD).
Last but not least, it concerns also informal groups
of experts from various countries with professional
knowledge in the sphere of pharmaceuticals,
medical devices or tissues and cells.

The constant priorities ofinternational and EU activities
of the Institute include, in particular, its regular
representation in the EMA scientific committees.
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aktivné podporuije i ve sféfe, ktera neni plné har-
monizovand a spoluprace je zaloZzend na dobro-
volnosti a neforméalnim charakteru dohod (napt.
formou tzv. work-sharingu). Takovou sféru tvofi
predevsim sif fediteld lékovych agentur (HMA),
kterd se zaméfuje napf. na oblast postupd vzajem-
ného uznavani a decentralizovanych postupd nebo
na oblast klinickych hodnoceni. V poslednich letech
se na poli EU zintenziviiuje také spoluprace mezi
institucemi kompetentnimi pro hodnoceni zdravot-
nickych technologii — Ustav je uéasten tzv. HTAI sité.
Rostouci trend je u EU aktivit patrny také u poli-
tiky cen a uhrad lééiv, u niz jsou zastupci Ustavu
zaélenéni do vice evropskych platforem a projektd.

Vroce 2010 byli po dvou letech jednéani zaméstnanci
Ustavu také Géastni na Uspésném zavrieni ev-
ropského legislativniho fizeni u navrhd naiizeni
a smérnice k farmakovigilanci. Toto téma je jed-
nim ze ti témat legislativnich navrhd obsazenych
v tzv. ,Farmaceutickém bali¢cku”. U druhého tématu
- pronikéni nelegdlnich pfipravkd a padélkd léciv
na evropsky trh v oblasti legalniho distribuéniho
fetézce - docilila v roce 2010 pracovni skupina Rady
EU, na které je balicek za uéasti zastupct Ustavu
a Ministerstva zdravotnictvi projednévan, také vyso-
ké faze jednani: na jafe 2011 se ocekavé vydani
smérnice v Urednim véstniku EU.

Daldi dGlezitou aktivitou, které Ustav vénoval
nélezitou pozornost, je audit v rdmci vyse zminéné
sité HMA —tzv. Benchmarking (BEMA). V rdmci BEMA
byl Ustav hodnocen komisi sestavenou z vyskolenych
BEMA inspektord pochdazejicich z jinych lékovych
agentur EU. Hodnoceni se soustiedilo do 4 okruhd
- management, registrace, farmakovigilance
a inspekce. Ustav dosahl velice dobrého ohodno-
ceni a u nékterych bodd byl jim zavedeny postup
navrzen jako doporuéeny postup pro ostatni lékové
agentury EU.

The Institute actively supports cooperation also in
the sphere which is not fully harmonised and where
cooperation is based upon voluntary and informal
principles of agreements (e.g. in the form of work-
sharing). This is the area involving namely the Heads
of Medicines Agencies (HMA) network, which focuses
e.g. upon the issues of mutual recognition and
decentralised procedures or the issues of clinical trials.
In the recent years, cooperation among institutions
authorised to evaluate healthcare technologies has
been intensified in the EU - the Institute is involved
in so called HTAi network. A growing tendency is
also seen in the EU activities concerning the policy of
price and reimbursement of pharmaceuticals, where
the representatives of the Institute are involved in
several European platforms and projects.

In 2010, after two years of negotiations, the
employees of the Institute also participated in the
successful completion of the European legislative
procedure of proposed regulation and directive on
pharmacovigilance. This topic is one of the three
topics of legislative proposals contained in so
called “Pharmaceutical package”. In respect of the
second topic — entry of illegal products and falsified
pharmaceuticals into the legal distribution chain
of the European market- the working group of
the EU Council, which discusses the package with
the involvement of representatives of the Institute
and the Ministry of Health, also achieved a major
progress in negotiations in 2010: publication of this
directive in the EU Official Journal is expected to
come out in spring 2011.

Another important activity given proper attention by
the Institute is the audit within the aforementioned
HMA network — so called Benchmarking (BEMA).
Within the scope of BEMA, the Institute was evaluated
by a team of trained BEMA inspectors from other EU
medicines agencies. The evaluation focused upon
4 areas — management, marketing authorisations,
pharmacovigilance, and inspection. The Institute
achieved very good rating and in some points, the
procedure designed thereby was proposed as the
recommended procedure for other EU medicines
agencies.
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4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

4.1 Agenda celkem
a validace zadosti

Oblast spisové sluzby

V roce 2010 nepokraéoval trend z predchézejicich
let a k dalsimu nardstu korespondence nedoslo.
Tento vyvoj ovlivnila také skuteénost, Ze dne 1. led-
na 2010 vstoupilo v platnost Natizeni komise (ES) &.
1234/2008 ze dne 24. listopadu 2008 o posuzovani
zmén registraci humannich a veterinarnich lé¢ivych
pifipravkd. Statni Ustav pro kontrolu lééiv uplatiuje
ustanoveni Nafizeni Komise (ES) & 1234/2008
pouze U piipravkd registrovanych procedurou
vzdjemného uznani nebo decentralizovanou proce-
durou.

Béhem roku 2010 bylo elektronickou spisovou
sluzbou Ustavu evidovano 57 100 doruéenych

4.1 Office work in total and
validation of applications

Documentary service

In 2010, the trend from previous years did not
continue and the volume of correspondence did
not further increase. This development was also
influenced by the fact than on January 01, 2010,
Commission Regulation (EC) No 1234/2008 of 24
November 2008 concerning the examination of
variations to the terms of marketing authorisations
for medicinal products for human use and veterinary
medicinal products came into force. The State
Institute for Drug Control applies the provisions of
the Commission Regulation (EC) No 1234/2008 only
to products authorised via the mutual recognition
procedure or via the decentralised procedure.

In the course 2010, the electronic record system of
the Institute registered 57,100 delivered documents
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pisemnosti a odeslanych pisemnosti 47 726, viz
tab. 1. Prioritou doruéovéani Ufednich pisemnosti je
doruéovani prostiednictvim datovych schranek, viz
tab. 2. Na zakladé tohoto srovnéni Ize konstatovat,
7e Ustav postupné piechazi na elektronizaci svych
jednotlivych agend.

and 47,726 sent documents (Table 1 refers). The
priority of official document delivery is delivery to
data mailboxes (Table 2 refers). On the basis of this
comparison it may be stated that the Institute has
been gradually moving towards the electronisation
of individual areas of its office work.

Tabulka 1. Evidence pisemnosti prochazejicich Ustavem v letech 2007-2010
Table 1. Registration of documents going through the Institute in 2007-2010

Poc!aielnu 2008
Mail room

Prijaté pisemnosti
Received documents

49 751

55 696 63 377 57 100

Vypravna

Odeslané pisemnosti
Sent documents

26 371

46 383 51285 47 726

Tabulka 2. Piehled zpUsobu komunikace v roce 2010
Table 2. Overview of communication channels in 2010

Podatelna,

> Datoveée
vypravna

zpravy
Data

Pisemnosti
Documents

Mailroom,
dispatch
room

messages

Prijaté pisemnosti

Received documents 46 303

Odeslané pisemnosti

Sent documents L

Validace zadosti

Vstupni kontrola Zadosti o nové registrace lécivych
pifipravkd, o prodlouZeni platnosti narodnich regis-
traci lé€ivych ptipravkd, o povoleni/ohlaseni klinic-
kého hodnoceni a Zadosti o stanoveni/zmény/
zru$eni maximalnich cen a vy$e a podminek Uhrady
lé¢ivych piipravkd a potravin pro zvlasini lékaiské
Uéely (agenda Cal) je zajisfovana oddélenim vali-
dace zZadosti. Kromé posouzeni formélni Uplnosti
Zadosti s cilem pozitivni validace jsou na oddéleni
vkladany zdkladni Udaje ze Zdadosti do systémd,

2018

23 931

Elektronické

E-maily uredni
E-mail deska
messages Electronic
notice board
8779 - 57 100
1474 6 341 47 726

Validation of applications

The entry check-in in respect of applications for new
marketing authorisations of medicinal products,
renewals of national marketing authorisations of
medicinal products, authorisations/notifications of
clinical trials and applications for the determination/
changes/cancelations of price and reimbursement
amounts and conditions of medicinal products
and foods for special medical purposes (Cal)
is conducted by the department of Validation
of Applications. In addition to the assessment

15
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které umoznuji nasledné integrované zpracovani
odbornymi Utvary.

Vroce 2010 byl zaznamendan pokles podani
zadosti agendy CaU oproti minulému roku
(0 28 %), ktery byl ziejmé i dUsledkem platnosti
piechodnych ustanoveni zdkona €. 362/2009 Sh.
(tzv. Janotdv baliéek), kdy nebylo moino Zadat
o zvy$eni maximdlni ceny, pokud nebyla prove-
dena prvni revize Uhrad. Ddale bylo moZno v sou-
ladu s timto zakonem Zadat o udéleni vyjimky ze
snizeni maximalni ceny/ohlasené ceny pdivodce
lécivého piipravku, coZ se na poétu podani proje-
vilo pfedeviim na poéatku roku.

V agendé zZdadosti o nové registrace lé&ivych
piipravkd pokraéoval mirné klesajici trend v poétu
prijatych Zadosti jak o narodni registraci (NAR),
tak o registraci procedurou vzdjemného uznavani
(MRP) i decentralizovanou procedurou (DCP), ve
kterych se Ceska republika Géastnila jako ¢lensky
stat (CMS). Noaopak u decentralizovanych pro-
cedur, kde Ceska republika vystupovala v roli
referenéniho statu (RMS), doslo k nardstu poctu
podani.

V agendé Zadosti o prodlouzeni platnosti narodnich
registraci lé¢ivych pfipravkd doslo k poklesu poétu
podanych Zadosti o 16 %.

Pocet podanych Zadosti o povoleni/ohléaseni klinic-
kého hodnoceni léivych piipravkd zistal na Grovni
roku 2009.

Z hlediska vyvoje stoji za zminku ptechod na
doruéovani pisemnosti ve spravnich fizenich agendy
CaU elektronicky vefejnou vyhlaskou od 1.1. 2010.
Také v ostatnich agendach probihd komunikace
predeviim elektronicky do datovych schranek
subjektd.

Agenda validace Zadosti o stanoveni/
zménu/zruseni maximéalnich cen a vyse

a podminek shrady

Celkem bylo poddno 827 zZdadosti, pricemz
46 spravnich Fizeni bylo usnesenim zastaveno

of formal completeness of applications with the
objective of positive validation, the department also
enters essential data from the applications into the
systems, which allows for subsequent integrated
processing by regulatory units.

Comparedt02009,in2010a dropinthe submissions
of CaU applications was seen (by 28%), probably also
due to the effect of transitory provisions of Act No
362/2009 Coll. (so called Janota’s Package), which
did not allow for the application of maximum price
increase unless first revisions of reimbursements
had been completed. Furthermore, in compliance
with this Act it was possible to apply for exemptions
from reduced maximum prices/notified producer
prices of medicinal products, which was reflected
in the number of submissions particularly in the
beginning of the year.

In the sphere of applications for new marketing
authorisations of medicinal products, a slightly
decreasing trend in the number of received
applications  for both  national  marketing
authorisations (NAR) and marketing authorisations
via the mutual recognition procedure (MRP) as well
as decentralised procedure (DCP) with the Czech
Republic as the concerned Member State (CMS) was
seen. In decentralised procedures with the Czech
Republic as the Reference Member State (RMS),
however, the number of submissions increased.

In the sphere of applications for renewals of national
marketing authorisations of medicinal products,
a 16% drop in the number of submitted applications
was reported.

The number of submitted applications for authorisation/
notification of clinical trials on pharmaceuticals
remained at the same level as in 2009.

In terms of development, it is worth mentioning
the transition to the delivery of documents in CaU
administrative procedures electronically by means
of a public decree starting on January 01 2010. In
other areas of office work, communication is carried
outlso mostly electronically, to the data mailboxes
of the entities.
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ve validaéni fazi, 142 spravnich Fizeni bylo nutno
prerusit z ddvodu vad podéani a nedostatkd
v zadosti.

Obr. 1. Prehled zpracovani Zadosti ve
validaéni fazi v roce 2010, agenda CAU

Fig. 1. Overview of application processing in
validation stage in 2010

Poéet spravnich Fizeni / No. of administrative procedures
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Obr. 2. Porovnani poétu zpracovanych
zadosti CaU v roce 2009 a 2010

Fig. 2. Comparison of the number of proc-
essed CaU applications in 2009 and 2010

Validation of applications for
determination/change/cancellation of
maximum prices and reimbursement
amountis and conditions

827 applications in total were submitted;
46 administrative procedures were stopped by
decision of the Institute in the validation stage; and
142 administrative procedures had to be suspended
due to flaws in the submission and deficiencies in
the application.

m podéno / submitted
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Agenda validace zadosti o nové registrace
lééivych pripravko

Celkem bylo podéano 1070 Zdadosti, pricemz
49 spravnich fizeni bylo usnesenim zastaveno
ve validaéni fazi, 982 spravnich fizeni bylo
preruseno z dGvodu vad poddani nebo nepiedloZeni
predepsanych néaleZitosti.

Pocet spravnich Fizeni / No. of administrative procedures

120
100
80
60
40
20
0

103

2009

m podano / submitted
m pieruseno / suspended
m zastaveno ve validaéni fazi / stopped ad validation stage

2010
Obdobi / Period

Obr. 4. Porovnani poétu zpracovanych
zadosti o nové registrace lécivych pripravkd
MRP/DCP procedurami s CR jako CMS

v roce 2009 a 2010

Fig. 4. Comparison of the number of
processed applications for new marketing
authorisations for medicinal products

via MRP/DCP procedures with the Czech
Republic as the CMS in 2009 and in 2010

Obr. 5. Porovnani poétu zpracovanych
Zadosti o nové registrace lécivych piipravkd
DCP procedurami s CR jako RMS v roce
2009 a 2010

Fig. 5. Comparison of the number of
processed applications for new marketing
authorisations for medicinal products via
DCP procedures with the Czech Republic as
the RMS in 2009 and in 2010

Validation of applications for new
marketing avthorisations of medicinal
products

In total, 1,070 applications were submitted;
49 administrative procedures were stopped at the
validation stage by decision; 982 administrative
procedures were suspended due to deficiencies
in submission or failure to submit the requested
particulars.

Obr. 3. Porovnani poé¢tu zpracovanych
Zadosti o nové registrace lécivych piipravkd
narodni procedurou v roce 2009 a 2010
Fig. 3. Comparison of the number of
processed applications for new marketing
authorisations for medicinal products via
national procedure in 2009 and in 2010
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Obr. 6. Porovnani poétu zpracovanych
zadosti o nové registrace lééivych pripravkd
MRP procedurami s CR jako RMS v roce
2009 a 2010

Fig. 6. Comparison of the number of
processed applications for new marketing
authorisations for medicinal products via
MRP procedures with the Czech Republic as
the RMS in 2009 and in 2010

Agenda validace Zadosti o prodlouzeni
platnosti narodnich registraci lééivych
pFipravku

Celkem bylo poddno 488 zadosti, ptiéemz 4 spravni
fizeni byla usnesenim zastavena ve validaéni fazi,
378 spravnich Fizeni bylo pieruseno z ddvodu
vad podani nebo nepiedlozeni predepsanych
nalezitosti.

Obr. 7. Porovnani poétu zpracovanych
Zadosti o prodlouzeni platnosti narodni
registrace lécivych pripravkd v roce 2009
a 2010

Fig. 7. Comparison of the number of
processed applications for renewals of
national marketing authorisations for
medicinal products in 2009 and in 2010

Agenda validace Zadosti o povoleni/
ohlaseni klinického hodnoceni

Celkem bylo poddno 331 zZdadosti, pricemz
81 spravnich fizeni bylo pferuseno z ddvodu
vad podani nebo nepiedlozeni predepsanych

nalezitosti.
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Validation of applications for renewals

of national marketing authorisations for
medicinal products

In total, 488 applications were submitted;
4 administrative procedures were stopped at the
validation stage by decision; 378 administrative
procedures were suspended due to deficiencies
in submission or failure to submit the requested
particulars.
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Validation of applications for
avthorisation/notifications of clinical trials
In total, 331 applications were submitted; 81
administrative procedures were suspended due to
deficiencies in submission or failure to submit the
requested particulars.
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Obr. 8. Porovnani poétu zpracovanych
zadosti o povoleni/ohlaseni klinického hod-
noceni v roce 2009 a 2010

Fig. 8. Comparison of the number of
processed applications for authorisations/
notifications of clinical trials in 2009 and in
2010
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V souladu s vyhlaskou €. 228/2008 a pokynem
REG-84 je prijimana dokumentace k Zadostem
o nové registrace a o prodlouzeni platnosti regis-
trace lécivych pripravkd v eCTD formétu. Piehled
poddni v pfipadé novych registraci zndzoriuje
obr. 9. K zddostem o prodlouzeni je dokumentace
v eCTD piedkladéna pouze v cca 25 %.

Obr. 9. Srovnani doslé dokumentace

k Zadostem o novou registraci v eCTD a non
eCTD za rok 2009 a 2010

Fig. 9. Comparison of dossiers supporting
applications for new marketing authorisa-
tions submitted in eCTD format and in non-
eCTD in 2009 and in 2010

Pocet spravnich fizeni / No. of administrative procedures
400

350 651 661
300
250 423
200 325
150
100
50 62 39 64
. o 20
eCTD non eCTD eCTD non eCTD
2009 2010

m podéno / submitted Obdobi / Period

m pieruseno / suspended
m zastaveno ve validaéni fazi / stopped ad validation stage

In  complionce with Decree No 228/2008
and Guideline REG-84, dossiers in support of
applications for new marketing authorisations
and for renewals of marketing authorisations
for medicinal products are accepted in the eCTD
format. An overview of submissions concerning
new marketing authorisations is provided in Fig. 9.
Dossiers supporting applications for renewals are
submitted in the eCTD format only in approx. 25%
of cases.
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Sekce registraci

Kazdy hromadné vyrabény lé&ivy piipravek podléhd
pred uvedenim na trh v Ceské republice registraci.
V rédmci registraéniho procesu sekce registraci posuzu-
je dokumentaci, ve které budouci drzitel registraéniho
rozhodnuti prokazuje bezpeénost, G&innost a kvalitu
ptipravku. Posuzuji se také indikace, kontraindikace,
déavkovani ptipravku, klasifikace pro vydej, ale
i pribalovd informace pro pacienta a navrh textd na
obal lé¢ivého piipravku. Souédsti rozhodnuti o regis-
traci je souhrn 0dajd o pFipravku, ktery slouzi 1ékarOm
a zdravotnickym odbornikdm jako kli¢ovy zdroj infor-
maci o lé&ivém piipravku.

Statni Ustav pro kontrolu 1é¢iv vydéva stanoviska/roz-
hodnuti v ptipadech pochybnosti, zda jde o lé¢ivy
ptipravek podléhajici registraci nebo o lé&ivou
latku nebo o jiny vyrobek, pfipadné homeopaticky
ptipravek, ato na Z&dost nebo z vlastniho podnétu.
Rozhodnuti Ustavu je kli¢ové pro regulaéni rezim hod-
noceného vyrobku a pro nésledny postup Zadatele
pted uvedenim vyrobku na trh v Ceské republice.

Ustav rovnéz vydavé stanoviska k zadostem o spe-
cifické lé¢ebné programy pro Ministerstvo zdravot-
nictvi CR. Specifické lé¢ebné programy umoznuii
pouziti, distribuci a vydej neregistrovanych human-
nich lééivych ptipravkd za splnéni uréitych pod-
minek.

Oddéleni klinického hodnoceni provadi posuzovéni
zadosti o povoleni/ohlaseni klinického hodnoceni,
dohled nad prdbé&hem klinickych hodnoceni, vydava
stanoviska pro posouzeni projektd, nejedné-li se
o klinické hodnoceni regulované SUKL, a vede evi-
denci pouziti neregistrovanych lééivych piipravkd.

En]
Marketing
Authorisation Branch

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

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

Moreover, the Institute issues opinions on applications
for specific therapeutic programmes for the Ministry
of Health of the Czech Republic. Specific therapeutic
programmes allow for the use, distribution, and
dispensing of non-authorised medicinal products for
human use under certain conditions.

The department of Clinical Trials assesses applications
for authorisation/notifications of clinical trials,
performs surveillance overthe conduct of clinical trials,
issues opinions for project assessment when trials
are not regulated by SUKL, and maintains records
on use of non-authorised medicinal products.

www.sukl.cz | www.sukl.eu 21



4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

4.2 Registrace lécivych
pripravkyd

Pracovnici registraéniho oddéleni zajisuji registraéni
procedury, ato ive spolupraci s EMA, kdy se za-
pojili jako zpravodajové i spoluzpravodajové do
hodnoceni 3 centralizovanych registraci, do peer
review pro 1 registraci a do 7 arbitrazi. Déle se spo-
luprace dlouhodobé zaméiuje na kontrolu éeskych
textd souhrnd Udaju o pFipravku, pfibalovych infor-
maci itextd na obalech piipravkd registrovanych
centralizovanou procedurou. Nad rdmec kontroly
zaménitelnosti nazvd léivych pripravkd provadéné
na Zadost i v souvislosti s probihajicimi registracemi
nebo Zddostmi o zménu registrace probihala spolu-
prace s EMA i pii kontrole zaménitelnosti nazvd
probihajicich centralizovanych registraci.

Agenda zadosti o novou registraci

V roce 2010 predstavovaly Zadosti o registraci pro-
cedurou vzdjemného uznavani (MRP) a decentra-
lizovanou procedurou (DCP) rozhodujici ¢&ast
z celkového poétu Zadosti o registraci, které byly po
Uspésné validaci pfedany k posouzeni na registraéni
sekci. Stejné jako v roce 2009 jsme i vroce 2010 za-
znamenali pokles poétu prijatych Zadosti o narodni
registrace.

Ptipravkdm registrovanym néarodni procedurou bylo
umoznéno jejich zafazeni do procedury vzajem-
ného uzndvani postupem, ktery umozriuje zacho-
vat stejné registraéni éislo, stejny nazev pfipravku
i stejné kody SUKL. Proti minulému roku viak doslo
k poklesu téchto Zadosti. V tomto roce pokracovaly
procedury vzdjemného uznavani, kde CR byla
referenénim statem. V pribéhu roku 2010 byl
zménén postup pro pridélovani slotd, ktery povede
ke snadnému zpuUsobu korigovéani poétu Zadosti
a tim by mélo postupné dojit i k tomu, Ze sloty ne-
budou pfidélovany na nékolik let dopiedu.

Agenda zadosti o prodlouieni platnosti
registrace

V obdobi pied 1. 1. 1998 bylo u nékterych lécivych
pfipravkd pod jednim registraénim é&islem zahrnuto

EN
4.2 Marketing authorisation
of medicinal products

The staff of the marketing authorisations department
handle marketing authorisation procedures, also in
cooperation with EMA, where they were involved as
rapporteurs and co-rapporteurs in the assessment
of 3 centralised marketing authorisations, in a peer
review for 1 marketing authorisation and in 7 referral
procedures. Furthermore, the long term cooperation
has been focused upon the reviews of Czech texts of
the summaries of product characteristics, package
leaflets as well as labelling of products authorised
via the centralised procedure. Beyond the scope
of the control of liability to confusion of names of
medicinal products conducted both upon request
and in association with the pending marketing
authorisations or applications for variations to
marketing authorisations, cooperation with the
EMA involved also controls of liability to confusion
of names in the pending centralised authorisation
procedures.

Applications for new marketing
avthorisation

In 2010, 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 2009, a drop in the number of received
applications for national marketing authorisation
was noticed in 2010.

For products previously authorised by the national
procedure it has become possible to be included
in the Mutual Recognition Procedure by means of
a process which allows for 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 this year, the Mutual
Recognition Procedures with the Czech Republic as
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vice sil. Tento zpUsob ptidélovani registraénich é&isel
véak nevyhovuje nejen pojeti stavajicich pravnich
predpisU, ale zejména komplikuje mezinarodné
harmonizované registraéni procedury EU. Proto do-
chézi pti prodlouzeni registrace téchto pftipravkd
k Upravé jejich registraénich é&isel. Vysledkem tohoto
kroku je, ze kazdé sila lé¢ivého piipravku bude mit
své vlastni registraéni &islo.

Zmény v registraci

V tomto roce doslo k poklesu poétu prijatych Zadosti
o zménu registrace. Je to zpdsobeno tim, Ze od
1. 1. 2010 plati Nafizeni EK & 1234/2008, které
zménilo klasifikaci zmén pro MRP registrace. Nyni
je moiné nékteré zmény implementovat jesté pied
jejich ozndmenim, jiné je moZné riznym zpdsobem
seskupovat do jedné Zadosti.

Pro narodni registrace zUstavaji v platnosti zmény
typu IA, IB i zmény typu Il v té podobé, jak jsou
uvedeny v zakonu o lééivech.

Soubéiny dovoz
V roce 2010 bylo povoleno 7 soubé&inych dovozd.

Zruseni registrace
V roce 2010 bylo na Zadost zruseno 570 registraci.

the Reference Member State continued. In the course
of 2010, the slot allocation procedure was amended
to allow for an easy method of regulating the number
of applications, which should gradually eliminate the
issue of slot allocation several years in advance.

Marketing authorisation renewal
applications

In the period prior to January 1 1998, asingle
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 most
of all complicates the internationally harmonised
marketing authorisation procedures within the EU.
That is why the marketing authorisation numbers of
these products are changed upon renewal. As a result
of this step, each strength of a medicinal product will
have its own marketing authorisation number.

Variations to marketing authorisation

In 2010, the number of received applications for
variations to marketing authorisations dropped.
This is due to the fact that on January 01 2010,
Commission Regulation (EC) No 1234/2008 came
into force, changing the classification of variations
for MRP marketing authorisations. Currently, it is
possible to implement some of the changes prior
to their notification; others may be grouped under
a single application in various ways.

For national marketing authorisations, Type IA, IB,
and Type Il variations remain effective in the form
stipulated by the Act on Pharmaceuticals.

Parallel import
In 2010, 7 parallel imports were authorised.

Revocation of marketing authorisation
In2010, 570 marketing authorisations were revoked
upon request.
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Tabulka 1. Agenda Zadosti v oblasti registraci
Table 1. Marketing authorisation applications

Ukonéeno | Nevyfizené
Doslo Vyfizeno | VyFizeno | Vyfizeno [ na vali- k 31. 12. 2010
2010 celkem Z/M/N dacich Pending

Received | Decided |Decided |Decided Terminated | applications
in 2010 |in total Z/M/N at as of
validation | 31/12/2010

Zadost o registraci
Applications

g 1041 1178 1057 106/15/0 73 1601
for marketing
authorisation
Z toho nérodnich
Of which national 84 123 86 26/11/000 33 151
Z toho CR jako
DCP-RMS
Of which the Czech 82 59 54 5/0/0 8 84
Republic being the
DCP-RMS
Z toho MRP-CMS
OFf which MRP-CMS 121 150 150 0/0/0 2 96
Z toho DCP-CMS
Of which DCP-CMS 754 846 767 75/4/0 30 1270
Vedeni procedury
MRP-RMS
St e 29 19 13 6/0/0 27
procedure MRP-RMS
Pfesmyk na MRP/
DCP proceduru
Switch to the MRP/ < L s AL 2
DCP procedure
ZR 1 B, PIL + obal,
prevod
ZR 1 B, PIL +label- 1711 3087 2917 66/104/0 599
ling, transfer
Z toho néarodnich
Of which national 1 382 1418 1 359 22/37/0 159
Z toho | Of which RMS 58 120 111 7/2/000 6
Z toho | Of which CMS 271 1549 1 447 37/65/0 434
ZRIA 2 328 3939 3 653 2/284/0 549
Z toho nérodnich
Of which national 2 289 2 357 2198 2/157/0 53
Z toho | Of which RMS 21 94 85 0/9/0 1
Z toho | Of which CMS 18 1488 1370 0/118/0 495
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ZR 11 1 638 3 635
Z toho narodnich

Of which national 1580 1852
Z toho | Of which RMS 17 128
Z toho | Of which CMS 41 1 655
Prodlouzeni 817 1515
Renewals

Z toho narodnich

Of which national 488 1E
Z toho | Of which RMS 42 45
Z toho | Of which CMS 287 355
Zruseni registrace

MA revocations 633 621
Z toho narodnich

Of which national 366 366
Z toho | Of which RMS 9 9
Z toho | Of which CMS 258 246
Soubezn.y dovoz 29 8
Parallel import

MRP zmény

MRP variations gl 1219
Z toho MRP-RMS

Of which MRP-RMS e 22
Z toho MRP-CMS 3347 1097

Of which MRP-CMS

3 403 150/82/0 1698
1775 61/16/0 856
118 1/9/000 9
1510 88/57/0 833
1 402 85/28/0 10 1902
1033 77/5/0 10 1328
44 1/0/0 0 31
325 7/23/0 0 543
570 20/27/4 23
322 14/27/3 5
9 0/0/0 0
239 6/0/1 18
7 0/1/0 25

3 039 60/100/0 2 296
364 5/3/000 45
2 675 55/97/0 2 251

Pozn.: Tabulka nezohledriuje pocty nedofesenych Zddosti z minulého obdobi a naopak zahrnuje i Zddosti,

které jsou ve validaéni fazi. | MRP — Marketing authorisation via Mutual Recognition Procedure
DCP - Marketing authorisation via Decentralised Procedure

R - vyfizeno - v pfipadé registrace zaregistrovdno,
v pfipadé zruseni registrace zruseno

Z - zastaveno Zadatelem

M - zamitnuto Ustavem

N - neschvdleno Ustavem

ZR IA — zména registrace typu IA

ZR IB — zména registrace typu IB

ZR Il — zména registrace typu Il

RMS — referenéni élensky stat

CMS — ziéastnény ¢&lensky stat

MRP — registrace procedurou vzdjemného uzndvdni
DCP - registrace decentralizovanou procedurou

The table does not reflect the numbers of pending
applications from the previous period, but includes
also applications which are still in the validation
stage.

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

Z — Withdrawn by the applicant

M — Rejected by the Institute

N — Not approved by the Institute

ZR IA — Type IA variation to marketing authorisation
ZR IB - Type IB variation to marketing authorisation
ZR Il - Type Il variation to marketing authorisation
MA — Marketing Authorisation

RMS - Reference Member State

CMS - Concerned Member State
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Obr. 1. Agenda registrace lééivych pripravkd — vyfizené Zadosti
Fig. 1. Marketing authorisation of medicinal products — decided applications

Poéet zadosti / No. of applications
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ZR 1, PIL + labelling

Nova regitrace
New MA

Pozbyti / nepozbyti platnosti rozhodnuti

o registraci

V roce 2010 se Ustav poprvé zaéal zabyvat proble-
matikou sunset clause - 1j. aplikaci ustanoveni
8 34 odst. 3 zakona o lé¢ivech, které ¥ikd, Ze roz-
hodnuti o registraci lé¢ivého pfipravku pozbude
platnosti, pokud neni lé¢ivy piipravek uveden na
éesky trh v prdbéhu 3 let od nabyti pravni moci
tohoto rozhodnuti a nebo pokud neni na ¢eském
trhu pfitomen v mnoZstvi alesporn 10 000 dennich
definovanych davek, pokud je tato stanovena dle
WHO, nebo 1 baleni, pokud DDD neni dle WHO
stanovena.

V roce 2010 SUKL obdriel 221 zadosti o vyjim-
ku z pravidla sunset clause a zahdjil 34 spravnich
fizeni o udéleni vyjimky z moci GFedni, celkem tedy
255 spravnich tizeni tykajicich se udéleni vyjimky
z pravidla sunset clause.

Z tohoto po¢tu byl 157 Zadosti vyfizeno kladné,
61 zaporné, 14 zamitnuto pro nepiipustnost,

m 2006
= 2007
= 2008
= 2009
=2010

3310
3635

-
O
N
N

1532
1515

888

n
N
N

423
661
621

(5]
0
(y]

15
177

|

ZR 1l Prodlouzeni

Renewal

Zruseni registrace
MA revocation

Typ Zadosti / Type of application

Expiry / non-expiry of marketing
avthorisations

In 2010, the Institute for the first time began to work
with the issue of so called sunset clause- i.e. with the
application of Section 34, paragraph 3 of the Act on
Pharmaceuticals which stipulates that a marketing
authorisation of a medicinal product shall expire if
the medicinal product is not placed on the Czech
market in the course of 3 years of the coming legally
into force of its marketing authorisation or if it is not
present on the Czech market in the minimum quantity
of 10,000 daily defined doses, where the WHO DDD
has been established, or 1 package where the WHO
DDD has not been established.

In 2010, SUKL received 221 applications for
exemption from the sunset clause and commenced
34 ex officio administrative procedures for the
granting of an exemption, i.e. 255 administrative
procedures regarding the granting of exemptions
from the sunset clause in total.
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20 spravnich fizeni ukonéeno pro bezpiredmétnost
a 3 spravni fizeni byla zastavena pro odpadnuti
ddvodu.

Proti témto rozhodnutim obdrzel SUKL 29 odvoléani.

Of this number, 157 applications were granted,
61 declined, 14 rejected as undue, 20 administrative
procedures were stopped as unfounded and
3 administrative procedures were stopped for lack
of reason.

SUKL received 29 repeals from these decisions.

Tabulka 2. Zadosti o vyjimku z pravidla ,sunset clause”
Table 2. Applications for exemption from the sunset clause

Poéet zadosti o vyjimku z pravidla sunset clause

Number of applications for exemption from the sunset clause 221
Zahajeni SR z moci Gredni | Ex officio initiated administrative procedures 34
Kladné rozhodnuti | Granted 157
Zaporné rozhodnuti | Declined 61
Zamitnuto pro nepfipustnost | Rejected as undue 14
Ukonéeno pro bezpiedmétnost | Stopped as unfounded 20
Ukonéeno pro odpadnuti ddvodu | Stopped for lack of reason 3

4.3 Posuzovdani hraniénich
pripravkd, agenda
pouzZivani neregistrovanych
pripravkd, vydavani
stanovisek ke specifickym
|é¢ebnym programim

Agenda posuzovani hraniénich ptipravkd a vydavani
rozhodnutia stanovisek k zafazenivyrobkd probiha-
la za podobnych podminek jako v roce 2009. Pocet
Zzddosti o posouzeni vroce 2010 byl srovnatelny
s predchozim rokem. Pokraéovala spolupréce se
Statnim zdravotnim Ustavem, Ministerstvem zdra-
votnictvi, Statni zemédélskou a potravinaiskou in-
spekei a Policii CR, pro néz byla vydana stanoviska
celkem k 9 vyrobkdm a 10 latkam. Ustav se dale
zabyval podnéty od fyzickych nebo pravnickych osob
ke 38 vyrobkdm, u nichz bylo zpochybnéno jejich
uvadéni na trh mimo regulaci zdkona o lééivech.

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
2009. The number of applications for assessment
in 2010 was comparable to the previous year.
Cooperation with the National Institute of Public
Health, the Ministry of Health, CAFIA, and the
Czech Police continued, and opinions on 9 products
and 10 substances in total were issued for them.
Furthermore, the Institute dealt with reports from
natural or legal persons for 38 products potentially
illegally marketed in respect of regulation set forth
by the Act on Pharmaceuticals.
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Tabulka 1. Zadosti o rozliseni hrani¢nich pFipravkd podané pravnickymi a fyzickymi

osobami mimo orgdnu statni spravy

Table 1. Applications for distinguishing borderline products submitted by legal and
natural persons in addition to state administration bodies

Nedofeseno za minulé obdobi | Pending from the previous period

Pfijato Zadosti v roce 2010 | Applications received in 2010 1
Pocet vydanych rozhodnuti | Number of issued decisions

Pocet vydanych stanovisek | Number of issued opinions

Z toho poéet zamitnuti | Of which number of rejections

Z toho zastaveni / stazeni | Of which suspended / withdrawn

Piechazi do dalsiho roku | Brought forward to the next year

V roce 2010 Ustav vydal 8 rozhodnuti a 2 stanovis-
ka k rozliseni hraniénich ptipravkd. Ve 3 pfipadech
Ustav zafadil vyrobek mezi lécivé pripravky,
v 6 ptipadech nebyl vyrobek zafazen do kategorie
lécivych pripravkd a v 1 pripadé Ustav klasifikoval
latku jako lécgivou latku, kierd je integrdlni &asti
zdravotnického prostiredku. Proti Zadnému rozhod-
nuti vydanému na Zadost nebylo podano odvolani.

V oblasti hraniéni problematiky byly dale uskuteé-
nény konzultace k 9 vyrobkdm.

Specifické lééebné programy

Bylo pfedlozeno 66 zdadosti o vydani stanoviska
k navrhu specifického lééebného programu. Celko-
vy pocet: vice nez 100% nardst proti roku 2009,
viomto poétu byly zahrnuty Zédosti o navazu-
jici specifické lécebné programy, které byly dfive
predloZeny slou¢ené (jeden SpLP pro vice pfipravkd).
Stanovisko bylo vydano k 61 Zadostem, 5 pieslo roz-
pracovanych do dalsiho roku.

Studie/nestudie: Bylo piedlozeno 40 zadosti o po-
souzeni, jednd-li se o intervenéni klinické hodno-

ceni, coz byl narist proti roku 2009 o vice nez
260 %.

Neregistrované lééivé pripravky
Vroce 2010 bylo ptijato 2 356 hlaseni o pouziti
neregistrovanych LP coZ je o 1/3 hlaseni méné

W = O N o NN

In 2010, the Institute issued 8 decisions and
2 opinions on distinguishing borderline products.
In 3 cases the Institute classified the products as
medicinal products, in 6 cases the products were
not classified as medicinal products, and in 1 case
the Institute classified a substance as an active
substance which forms an integral part of a medical
device. No repeal from the decisions issued upon
request was filed.

Furthermore, consultations on 9 products were
carried out in the sphere of borderline products.

Specific Therapeutic Programmes

66 applications for opinion on proposed specific
therapeutic programmes were submitted. Total
number: more than 100% increase compared to
2009; the figure included applications for follow-up
specific therapeutic programmes which previously
had been submitted as merged (a single specific
therapeutic programme for several products).
Opinions were issued for 61 applications; 5 were
pending and brought forward to the next year.

Study/non-study: 40 applications for opinion on
whether an interventional clinical trial is concerned
were submitted, which was a more than a 260%
increase compared to 2009.
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nez v roce 2009. Z ddvodu zvyseni kvality hlaseni
a lepsi moznosti jejich vyhodnoceni je zavedeno
elektronické hlaseni pres webové stranky SUKL,
presto stale nékteii hlasici zasilaji hlaseni v pisemné
podobé postou.

Vroce 2010 bylo poskytnuto 18 konzultaci a vy-
ddna 2 pisemnd stanoviska k problematice tyka-
jici se ¢innosti oddéleni. Realizovali jsme celkem
5 semindid pro regulované subjekty (zada-
vatele, smluvni organizace, akademicky vyzkum
a lékarniky).

4.4 Klinické
hodnoceni lééiv

V roce 2010 pokraéuje Voluntary Harmonisation
Procedure (VHP), dobrovolny harmonizaéni proces
spoleéného posuzovani dokumentace klinickych
hodnoceni fizeny skupinou EMA Clinical Trial Facili-
tation Group (CTFG). CR se prvné Gcastnila i jako
Leading member a vedla 2 procedury. V rdmci VHP
bylo v CR predlozeno a posouzeno 9 klinickych
hodnoceni, vice nez dvojnasobek proti roku 2009.

Pokra¢ujeme v trendu vyrazného zkréaceni doby
posuzovani bioekvivalenénich studii (BE); doba vy-
dani rozhodnuti pro BE studie byla v roce 2010
v proméru 26,4 dne.

Celkovy pocet Zadosti o povoleni/ohlaseni klinic-
kého hodnoceni piedlozenych v roce 2010 zdstavé
v porovnani s pifedchozim rokem 2009 stejny,
i kdyz v prvnich dvou mésicich byl velky pokles po-
danych Zadosti, konec roku dohnal pdvodni sniZeni.
Vétsinu Zadosti tvofi studie lll. faze: mezindrodni
multicentrickd randomizované zaslepend placebem
nebo aktivni U¢innou latkou kontrolovana klinicka
hodnoceni, provadénd zahraniénimi zadavateli.
Z celkového poétu bylo 16 klinickych hodnoceni
predlozeno nekomerénimi subjekty (Akademicky

Non-authorised medicinal products

In 2010, 2 356 notifications of the use of non-
authorised medicinal products were received, which
is 1/3 of notifications less than in 2009. In order to
increase the quality of reporting and to improve the
possibilities of their evaluation, electronic reporting
via SUKL website has been set up; despite this fact
some reporters still send the reports in writing by
post.

In 2010, 18 consultations were given and 2 written
opinions on issues covered by the department
were issued. Five workshops for regulated entities

(sponsors, contract organisations, academic
researchers, and pharmacists) in total were
organised.

4.4 Clinical trials on
pharmaceuticals

In 2010, the Voluntary Harmonisation Procedure
(VHP) continued, which is a voluntary harmonisation
process of joint assessment of clinical trial
documentation, managed by the EMA Clinical
Trial Facilitation Group (CTFG). For the first time,
the Czech Republic participated also as a Leading
member and lead 2 procedures. Within the scope
of VHP, 9 clinical trials were submitted and assessed
in the Czech Republic, which is more than double
the number in 2009.

The Institute maintains the trend of significant
shortening the assessment time for bioequivalence
(BE) studies, with the average time for decision
issuance for BE studies being 26.4 days in 2010.

The total number of applications for authorisation/
notifications of clinical trials submitted in 2010
remains the same compared to the previous year
2009; although in the first two months there was
a major drop in the submitted applications, the
end of the year made up for this initial decrease.
Most of the applications are for Phase Il studies:
international, multicentric, randomised, blinded,
placebo- or active-substance controlled clinical trials
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vyzkum); 4 Zdadosti se tykaly ,orphans drug” (LP
pro vzacnd onemocnéni) a 27 bylo uréenych pro
détskou populaci (pediatrickych). V probéhu po-
suzovaciho procesu bylo stazeno 25 Zdadosti
o povoleni/ohlaseni klinického hodnoceni, coz je
0 6 méné nei v predchozim roce. Zadna zadost
nebyla Ustavem zamitnuta. Letos doslo k dalsimu
nardstu piedlozenych dodatkd ke klinickym hodno-
cenim, ato o 5 %.

V prdbéhu roku 2010 bylo zastaveno ¢&i pferuseno
10 klinickych hodnoceni, 50 klinickych hodno-
ceni bylo piedéasné ukonéeno zadavatelem
(z toho 17 z bezpeénostnich ddvodd, 14 z ddvodu
nedostateéné Uéinnosti).

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

Nedoreseno
za minulé
obdobi

Prijato

Pending from
the previous
period

2010

Zadost o povoleni KH

zéadosti

v roce 2010
Applications
received in

conducted by foreign sponsors. Of the total number,
16 clinical trials were submitted by non-commercial
entities (academic research), 4 applications involved
orphan drugs and 27 were designed for paediatric
population. In the course of the assessment process,
25 applications for authorisation/notification of
a clinical trial were withdrawn, which is 6 less than
in the previous year. No application was declined by
the Institute. In the course of 2010, the number of
submitted amendments to clinical trials further grew
by 5%.

In2010, 10 clinical trials were stopped or suspended,
50 clinical trials were prematurely terminated by the
sponsor (of which 17 for safety reasons and 14 for
lack of efficacy).

Z toho
pocet
stazeni
Of which
with-
drawn

Pocet vydanych | Z toho
rozhodnuti pocet

v roce 2010 zamitnuti
Number of de- | Of which
cisions issued number of
in 2010 rejections

Application for CT - 79 74 - 6
authorisation

Ohlaseni KH

CT notification ; 272 23 : 1o
Ohlaseni dodatku ke KH

Notification of CT = 2 233 1 880 = =

amendment

Obr. 1. Poéty posouzenych Zadosti v roce
2010 podle faze klinického hodnoceni
Fig. 1. Number of applications assessed in
2010 by clinical trial phase

u Pfijaté v r. 2010 | Received in 2010
m Schvalené/dokonéené v r. 2010
Approved/decided in 2010

Poéet zadosti / No. of applications

250
211

200 =

150

100 84 8o

50
o e e

I. faze Il. faze Ill. faze |V.faze Bioekvivalence
Phase | Phase Il Phase Ill Phase IV Bioequivalence

Faze KH / CT phase
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Tabulka 2. Indikaéni skupiny klinickych

hodnoceni posouzenych v roce 2010
Table 2. Therapeutic areas of clinical

Poéet
No.

trials assessed in 2010

Indikaéni skupiny | Therapeutic area

Onkologie | Oncology

Respiraéni + alergologie
Respiratory + Allergology

Zdravi dobrovolnici | Healthy volunters
Neurologie | Neurology
Pediatrie | Pediatrics

Kardiovaskularni systém
Cardiovascular system

Revmatologie | Reumatology
Ostatni | Other

Psychiatrie | Psychiatry
Diabetologie | Diabetology
Infekéni | Infectious

Urogenitalni nemoci
Urogenital disease

GIT | Gastrointestinal disease
Hematologie | Hematology

Metabolické vady+Endokrinologie
Methabolism disorders + Endocrinology

Dermatologie | Dermatology
Transplantace | Transplantation
Ophtalmologie | Ophtalmology
Gynekologie | Gynecology
ORL | Otolaryngology

ARO | Emergency

Bolest | Pain

Vysetiovaci metody
Examination procedures

62
15

25
30
6

32

35
6
14
28
5

9

10

(6]

© YV O = 00 U1 0 &

Uskuteénily se tii pracovni schizky Pracovni skupiny
zastupct multicentrickych etickych komisi a zastupct
oddéleni klinického hodnoceni SUKL. Oddéleni
uspofddalo 2 semindaie k novinkdm v oblasti KH
pro zadavatele a éleny etickych komisi.

V roce 2010 bylo posouzeno 11 Zadosti o posouzeni
projektd, nejedna-li se o klinické hodnoceni regu-
lované Ustavem.

Three working meetings of the representatives of the
Working Group for Multicentric Ethics Committees
and of the representatives of the SUKL department
of Clinical Trials took place. SUKL department of
Clinical Trials organised 2 seminars on the news in
the sphere of CTs for sponsors and for members of
ethics committees.

In 2010, 11 applications for project assessment to
determine whether a clinical trial regulated by SUKL
was concerned or not were assessed.
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Sekce dozoru

V odboru laboratorni kontroly jsou provadény roz-
bory lé¢iv pozadované zdkonem (nap¥. Z naméat-
kovych kontrol lé¢iv na trhu, propousténi 3arzi),
na vyzadani jinymi utvary SUKL, piip. orgéany
statni spradvy avramci mezindrodni spolupréce.
Laboratofe jsou zaélenény do mezindrodni sité
General Network of Official Medicines Control
Laboratories. Laboratoie neprovadi rozbory na
zadost jakychkoliv komerénich subjektd (s vyjimkou
propousténi $arzi podle zdkona o lé¢ivech). Léko-
pisné oddéleni se podili na vydavani Ceského léko-
pisu a piipravé Evropského lékopisu.

Odbor lékarenstvi a distribuce zajistfuje kontrolu
dodriovani legislativnich poZadavkd v oblasti dis-
tribuce léc¢iv, se zaméfenim na zasady spréavné
distribuéni praxe a vydej povoleni k distribuéni
éinnosti, dale pozadavky na vydej, prodej a pfipravu
lé¢iv. Kontrolovanymi subjekty jsou distributofi,
lékarny, prodejci vyhrazenych lé¢iv, specializované
pracovisté zdravotnickych zatizeni. Kontrola za-
chézeni s lé¢ivymi ptipravky se provadi i ve viech
zdravotnickych zafizenich. Kontrolu zaijidfuji podle
prislusnosti regionalni pracovisté SUKL.

Odbor inspekéni zajisfuje dozorové aktivity v oblasti
vyroby lé¢iv, spravné klinické a laboratorni praxe.
Zahrnuje agendu feseni zavad v jakosti lééiv a po-
mocnych latek dostupnych na trhu CR, vydavéni
zdvaznych stanovisek k dovozu a vyvozu lécivych
piipravkd, véetné spoluprace s celnimi orgéany.
Dale provadi dozor nad darovanim, opatiovénim,
vysetfovanim, zpracovanim, skladovanim a dis-
tribuci lidskych tkani a bunék smétujici k zajisténi
jejich jokosti a bezpeénosti. Souéasti této &innosti
je vydavani povoleni k &nnosti tkanového
zafizeni, odbérového zafizeni nebo diagnostické
laboratoie, provadéni kontrol, sledovani zavaznych
nezdadoucich uddélosti a reakci nebo podezieni na
né, av piipadech pochybnosti rozhodovani, zda
ide o tkané a burnky podléhaijici regulaci pfislusnym
zdkonem.

Surveillance branch

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

The section of Pharmacy and Distribution provides
for the control over compliance with legislative
requirements in the sphere of distribution of
pharmaceuticals, focusing upon the principles of good
distribution practice and issuance of authorisation
of distribution activities, as well as requests for
dispensing, sale and preparation of pharmaceuticals.
The controlled entities are distributors, pharmacies,
vendors of selected pharmaceuticals, and specialised
workplaces of healthcare facilities. Controls of
medicinal product handling are also performed in all
healthcare facilities. The controls are performed by
the relevant regional offices of SUKL.

The Inspection section provides for surveillance
activities in the sphere of manufacture of
pharmaceuticals, good clinical practice and good
laboratory practice. This involves the solution of
quality defects of pharmaceuticals and excipients
available on the Czech market, issuance of binding
opinions on import and export of medicinal products,
including cooperation with customs authorities.
Furthermore, the section carries out surveillance over
donations, procurement, examination, processing,
storing, and distribution of human tissues and cells,
aimed at safeguarding their quality and safety. These
activities include also the issuance of authorisation
to engage in the activities of tissue centres, donation
centres or diagnostic laboratories, the performance
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Dozor nad lé¢ivymi piipravky po jejich registraci
sméfujici k zajisténi maximalni bezpeénosti a co
nejvyhodnéj$iho poméru prospésnosti lécivého
pripravku k jeho rizikdm provadi oddéleni farma-
kovigilance. Souéasti této &innosti je detekce, hod-
noceni, pochopeni a prevence nezadoucich U¢inkd
Iékd nebo problémd, joko je napf. $patné uZivani
nebo zneuzivani lékd, lékové interakce, vliv na plod,
na kojené déti atd.

Vykon dozoru nad dodriovanim zdkona o regu-
laci reklamy v oblasti reklamy na humaéanni lécivé
pfipravky (HLP) a sponzorovéani v této oblasti
(s vyjimkou rozhlasového a televizniho vysilani)
zajisfuje oddéleni enforcementu a regulace re-
klamy. Provédi setieni podnétd na zavadnou rek-
lamu na HLP, vydavéni odbornych stanovisek k re-
klomnim materialdm a k problematice regulace
reklamy. Oddéleni se dale zabyva vyhledavanim
a postihovanim  protipravniho jednéani a dale
prosazovanim prava v piipadech, kdy byl zjistén
nelegalni stav, tj. neopravnéné zachazeni s lécivy.
V ramci prosazovéni prava Ustav spolupracuje
s dalsimi institucemi v CR i v zahraniéi (zejména
Policie CR, Celni sprava, SZPI, kontrolni Gfady
¢lenskych statd EU).

Ustav dale zajistuje ¢innosti, které vyplyvaii z le-
gislativy vztahuijici se k bezpeénosti zdravotnickych
prostredkd (ZP), které jsou na trhu v Ceské repub-
lice. Provadi Setieni nezadoucich piihod ZP a jejich
vyhodnocovéni, kontroluje provadéni klinického
hodnoceni nebo klinickych zkousek ZP. Kontroluje
ZP u poskytovateld zdravotni péce, pii kterych se
zaméfuje zejména na vedeni a uchovavani evi-
dence a dokumentace ZP.

of inspections, monitoring of occurring or suspected
serious adverse events and reactions, and, where
doubts arise, decision-making to establish whether
tissues and cells subject to regulation by the relevant
law are concerned.

Surveillance over medicinal products following their
marketing authorisation, aimed at safeguarding
maximum safety and as optimal a risk-benefit ratio
of a medicinal product as possible is carried out by
the department of Pharmacovigilance. This activity
includes the detection, evaluation, understanding,
and prevention of adverse reactions to medicines
or problems, such as misuse or abuse of medicines,
drug interactions, influence on the foetus, on breast-
fed children, etc.

The performance of surveillance over compliance
with the Act on Advertising Regulation in the sphere
of advertising for human medicinal products and
sponsoring within this sphere (exceptfor TV and radio
broadcasting) is covered by the Enforcement and
Advertising Regulation department. It investigates
reports of objectionable advertising for human
medicinal products, issuance of expert opinions on
advertising materials and on advertising regulation
issues. The department is, moreover, in charge
of detection and penalisation of illicit activities
as well as enforcement of law in those cases
where an illegal situation has been disclosed, i.e.
unauthorised handling of pharmaceuticals. In the
sphere of enforcement, the Institute cooperates also
with other institutions both in the Czech Republic
and abroad (in particular with the Czech Police,
Customs Administration, CAFIA, and surveillance
authorities of the EU Member States).

Furthermore, the Institute provides for activities
which are implied by legislation governing the
safety of medical devices placed on the market in
the Czech Republic. It investigates adverse incidents
of medical devices and evaluates the incidents, it
controls the conduct of clinical trials or clinical
evaluations of medical devices. It inspects medical
devices at providers of health care, focusing primarily
upon the maintenance and storage of files, records
and documents of the medical devices.
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4.5 Laboratorni kontrola

Laboratorni kontrolu provadi odbor laboratorni kon-
troly jednak v rédmci poZadavkd danych zdkonem
o léc¢ivech, tj. kontroluje jakost lé¢iv v obéhu dle
pfedem ptipravenych projektd a propousti sarze
stanovenych lé&ivych piipravkd, a jednak na
zdkladé pozadavkd od internich Zadateld (ostatni
otvary Ustavu). Sem patii predeviim feseni zavad
v jakosti lé¢ivych piipravkd, analyza lékarenskych
vzorkd, podezieni na padélky a nelegélni lé¢iva,
nezadouci U¢inky apod. Laboratofe odboru jsou od
roku 1995 aktivnim élenem mezindarodni sité OMCL
(Official Medicine Control Laboratories) pf¥i Evrop-
ském stiedi pro jakost |é¢iv (EDQM).

Odbor mé vybudovan systém managementu ja-
kosti podle CSN EN ISO/IEC 17025, potvrzeny
EDQM vydanim certifikdtu pro obé laboratorni
oddéleni na zdkladé reauditu auditory EDQM
uskuteénéném v dubnu 2008. Mezinarodni uznani
systému managementu jakosti je podminkou
Uéasti v mezinarodnich studiich kontroly centralné
registrovanych pfiipravkd, které organizuji EMA/
EDQM, uznavani vysledkd analyz MRP/DCP
pfipravkd a mezindrodniho uznévéani certifikatd
na propousténi Sarzi (Batch Release) v ramci EU.
V z4ii 2010 oddéleni BIO Uspésné absolvovalo au-
dit Irské lékové agentury IMB.

Vysledky rozbor( vzorkl, které provedla v roce
2010 obé laboratorni oddéleni odboru laboratorni
kontroly, jsou shrnuty v nize uvedenych tabulkéach.

EN
4.5 Laboratory control

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

The section has developed a quality management
system pursuant to the CSN EN ISO/IEC 17025
standard, endorsed by an EDQM certificate
for both laboratory departments issued on the
basis of re-audit conducted by EDQM auditors in
April 2008. The international recognition of the
quality management system is a precondition for
participation in international studies aimed at the
control of centrally authorised products organised
by EMA/EDQM, recognition of results of MRP/DCP
product analyses and international recognition
of certificates for batch release within the EU. In
September 2010, the BIO department successfully
completed an audit performed by the Irish medicines
Board (IMB).

The results of sample analyses carried out in 2010
by both laboratory departments of the Laboratory
Control section are summarised in tables below.
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Tabulka 1. Dozor nad kvalitou lé€iv na trhu prostrednictvim laboratornich rozbord po-
dle pfedem pfipravenych projektd — projekty uzaviené v roce 2010

Table 1. Surveillance over the quality of marketed pharmaceuticals by means of labo-
ratory analyses as per projects prepared in advance - Projects concluded in 2010

Pocet ana-
lyzovanych
pFipravko
Number of
analysed
products

Nazev projektu vzorkd

Project title

Padélky pripravku

CIALIS tbl. 7 7
Counterfeit CIALIS tbl.
Ramipril 37 103

Mikrobiologicka

kontrola rostlinnych

¢ajovych smési 24 48
Microbiological control

of herbal tea mixtures

Stanoveni U¢innosti
vakciny proti chfipce

., 5 12
Influenza vaccine ef-
ficacy determination
Celkem
Total = Lt

Zpravy o uzavienych projektech budou po schvéleni
Tymem pro jakost zvefejnény ve Véstniku SUKL.
Byla zahdajena prace na projektech 2010-2011,
projekty na mikrobiologickou kontrolu rostlinych
éajovych smési a stanoveni G¢&innosti vakciny proti
chiipce byly dokonéeny, projekt na opakovanou
kontrolu nevyhovuijicich reklamovanych piipravkd
a dalsi projekty zaméfené zejména na generické LP
s velkou spotfebou a jiné nez pevné lékové formy
jsou rozpracovany. Ukonéené rozbory jednotlivych
vzorkd v ramci téchto rozpracovanych projektd bu-
dou vykazéany v hodnotici tabulce aZ po uzavieni
projektd.

Pocet ana-
lyzovanych

Number of
analysed
samples

Pocet vy- Pocet nevy- | Pocet
LY hovuijicich pripominek
hovuijicich o o ]
o vzorku k registracni
vzorku q
Number dokumentaci
Number of
- of out-of- Number of
compliant iicati
e specification | comments on
samples MA dossier
2
originalni adélkg 0
pFipravky P
103 0 0
48 0 0
12 0 0
165 5 0

Following approval by the Quality Team, reports on
concluded projects will be published in SUKL Bulletin.
Work on projects for 2010-2011 has commenced;
the Microbiological control of herbal tea mixtures
and Influenza vaccine efficacy determination were
completed; a project of repeated controls of out-of-
specification queried products and other projects
focusing, in particular, upon high-consumption
generic medicinal products and other than solid
pharmaceutical forms are under way. The completed
analyses of individual samples within these projects
under way will be reported in the evaluation table
only after the project completion.
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Tabulka 2. Propousténi sarzi stanovenych lé¢ivych ptipravkd
Table 2. Batch release for defined medicinal products

Poéet nahla- Pocet nahla- Propusténo | Laboratorné Celkem
Druh $enych LP tenvch sarzi | @ zdkladé | ovéreno vzorku | propusténo | Nepro-
pFipravku | Number of Nurrlber of certifikéatu Number of sam- | Sarzi | To- [ pusténo
Product reported reported Released on | ples subjected tal number | Unre-
type medicinal bulzches the basis of | to laboratory of released | leased
products a certificate | verification batches
Krevni
derivaty 62 409 379 30 409 -
Blood
derivatives
Vakcmy.CR 3 29 - 29 29 -
CZ vaccines
Vakciny
dovoz 59 232 230 2 232 -
Imported
vaccines

Tabulka 3. Laboratorni kontrola lé¢iv a pomocnych latek na vyzadani jinymi Gtvary
Ustavu, jiné organizace statni spravy nebo EDQM

Table 3. Laboratory control of pharmaceuticals and excipients requested by other sec-
tions of SUKL, by other state administration bodies or by EDQM

Pocet vzorkd | Z toho vyhovuje §¢:Ohl'?ovu'e
Number of | Of which com- vyhovul
. Of which non-
samples pliant .
compliant
Podezieni na zavadu v jakosti lé&iva 68 57 1
Suspected quality defect of a pharmaceutical
Podezieni na padélky, nelegalni lé¢iva
Suspected counterfeit products, illegal pharma- 59 - -
ceuticals
Lékarenské vzorky | Pharmacy samples 292 277 15
Mezindarodni studie v ramci OMCL 22 ) )
International studies within the scope of OMCL
an!r'nl kon'rrolg jakosti as'repe vody 133 133 0
Purified water internal quality control
Lékarny — mikrobiologické kontrola vod
. . . . 1 1 0
Pharmacies — microbiological water controls
Ostatni rozbory*/ | Other analyses */ 8 8 0
Celkem | Total 583 476 26

*/ napf. kontrola ¢&isténé vody v ramci SMJ, LAL testy ap.
*/ E.g. controls of purified water within the scope of QMS; LAL tests, etc.
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V odboru laboratorni kontroly bylo provedeno
podle vyse uvedenych tabulek 814 kompletnich
rozbord vzork(d. Vyznamné jsou rozbory analy-
zovanych vzorkd s podezienim na padélky nebo
nelegalni léciva (spoluprace s oddélenim enforce-
mentu a jeho prostiednictvim s Policii CR a Celni
spravou). Stale se zvysuje i pocet vzorkd souvise-
jicich s podezienim na zavadu v jakosti. V ramci
zdkonného Ukolu propousténi 3arzi byly viechny
nahlasené 3arie propustény do terénu véas, fj.
V zdkonem a pokynem UST-21 stanovenych ter-
minech. Poéet vzorkd hodnocenych jako nevyho-
vujici (bez padélkd a nelegéalnich ptipravkd) Einil
3,4% (1,3 % v roce 2009). Zavady léciv se tykaly
zejména obsahu Géinnych latek, jejich &istoty véetné
mikrobiologické ap.

Poéet vzorkd / No. of samples
1100

1000 —
900 s 814
800

687

700 676

600

500 467

40

30

20

0
2005 2006 2007 2008 2009 2010

Obdobi / Period

© O ©

10

o

Mezinarodni spolupréace v oblasti labora-
ftorni kontroly

Kromé& jiné spoluprace vramci sit¢é OMCL pfi
EDQM se odbor podili na spoleénych studiich kon-
troly jakosti lééiv v obé&hu, porovnavacich studiich,
ovéiovani kvality referenénich latek pro Evropsky
lékopis a na spoleéné studii EMA/EDQM labora-
tornim ovéfeni jakosti centralné registrovanych
piipravkd.

Odbor laboratorni kontroly se v roce 2010 zGé&astnil
kolaborativnich mezinédrodnich studiich uvedenych
v tabulce 4.

As indicated in the above provided tables, 814
complete sample analyses were carried out in
the Laboratory Control Section. Of importance
are analyses of samples analysed as suspected
counterfeit or illicit products (cooperation with the
employees of the Enforcement department and,
through them, with the Czech Police and Customs
Administration). The number of samples associated
with suspected quality defects also keeps increasing.
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 timelines
established by the Act and by the UST-21 guideline.
The number of samples evaluated as non-compliant
(excl. counterfeit and illicit products) was 3.4% (1.3%
in2009). Defects of pharmaceuticals were associated
mainly with the content of active substances, purity
thereof (including microbiological), etc.

Obr. 1. Pocet kompletnich rozbord vzorkd
v letech 2005-2010

Fig. 1. No. of complete sample analyses in
2005-2010

International cooperation in the area

of laboratory control

In addition to other international cooperation within
the framework of the EDQM OCML network, the
section is involved in joint studies in quality control
of marketed pharmaceuticals, comparative studies,
quality control of reference substances for the
European Pharmacopoeia, as well as in the joint
EMA/EDQM study in laboratory quality control of
centrally authorised products.

In 2010, the laboratory Control section participated in
collaborative international studies listed in Table 4.
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Tabulka 4. Uéast na mezinarodnich studiich
Table 4. Involvement in international studies

PTS 107 Assay by Liquid Dobré | Good
Chromatography
PTS 108 Dissolution Testing Dobré | Good
MSS 038 Morphine Oral Retard Dobré | Good
Products
MSS 040 Simvastatine Dobré | Good
CAP Myfenax EDQM vydalo vysledky jako zpravu pro EMA
2010/33 EDQM published the results in the form of a report for EMA
PTS 098 Potency Assay for Vysledky ovlivnény chybnym vypoétem v programu Combi-
Measles Vaccine stats, stanoveno napravné opatieni — proskoleni pracovnice
a opakovani studie s dobrym vysledkem
Results affected by incorrect calculation in the Combistats
program; corrective action adopted — employee training and
study repeated with a good result
SUP 003 Analysis of Suspicious Dobré | Good
Unknown Products
PTS 113 Potentiometric Dobré | Good
Determination of pH
PTS 114 Relative Density Dobré | Good

CAP — Centrdlné registrované pfipravky/Centrally
Authorised Products. Kontrola jakosti a ovéreni
metody centralné registrovaného pripravku spoéivd
v rozboru vzorkG odebranych ndhodné z trhu vy-
branych zemi

MSS — Mezindrodni kontrola pfipravkd na trhu/Mar-
ket Surveillance Study — kontrola jakosti ndhodné
vybranych vzorkG z ndrodniho trhu obsahujicich
uréitou U¢innou latku, EDQM dodd referenéni latky,
porovndvaci vzorek a popis analytické metody

PTS - Kruhovy test pofddany EDQM/Proficiency
Testing Study. Kontrola kvality prace laboratore,

z EDQM jsou zasldny vzorky, referenéni latky

a metoda. Po zaslani vysledkd zpét EDQM jsou tyto
statisticky zpracovdny a laboratof obdrzi vyhodno-
ceni studie.

SUP — Analysis of Suspicious Unknown Products

— ovéreni schopnosti laboratofe identifikovat
nezndmy vzorek, z EDQM zasldn nezndmy vzorek,
laboratof jej identifikuje, pfip. stanovi obsah G&inné
latky libovolnou analytickou metodou.

CAP — Centrally Authorised Products. The quality
control and method verification of a centrally
authorised product involves an analysis of samples
randomly collected from the market in selected
countries

MSS — Market Surveillance Study — quality control
of randomly selected samples from the national
market containing a certain active substance;
EDQM provides the reference substances,
comparative samples and description of the
analytical method.

PTS — EDQM Proficiency Testing Study. Quality
control of the work of the laboratory; EDQM
provides the samples, reference substances and
method. Once the results are sent back to EDQM,
they are statistically processed and the laboratory
obtains the study rating.

SUP — Analysis of Suspicious Unknown Products
— verification of the laboratory’s ability to identify
an unknown sample; EDQM provides an unknown
sample, the laboratory identifies it or, where
applicable, determines the content of the active
substance through an arbitrary analytical method.
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4.6. Dozor v oblasti
pripravy, vydeje, prodeje
a distribuce lé¢iv

Dozor v oblasti zachazeni s l1é¢ivymi piipravky patii
k zakladnim ¢innostem odboru lékarenstvi a dis-
tribuce. Kontroly SUKL jsou provadény v lékarnach,
vydejnéach zdravotnickych prostiedkd, u prodejcd vy-
hrazenych lé¢&ivych ptipravkd (dale jen PVL), ve zdra-
votnickych zatizenich (véetné jejich specializovanych
pracovist) a u distributord léciv. Odbor Iékarenstvi
a distribuce je povéfen rovnéz provadénim cenové
kontroly u lé¢ivych ptipravkd a potravin pro zvlastni
lékaiské uéely a kontrolou zachazeni s navykovymi
latkami a ptipravky v Iékarnach. S vyjimkou zdra-
votnickych zatizeni odbor také vede a pravidelné
aktualizuje databéze téchto subjektd.

Ke konci roku 2010 Ustav evidoval celkem 2406
lékaren, 4 lékarny patii do resortu Ministerstva
Obrany CR, dale se evidovalo 250 odlou¢enych
oddélenivydeje lé¢iv a zdravotnickych prostiedkd
(dale jen OOVL), 397 schvalenych vydejen zdra-
votnickych prostiedkd, 162 prodejcd vyhra-
zenych léc¢iv, 43 oddéleni nukledrni mediciny
zdravotnickych  zafizeni a 307 distributord
lé¢ivych pripravkd. Trend navySovani poétu
lékaren po mirném propadu vroce 2008
pokracoval a oproti roku 2009 se celkovy pocet
lékaren zvysil o 36 subjektd (obr. 1).

Vroce 2010 provedli inspektoii odboru lékéren-
stvi a distribuce celkem 900 inspekci lékaren,
v 35 piipadech se jednalo o nemocniéni lékarny
ave 4 pripadech o lékarny fakultnich nemocnic.
Z celkového poétu kontrolovanych lékdaren se ve
45 piipadech jednalo o kontrolu cilenou (kontroly
provedené na zakladé podnétd, kieré Ustav obdrzel
k &innosti lékaren).

EX

4.6. Surveillance in

the area of preparation,
dispensing, sale

and distribution of
pharmaceuticals

Surveillance in the sphere of handling of medicinal
products is one of the essential activities of
the Pharmacy and Distribution section. SUKL
inspections are carried out in pharmacies, medical
device dispensaries, premises of vendors of
selected pharmaceuticals (hereinafter referred
to as PVL), healthcare facilities (incl. their
specialised workplaces), and sites of distributors of
pharmaceuticals. The Pharmacy and Distribution
section is also responsible for the conduct of
price controls for medicinal products and foods
for special medical purposes and control over the
handling of dependency-producing substances and
products in pharmacies. The section also maintains
and regularly updates databases of these entities,
except for healthcare facilities.

Inlate 2010, the Institute had a list of 2,406 pharmacies
in total, of which 4 fell within the scope of operation
of the Ministry of Defence of the Czech Republic;
moreover, the Institute registered 250 detached
pharmaceutical and medical devices dispensing units
(hereinafter referred to as OOVL), 397 approved
medical device dispensaries, 162 vendors of selected
pharmaceuticals, 43 nuclear medicine departments
of healthcare facilities, and 307 distributors of
medicinal products. Following a slight decrease in
2008, the trend of the growing number of pharmacies
continued and compared to 2009, the total number of
pharmacies increased by 36 entities.

In 2010, the inspectors of the Pharmacy and
Distribution section conducted 900 pharmacy
inspections in total; 35 of them concerned hospital
pharmacies and 4 of them concerned university
hospital pharmacies. Of the total number of
inspected pharmacies, 45 inspections were targeted
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Obr. 1. Pocet lékaren a OOVL v letech 1991 - 2010 (stav k 3. 1. 2011)
Fig. 1. Number of pharmacies and OOVLs in 1991 — 2010 (situation as of January 03 2011)
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Samostatnd kontrola zachdzeni s navykovymi
latkami byla provedena v 302 Ilékarnach, kdy
se v 281 ptipadech jednalo o kontrolu pléano-
vanou a v 21 piipadech o kontrolu cilenou. Ceno-
va kontrola zamétend na dodriovani zdakona
o cendch a pravidel cenové regulace byla provede-
na u 148 lékdren au 2 distributord, v daldich
33 lékarnadch bylo provedeno cenové setfeni
zaméiené na kontrolu regulaénich opatieni vy-
plyvajicich ze zdkona ¢. 362/2009 Sb., kterym se
méni nékteré zakony v souvislosti s ndvrhem zakona
o statnim rozpoétu Ceské republiky na rok 2010.

Na zdakladé skuteénosti zjisténych pi#i kontrolach
bylo podano celkem 73 navrhd na uloZeni pokuty
za poruseni zakona o lééivech, ve 4 piipadech byla
lékarné pozastavena piiprava lé€ivych ptipravkd a ve
3 pripadech byla pozastavena ¢innost celé lékarny.

Vramci kontrol zachézeni s navykovymi latka-
mi v lékarndch byla u 18 lékaren zjisténa
zAvaina poruseni zdkona o navykovych

latkach a v 10 piipadech byl podan névrh na za-
héjeni spravniho fizeni. Kontrola v oblasti cenové

(inspections carried out on the basis of reports
received by the Institute on the operation of the
pharmacies).

Independent inspections aimed at handling of
dependency-producing substances were carried
out in 302 pharmacies, of which 281 were planned
inspections and 21 targeted inspections. Price
control focusing upon compliance with the Act on
Prices and rules of price regulation was conducted
in 148 pharmacies and at 2 distributors, in further
33 pharmacies price investigations focusing upon
the control of regulatory measures implied by Act
No 362/2009 Coll., amending some acts related
with the bill on the 2010 state budget of the Czech
Republic were carried out.

On the basis of the facts identified during the
inspections, fine was proposed in 73 cases in total for
breach of the Act on Pharmaceuticals, in 4 cases the
preparation of medicinal products was suspended
in the pharmacy, and in 3 cases the operation of the
entire pharmacy was suspended.
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predpisd, navrh na zahdjeni spravniho fizeni byl
poddn pouze u jedné lékarny.

Bylo provedeno 300 kontrol tykajicich se zachazeni
s lé¢ivymi piipravky ve zdravotnickych zafizenich
(ZZ), kontroly probéhly na 36 1Gzkovych oddélenich
nemocnic a v 264 samostatnych ambulancich prak-
tickych lékaid, lékaid specialistd a v ambulancich
oc¢kovacich center. Na zdkladé podnétd, kieré
Ustav obdrzel k ¢innosti zdravotnickych zafizeni, ve
kterych se poskytuje zdravotni péée, bylo provede-
no celkem 46 cilenych inspekci. Zjisténé nedostatky
byly ddvodem k podani celkem 8 navrhd na uloZeni
pokuty.

U ostatnich zdravotnickych zafizeni oprévnénych
pripravovat lé¢ivé piipravky (oddéleni nuklearni
mediciny - ONM a pracovisté pfipravujici humanni
autogenni vakciny - HAV) bylo provedeno celkem
25 inspekci, ve 3 piipadech se jednalo o kontroly
cilené.

Souhrnné vysledky kontrol provedenych v roce
2010 uvdadi tabulka 1.

Vroce 2010 odebrali inspektofi odboru lékaren-
stvi a distribuce pfi kontrolach lékéaren celkem
301 vzorky lééivych ptipravkd, z nichz navic vyznam-
nou ¢&ast tvofily vzorky farmaceutickych vyrobkd
uréenych pro magistraliter piipravu v lékarnéch.
Niz3i poéet odebranych vzorkd odpovida dlouho-
dobému trendu Utlumu piipravy lécivych piipravkd
v lékarnach.

Porovnani vyskytu sledovanych zéavad u lékaren-
skych vzorkd v uplynulych letech uvadi tabulka 2.

Within the scope of inspections focused upon the
handling of dependency-producing substances
in pharmacies, serious breaches of the Act on
Dependency-Producing Substances were identified
in 18 pharmacies and in 10 cases proposals for the
commencement of administrative procedure were
filed. Inspections focusing upon price regulation did
not identify any major breaches of price regulations;
a proposal for commencement of administrative
procedure was filed for one pharmacy only.

300 inspections focused upon handling of medicinal
products in healthcare facilities were carried out.
The inspections took place in 36 inpatient hospital
departments and in 264 independent outpatient
offices of general practitioners, specialists and
outpatient vaccination centres. On the basis of
reports on the operation of healthcare facilities
where health care is delivered, received by the
Institute, 46 targeted inspections took place in total.
The identified shortcomings resulted in 8 proposals
for fine imposition.

In other healthcare facilities authorised to prepare
medicinal products (Nuclear Medicine departments
- ONM and workplaces preparing autogenous
vaccines for human use - HAV) 25 inspections in
total were carried out, 3 of them being targeted.

The summary results of inspections carried out in
2010 are provided in Table 1.

In 2010, during inspections in pharmacies the
inspectors from the Pharmacy and Distribution
section took 301 samples of medicinal products in
total, of which, moreover, a significant proportion
were samples of medicinal products intended for
the preparation of medicines prepared according
to aformula in pharmacies. Alower number of
samples taken corresponds to the long-term trend
of decreasing preparation of medicinal products in
pharmacies.

Comparison of occurrence of monitored
shortcomings in pharmacy samples in the last years
is provided in Table 2.
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Tabulka 1. Inspekéni dozor nad Iékdrnami, oddélenimi nuklearni mediciny,
zdravotnickymi zafizenimi a prodejci vyhrazenych lécivych pFipravkd v roce 2010
Table 1. Inspection surveillance over pharmacies, nuclear medicine departments,
healthcare facilities, and vendors of selected medicinal products in 2010

Klasifikace zavad Sankce
Classification of shortcomings Penalties
Kontrolovany

subjekt
Inspected entity

Typ kontroly Pocet

[v) ) o
Inspection type Number % 2 % 3 % A B C

Bé&zné kontroly

- . 900 531 59,0 266 29,6 103 11,4 4 3 73
Regular inspections

Cenové kontroly 148 Nehodnoceno dle klasifikace zavad I
Lékarny Price inspections Not rated by classification of shortcomings
Pharmacies Kontroly OPL
Inspections of nar- 565 534 775 50 165 18 60 - - 10
cotic and psycho-
tropic substances
ONM 19 7 36,8 10 52,7 2 105 - - -
HAV 6 4 80,0 - - 1 200 - - -
Zdravotnicka
Faren! 300 187 623 92 307 21 700 - - 8
Healthcare
facilities
Prodejci vyhra-
zenych léciv
Vendors of 10 10 100,0 - - - - - - -
selected
pharmaceuticals
*1x nehodnoceno * not rated in 1 case
Klasifikace zavad Classification of shortcomings
1 — bez zdvad nebo zjistény jen drobné zdvady 1 — No or minor shortcoming identified
2 - vyznamné nebo opakované zdvady 2 — Maijor or repeated shortcomings
3 - kritickd zdvada nebo zdvazné poruseni zdkona 3 - Critical shortcoming or serious breach of law
Sankce Penalties
A — pozastaveni pfipravy A - Suspended preparation
B - pozastaveni provozu B - Suspended operation
C - ndvrh na uloZeni pokuty (sprdvni fizeni) C - Proposed fine (administrative procedure)
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Tabulka 2. Vyskyt sledovanych typ0 zavad v %
Table 2. Occurrence of monitored types of shortcomings in %

Typ zévady 2004 | 2005 | 2006 | 2007 (2008 | 2009 | 2010
Type of shortcoming % % % % % % %

Nevyhovuijici obsah Gé&inné latky
Out-of-specification content of active substance

Nevyhovuijici celkovd hmotnost
Out-of-specification total weight

Nevyhovuijici ¢isténé vody
MN nezavadnost

Out-of-specification purified water
Microbiological compliance

Nevyhovuijici galenické zpracovani
Out-of-specification galenic processing
Nevyhovuijici mikrobiolog. nezdvadnost
Ovut-of-specification microbiological compliance

Zamény v totoznosti LL a PL
Active substance and excipient identity confusion

Kromé dozorovych ¢&innosti odbor Iékarenstvi
a distribuce dale vydava osvédéeni o vécném
a technickém vybaveni lékaren a udéluje souhlas
s provozovdanim vydejen zdravotnickych prostiedkd.
Vroce 2010 bylo pfijato celkem 365 Zadosti
provozovatel§ lékaren o vydani osvédéeni a vydano
bylo celkem 360 osvédéeni o vécném a technickém
vybaveni lékdaren. O vydéani souhlasu s provozo-
vanim vydejny zdravotnickych prostiedkd pozadalo
celkem 30 provozovateld a bylo vydéno 29 kladnych
rozhodnuti.

Ve 114 ptipadech bylo vydani osvédéeni spojeno
s kontrolou lékarny, v 7 piipadech s kontrolou OOVL
(tabulka 3). Ddéle probéhlo 20 Uvodnich kontrol
vydejen zdravotnickych prosttedkd a 111 konzul-
taci tykajicich se ptistrojového vybaveni stavajicich
lékaren nebo vystavby novych lékéaren a problema-
tiky souvisejici s vyhlaskou ¢. 84/2008 Sb. A dalsimi
provadécimi ptredpisy k zdkonu o lééivech. Tabulka
3 rovnéz uvadi udaje o nové vzniklych a zaniklych
lékarnach/OOVL.

54,3

16,2

20,6

5,4

0,8

2,7

573 535 581 641 72,7 519
16,4 156 257 256 182 279
16,4 182 59 - 9 i
66 47 59 ] Ny
03 33 22 ) ) i
30 47 22 103 M

In addition to its surveillance activities, the Pharmacy
and Distribution section also issues certificates on
the material and technical equipment of pharmacies
and approves the operation of medical device
dispensaries. In 2010, the total of 365 applications
of pharmacy operators for the issue of certificate
was received and the total of 360 certificates of
material and technical equipment of pharmacies
were issued. 30 operators in total applied for
approval of operation of medical device dispensaries
and 29 approvals were issued.

In 114 cases the issue of the certificate was associated
with the inspection of the pharmacy, in 7 cases with
the inspection of the OOVL (Table 3). Furthermore,
20 initial inspections of medical device dispensaries
and 111 consultations on the technical equipment
of existing pharmacies or the construction of new
pharmacies and issues related to Decree No
84/2008 Coll. and other implementing regulations
for the Act on Pharmaceuticals took place. Table
3 also provides data on newly established/defunct
pharmacies/OOVLs.
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Tabulka 3. Dalsi ¢innosti odboru Iékarenstvi a distribuce
Table 3. Other activities of the Distribution and Pharmacy section

Cinnosti | Activities Pocet | Numbers

Uvodni kontrola lékarny | Initial pharmacy inspection

Uvodni kontrola OOVL | Initial OOVL inspection

Uvodni kontrola vydejny ZP | Initial inspection of medical device dispensaries
Vznik nové lékarny/OOVL | Establishment of a new pharmacy/OOVL

Zanik lékarny/OOVL | Defunct pharmacies/OOVLs

Konzultace | Consultations

Distribuce

Pocet distributord se v roce 2010 zvysil o 44 subjektd
na celkem 307 drziteld povoleni k distribuci lé¢ivych
ptipravkd. Pokracoval tak trend z roku 2009, kdy
vyznamny podil novych distributord tvoii provo-
zovatelé lékaren. Z celkového poétu schvalenych
distributord je 80 subjektd, kdy je provozovatel
lékarny zaroven i drzitelem povoleni k distribuci.

Vroce 2010 bylo dale vydédno 72 rozhodnuti
o zméné povoleni k distribuci a 8 povoleni bylo
na zadost jejich drziteld zruseno. U 3 distributord
v souladu s § 76 odst. 4 zdkona ¢. 378/2007 Sb.,
o lé¢ivech, ve znéni pozdéjsich predpisG pozbylo
povoleni k distribuci svou platnost.

Tabulka 4 uvadi prehled pfijatych Zadosti a vydanych
rozhodnuti v souvislosti s povolenim, zménou nebo
zru$enim povoleni k distribuci.

Tabulka 4. Distribuce léciv v roce 2010
Table 4. Distribution of pharmaceuticals
in 2010

114
15
20

69/13
33/16
111

Distribution

In 2010, the number of distributors increased by
44 entities to the total number of 307 medicinal
product distribution authorisation holders. This
means that the trend from 2009 when pharmacy
operators represented a significant proportion of
new distributors, continued. Of the total number
of approved distributors, 80 entities are those
where the pharmacy operator is also a distribution
authorisation holder.

In 2010, moreover, 72 decisions on variations
to distribution authorisation were issued and
8 authorisations were revoked upon request of
their holders. For 3 distributors their distribution
authorisations expired pursuant to Section 76,
paragraph 4 of Act No 378/2007 Coll., on
Pharmaceuticals, as amended.

Table 4 provides an overview of received applications
and issued decisions in respect of distribution
authorisation, variations thereto or revocation thereof.

Prijato Zadosti Vydané rozhodnuti

Typ Zadosti | Type of Application

Zadost o povoleni distribuce
Application for distribution authorisation

Zadost o zménu povoleni distribuce

Application for variation to distribution authorisation

Zadost o zrugeni distribuce

Application for distribution authorisation revocation

Received applications | Issued decisions

40 44
78 72
7 8

Tabulka nezahrnuje poéty nedorfesenych Zddosti z minulého obdobi.
The table does not include the numbers of pending applications from the previous period.
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Probé&hlo celkem 267 inspekci distributord, coz v po-
rovndni s rokem 2009 piedstavuje nardst o 20 %,
ktery je patrny zejména v inspekci provedenych na
zdkladé pfrijatych podnétd. Vlivem vyssiho celko-
vého poé¢tu distributord narostl meziroéné o 26 %
i pocet kontrol provadénych periodicky v interva-
lech stanovenych vyhlaskou ¢&. 229/2008 Sb.

Z poé¢tu hodnocenych inspekci u distributord bylo
83,6 % hodnoceno stupném 1 (dobré), v 8,2 %
stupném 2 (uspokojivé) a stejny pocet 8,2 %
stupném 3 (neuspokojivé). Na zdakladé zjisténych
skuteénosti bylo poddno celkem 15 néavrhd na
zahdjeni spravniho Fizeni o uloZeni pokuty.

Vysledky kontrol distributord v roce 2010 uvédi
tabulka 5.

267 inspections of distributors were conducted in
total, which, compared to 2009, represents a 20%
increase, which is apparent particularly in inspections
conducted on the basis of received reports. Due
to the higher overall number of distributors, the
number of inspections conducted periodically at
intervals stipulated by Decree No 229/2008 Coll.
also grew by 26% year-to-year.

Of the number of rated inspections of distributors,
83.6% were rated with grade 1 (good), 8.2% with
grade 2 (satisfactory) and the same percentage,
8.2%, with grade 3 (not satisfactory). On the basis
of the identified facts, the commencement of
administrative procedure for fine imposition was
proposed in 15 cases in total.

The results of inspections of distributors in 2010 are
provided in Table 5.

Tabulka 5. Inspekéni dozor nad distributory
Table 5. Inspection surveillance over distributors

Pocet inspekci Hodnoceni inspekci
Number of inspections

Celkem Uvodni
Total Initial

Nésledné Cilené  Zména
Follow-up Targeted Variation

267 51 159 22 35

Hodnoceni inspekeci

Na zdkladé zjisténych zavad a jejich zdvainosti je
provedeno hodnoceni kontroly a dle dosaZzeného
bodového vysledku celkovda uroven dodriovani
zasad spravné distribuéni praxe vyjadiena hodno-
cenim:

1 - Dobré
2 — Uspokojivé
3 — Neuspokojivé

Rating from the inspection

Opatieni
Action

Poruseni Navrh na
2 3 zdkona  pokutu
Breach Fine
of law proposed
223 22 22 50 15

Rating from inspections

On the basis of the identified shortcomings and
their severity the inspection is rated and according
to the achieved point score, the overall level of
compliance with the principles of good distribution
practice is expressed by the following rating:

1 - Good
2 - Satisfactory
3 — Not satisfactory
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ENJ

Porovnani poétu regulovanych subjektu Comparison of the number of regulated

a provedenych kontrol za poslednich 6 let entities and conducted inspections over the
last 6 years

Obr. 2. Pocet regulovanych subjektd

Fig. 2. Number of regulated entities
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Distributofi Prodejci vyhrazenych Oddéleni nuklearni Vydejna ZP Zdravotnicka zafizeni
Distributors lé&iv mediciny Medical device (ve stovkach)
Vendors of selected Nuclear medicine dispensaries Healthcare facilities
pharmaceuticals departments (in hundreds)

Zdrojem 0daj§ o poé&tu zdravotnickych zafizeni je UZIS — Zdravotnickd rocenka CR. Data za rok 2010 nej-
sou zatim dostupnd. | The Institute of Health Information and Statistics (UZIS) — Czech Healthcare Yearly is
the source of data on the numbers of healthcare facilities. Data for 2010 are not available at present.

Obr. 3. Pocet kontrol u regulovanych subjektd
Fig. 3. Number of inspections of regulated entities
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Lékarny + OOVL Distributofi Prodeici vyhrazenych Oddéleni nuklearni  Zdravotnické zafizeni
Pharmacies + OOVLs Distributors léciv mediciny Healthcare facilities
Vendors of selected Nuclear medicine
pharmaceuticals departments

Inspekce v lékdrndch zahrnuji i cenové kontroly a kontroly OPL| Inspections in pharmacies include also
price inspections and inspections of narcotic and psychotropic substances
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4. 7 Dozor v oblasti

vyroby léciv, lidskych tkani

a bunék, spravné laboratorni
a klinické praxe

Vyroba lééiv

Aktualizované seznamy dozorovanych provozovateld
v oblasti vyroby a vyzkumu lé¢iv jsou uvedeny na in-
ternetové strance Ustavu.

V oblasti vyrobcd (véetné zafizeni transfuzni sluzby)
bylo pfijato celkem 79 Zadosti o vydani povoleni
vyroby nebo jejich zmény (tab. 1). Pocet piipadd
prevadénych mezi jednotlivymi lety odpovida inter-
valu pro vytizeni Zadosti. Poéet vydanych rozhodnuti
ke zméné povoleni vyroby oproti roku 2009 poklesl.
Nizsi byl i poc¢et Zadosti o zrueni povoleni vyroby.

Oblast lidskych tkani a bunék

Jedna se o oblast regulovanou SUKL na zakladé
zdkona ¢&. 296/2008 Sb., o lidskych tkanich
a bunkach.

Vroce 2010 bylo pfijato 15 Zadosti o povoleni
éinnosti a 11 Zadosti o zménu povoleni v &innosti,
byly vsak posuzovany i zadosti o povoleni &innosti
nebo o zménu v povoleni pfijaté pievainé v roce
2009, odesilany vyzvy k jejich doplnéni a provadény
uvodni a cilené kontroly u Zadateld.

EN

4. 7 Surveillance in the

area of manufacture of
pharmaceuticals, human
tissues and cells, good
laboratory practice and good
clinical practice

Manufacture of pharmaceuticals

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

In the sphere of manufacturers (incl. blood centres)
the total of 79 applications for manufacturing
authorisation or variations thereto were received
(tab. 1). The number of cases brought forward
from year to year is consistent with the interval
for the handling of the application. The number
of issued decisions in respect of variations to
manufacturing authorisations compared to 2009
dropped. The number of applications for revocation
of manufacturing authorisations also decreased.

Human tissues and cells
This is a sphere regulated by the Institute pursuant to
Act No 296/2008 Coll., on Human Tissues and Cells.

In 2010, 15 applications for authorisation and
11 applications for variations to authorisation
were received; nevertheless, applications for
authorisation or for variation to authorisation
received mostly in 2009 were also assessed,
invitations for supplementation thereof were
sent, and initial and targeted inspections of the
applicants were carried out.
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Tabulka 1. Agenda Zadosti v oblasti vyroby lé¢iv a v oblasti lidskych tkani a bunék
Table 1. Applications in the sphere of manufacture of pharmaceuticals and in the

sphere of human tissues and cells
2007|2008 |2009  [2010 |
A (B A |B [A |B A [B |

Typ Zadosti

Application type

Zadost o povo-

Vyrobce lé¢ivych piipravkd

leni vyroby Manufacturer of medicinal products 6 5 4 4 8 7 3 6
Application for , y
manufacturing Kontrolni laboratof 2 2 1 2 0 0 2 1
authorisation Control laboratory
ZTS
Blood centre R ! 2 e € ! 1
Zadost o zménu  Vyrobce lécivych pripravkd
povoleni vyroby Manufacturer of medicinal products 51 49 72 56 55 64 47 48
Application for  Kontrolni laboratof
variation to Control laboratory C > 4 > 3 > ! !
manufacturing TS
authorisation 22 22 26 26 23 25 22 20
Blood centre
Zadost o zruseni povoleni vyroby
Application for revocation of manufacturing 4 8 8 9 5 5 8 8
authorisation
Zadost o povo-  Tkanového zafizeni
leni &innosti A tissue centre i i ) = 2R ef &
App"°‘?“°f‘ for  Gdberoveho zafizent
authorisation to donation centre - - - - 3 3 2 2
engage in the ) 5
oeiiiiesIon Diagn. laboratofe i i i .12 3 10 23
A diagnostic laboratory
Zadost o zménu  Tkanového zatizeni i i i i 5 :
¢innosti A tissue centre i i
Ap;.)llc.ahon for  Odbgroveho zafizeni i i i i i : 1 0
VCII'.ICI.fI.OH i A donation centre
activities of:
Diagn. laboratoie i i i ) ) ) 5 3
A diagnostic laboratory
Celkem | Total 108 101 116 104 191 128 105 143

A — Pfijato Zddosti; B — Vydand rozhodnuti

ZTS - zafizeni transfuzni sluzby

A — Received applications; B - Issued decisions
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Obr. 1. Podty prijatych a vyfizenych Zadosti
Fig. 1. Numbers of received and decided
applications
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V roce 2010 bylo provedeno celkem 228 inspekci, z toho
88 inspekci se tykd oblasti lidskych tkani a bunék. Je-
jich povahu a vysledky hodnoceni uvadi tabulka 2.
Srovnani poétu kontrol a poruseni zékona o lécivech,
event. zdkona o lidskych tkéanich a bunkéach v letech
2007 - 2010 uvadi tabulka 3. a obr. 2.

Uvodni kontrola u vyrobcd lééiv se provadéla v sou-
vislosti s Zadosti o povoleni k ¢innosti na zdkladé §
63 odst. 4 zakona €. 378/2007 Sb. Nasledna kon-
trola se provadéla u vyrobce lééivych piipravkd,
lé¢ivych latek, kontrolni laboratoie nebo v ZTS v in-
tervalech stanovenych vyhlaskou ¢. 229/2008 Sb.
A pro ZTS podle vyhlasky ¢. 143/2008 Sb.

Kontrola souvisejici se zménou se provadi tehdy,
jestlize doslo ke zméndm podminek, za nichz
byla ¢&innost povolena. Cilend kontrola je uréena
k provéreni uréitého vyseku &innosti (napfi. kontrola
souvisejici se zadvadou v jakosti lé¢ivého pripravku).

Z celkového poétu 70 kontrol u vyrobclh lécivych
piipravkd, lécivych latek a kontrolnich laboratofi
nebylo neuspokojivé hodnoceni, pouze v 1 pfipadé
doslo u vyrobcU lé¢ivych piipravkd k poruseni zako-
na o lé¢ivech. Uroven Spravné vyrobni praxe (SVP)
v ZTS byla ptevdiné hodnocena jako dobrd, nebylo
zji$téno poruseni zdkona. Plan naslednych kontrol

In 2010, the Institute carried out 228 inspections
in total, of which 88 inspections were associated
with the sphere of tissues and cells. Their nature
and results of evaluation are provided in Table 2.
A comparison of the number of inspections and
breaches of the Act on Pharmaceuticals, or of the
Act on Human Tissues and Cells, where applicable,
in the period from 2007 to 2010 is provided in
Table 3. and Fig. 2.

Initial  inspections of  manufacturers  of
pharmaceuticals were conducted in respect of
applications for authorisation to engage in an
activity pursuant to Section 63, paragraph 4 of Act
No 378/2007 Coll. Follow-up inspections were
conducted at the premises of a manufacturer of
medicinal products, active substances, a control
laboratory or a blood centre in intervals stipulated
by Decree No 229/2008 Coll. and for blood
centres pursuant to Decree No 143/2008 Coll.

Inspections associated with a variation are
conducted where achange to the conditions
under which the activity had been authorised has
occurred. Targeted inspections are conducted in
order to review a certain section of activities (e.g.
an inspection associated with a quality defect of
a medicinal product).

Of the total number of 70 inspections at the premises
of manufacturers of medicinal products, active
substances, and control laboratories, there was no
case which would be rated as not satisfactory, and
only 1 case in which the manufacturer of medicinal
products breached the Act on Pharmaceuticals. The
standard of good manufacturing practice (GMP)
in blood centres was mostly rated as good; no
breach of law was identified. The plan of follow-
up inspections was fulfilled for all regulated entities
and the inspection interval stipulated by the Decree
was complied with.

Inspections in tissue centres, donation centres or
diagnostic laboratories are conducted pursuant
to Decree No 422/2008 Coll., on detailed
requirements for the safeguarding of the quality
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byl plnén u vsech regulovanych subjektd a byl
dodriovan interval inspekci stanoveny vyhlaskou.

Inspekce v tkanovych zafizenich, odbérovych
zafizenich nebo v diagnostickych laboratofich
jsou provadény podle vyhlasky ¢ 422/2008 Sb.,
o stanoveni blizsich pozadavkd pro zajisténi jokos-
ti a bezpeénosti lidskych tkani a bunék uréenych
k pouziti u ¢lovéka.

and safety of human tissues and cells intended for
use in man.

Tabulka 2. Provedené kontroly v roce 2010 a jejich vysledky
Table 2. Inspections conducted in 2010 and their outcomes

Pocet inspekci
Number of inspections
Uvod-
ni né
Initial | Follow-
up

Vyrobci [é¢ivych
pipravkd
Manufacturers of
medicinal products

43 3 36

Vyrobci lééivych latek
Manufacturers of 18 0 16
active substances

Kontrolni laboratore

Control laboratories g ! /
ZTS | Blood centres 44 0 41
Krevni sklady 1 0 1
Blood banks

Etické komise

Ethics Committees 17 = 8
Inspekce SKP

GCP inspections e ¢ £
Inspekce TZ, OZ, DL

TC, DC, DL 88 84 1

inspections

Nasled- | Cilené | Zména

Hodnoceni inspekci
Rating from inspections

Pokuta
Fine

Poruseni
zdkona
Breach
of law

1 3 38 0 1 0
0 2 16 0 0 0
0 1 8 0 0 0
1 2 42 0 0 0
0 0 1 0 0 0
0 0 0 0 3 0
5 . - - S 0
1 2 = = = .

ZTS - zafizeni transfuzni sluzby, TZ - tkariové zafizeni, OZ — odbérové zafizeni, DL — diagnostickd laboratof
TC - tissue centre; DC — donation centre; DL — diagnostic laboratory
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Tabulka 3. Provedené kontroly v letech 2007 — 2010
Table 3. Inspections conducted in 2007 - 2010

2007|2008 |2009 2010
- N P N P O P T

Vyrobci lé¢ivych piipravkd

Manufacturers of medicinal products <K < & = & . 49 1

Vyrobci lééivych latek

Manufacturers of active substances e L = v 1 g 1 g

Kontrolni Iaborafc?Fe 10 0 10 0 9 0 9 0

Control laboratories

ZTS | Blood centres 43 1 45 1 46 0 44 0

Krevni sklady | Blood banks 14 0 8 0 13 0 1 0

Inspekce SKP+ etické komise

GCP inspections +ethics committees = Y & 2 L7 : 2 &

Tkarnové zafizeni, odbérové zafizeni,

d.lagn. laboratof . i i i i 18 0 38 0

Tissue centres, donation centres,

diagnostic laboratories

Celkem | Total 141 7 156 7 168 8 228 5
A — Pocet kontrol; B — Poruseni zdkona A — No. of inspections; B — Breach of law

Obr. 2. Pocet vyrobct lécivych pripravkd, latek a kontrolnich laboratofi a prehled prove-
denych inspekci

Fig. 2. Numbers of manufacturers of medicinal products, active substances and control
laboratories and an overview of completed inspections

Po¢et / Number

u Vyrobci LP, LL a KJ
140 129 124 125 - celkem
121 119 122 Manufacturers
120 of med. products,
active subst. and
100 control labs - total
80 81 78 m Pocet inspekei
80 69 74 70 Number of inspections
m Pocet poruseni zakona
60 No. of breaches of law
40
20
0

2005 2006 2007 2008 2009 2010 Obdobi / Period
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Obr. 3. Piehled provedenych inspekci KPB v letech 2007 — 2010
Fig. 3. Number of KPB inspections conducted in 2007 — 2010

Pocet inspekei / No. of inspections
100

90
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88
59

60 53
50 45
40
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10 0 0

V]

2007 2008 2009 2010
Obdobi / Period

Spravna laboratorni praxe

Vroce 2010 bylo evidovano celkem 13 drziteld
Certifikatu spravné laboratorni praxe s pfevazujicim
rozsahem ¢innosti toxikologické studie, ktefi jsou
zafazeni do Narodniho programu SLP V tomtéz
roce byly provedeny 4 ndasledné kontroly drziteld
certifikatu SLP

Spravna klinicka praxe (SKP)

V pribéhu roku byly provedeny 3 nasledné inspekce
multicentrickych etickych komisi a 14 Gvodnich in-
spekci mistnich etickych komisi (tabulka 2). Nasled-
né inspekce byly podkladem pro prodlouzeni uréeni
etickych komisi k vydéavéni stanoviska k multicen-
trickym klinickym hodnocenim MZ CR. Z 8 inspekci
SKP uvedenych v tabulce 2 byly provedeny 3 nasled-
né inspekce spravné klinické praxe a 5 cilenych in-
spekci SKP.

Opatieni a sankce

Pracovniky dozoru v oblasti vyroby, spravné labo-
ratorni a klinické praxe bylo v roce 2010 zjisténo
v 5 ptipadech poruseni zdkona o lééivech, ve
2 piipadech byl dan podnét na zahéjeni spravniho
fizeni o uloZeni pokuty. Na zékladé provedenych
inspekci byly ulozeny 2 pokuty v celkové
vysi 145 000,- K¢.

u Poéet inspekei ZTS + KB
No. of inspections of blood centres and banks
u Poéet inspekei SKP + EK / No. of GCP + EC inspections
m Poéet inspekei TZ, OZ a OL / No. of TC, DC and DL inspections

Inspekce TZ, OZ a DL jsou provddény od roku
2009

KPB — Oddéleni klinickych praxi a dohledu nad
zpracovdnim biologickych materidlG

TC, DC, DL inspections have been carried out since 2009
KPB — Department of clinical practices and
surveillance over biological material processing

Good laboratory practice

In 2010, 13 holders of Good Laboratory Practice
Certificates were registered in total, with prevailing
scope of activities in toxicological studies; these
were included in the National GLP Programme. In
the same year, 4 follow-up inspections of holders of
GLP certificates were conducted.

Good clinical practice (GCP)

In the course of the year, the Institute carried
out 3 follow-up inspections of multicentric ethics
committees and 14 initial inspections of local ethics
committees (Table 2). Follow-up inspections were
the base for renewals of the designation of the
ethics committees as committees issuing opinions
on multicentric clinical trials of the Ministry of Health
of the Czech Republic. Of the 8 GCP inspections
listed in Table 2, 3 were follow-up GCP inspections
and 5 were targeted GCP inspections.

Actions and penalties

In 2010, the employees active in the sphere of
surveillance of manufacture, good laboratory
and clinical practices identified 5 cases of breach
of the Act on Pharmaceuticals and in 2 cases
administrative  proceedings  regarding  fine
imposition were Instituted. Based on the inspections
conducted, 2 fines in the total amount of 145,000
CZK were imposed.
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Certifikace

Bylo vydano celkem 648 rOznych certifikatd
(381 v roce 2009), z ¢ehoz je obdobné jako
v minulych letech nejvyssi pocet certifikatd vydanych
na lé&ivé pripravky (533). Poinspekéni certifikaty se
vkladaji do EudraGMP databdze, kterou vede EMA.
Vsechny certifikaty byly vydany v 30 denni 1haté, resp.
V pfipadé certifikatd po inspekci v 90 denni |hoté.

Obr. 4. Vydané certifikaty
Fig. 4. Issued certificates

Poc¢et / Number

Certification

648 various certificates were issued in total (381
in 2009), of which, like in the previous years, the
highest number was the number of certificates
issued for medicinal products (533). Post-inspection
certificates are entered in the EudraGMP database
maintained by EMA. All certificates were issued
within the 30-day period, or, in the case of post-
inspection certificates, in the 90-day period.

600 (V]
@ = 2007
~ = 2008
500 o9 m 2009
<
< =2010
400
300 Y
o~
200
)
100 - RS 2
T < - o
) i) ~ © ()
Al = Nt-s 2°°° '
0 || . [ Ee— |
Pro vyrobu Pro lé¢ivou latku Pro léc&ivy SLP SVP pro vyrobce EU/MRA Pro vyrobce
lé¢ivych For active pripravek GLP lé¢ivych latek a kontrolni
piipravkd substances For medicinal GMP for manu- laboratofe po
For manufacture products facturers inspekci
of medicinal of active sub- For manufactur-
products stances ers and
control labora-
tories

— post-inspection

Pozn.:Certifikaty pro vyrobu léé&ivych pfipravkd nejsou od roku 2008 vyddvdny.
Note: Certificates for the manufacture of medicinal products have not been issued since 2008.

Posouzeni splnéni SVP v ramci registraéni
agendy

Bylo pfijato celkem 2 069 piipadd (pokles oproti
roku 2009 o 3 %), viechny byly v terminu vytizeny.
Zavady v jakosti lééiv

V oblasti zadvad v jokosti lé¢iv byl pocet pfijatych
podnétd z Ceské republiky v letech 2007 a 2008

Assessment of GMP compliance within the
scope of marketing avthorisation proce-
dure

2,069 cases in total were received (a 3% drop
compared to 2009), all of which were dealt with
within the time limit.
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cca 100 roéné. Zvyseny trend v poétu zavad v jakos-
ti byl zaznamenan v letech 2009 a 2010 (viz tab. 4).
V roce 2010 se podnéty tykaly nejen registrovanych
lé¢ivych piipravkd ale také v 6 piipadech vyrobkd
uréenych pro dalsi zpracovani v lékarnach (Ung.
simplex, Ung.leniens, Zinci oxidati pasta, Zinci oxi-
dati pasta mollis, Sirupus Simplex).

Ve vsech ptipadech zasahy provadéli sami provo-
zovatelé, Ustav jejich opatieni pouze monitoroval
¢&i korigoval.

Pro rychlejsi predavani informaci o zavadéch v ja-
kosti terénu a Krajskym Ofaddm se v pribéhu
roku 2010 zaéal pouzivat Systém rychlé vystrahy.
Dale se tyto informace zvefejiuji na webu SUKL
a v mésiénim souhrnu jsou také uvefejnény ve
Véstniku SUKL.

Prostiednictvim systému rychlého varovani (Rapid
Alert System) zemi EU, MRA PIC/S Ustav pravidelné
pfijima a vyhodnocuje informace o zavadéch v ja-
kosti lé¢iv. | naddle probihd vzajemnd vyména in-
formaci se SUKL v Bratislavé, z jehoz strany v roce
2010 touto cestou Ustav ziskal 7 podnétd nad
rémec spolupréce s EU.

V tab. 4 je dale uveden poéet rozeslanych ,Rych-
lych vystrah” a poéet pfijatych a odeslanych ,Rapid
Alertd” ze/do zahraniéi.

Tabulka 4. Zavady v jakosti
Table 4. Quality defects

Quality defects of pharmaceuticals

Inthe sphere of quality defects of pharmaceuticals the
number of reports received from the Czech Republic
in 2007 and 2008 ranged around one hundred
reports per year. A growing trend in the number of
quality defects was noted in 2009 and 2010 (see
Tab. 4). In 2010, the reports were pertaining not
only to authorised medicinal products, but in 6 cases
also to products intended for further processing in
pharmacies (Ung.simplex, Ung.leniens, Zinci oxidati
pasta, Zinci oxidati pasta mollis, Sirupus Simplex).

In all cases, interventions were made by the
operators themselves, with the Institute merely
monitoring or adjusting their actions.

For the purposes of accelerated field communication
of information on quality defects and accelerated
communication thereof to regional authorities,
the Rapid Warning system was Instituted in the
course of 2010. Furthermore, this information is
published on SUKLs website and, in the form of
monthly summaries, in SUKL bulletin.

Via the EU, MRA PIC/S Rapid Alert System, the
Institute regularly receives and evaluates information
on quality defects of pharmaceuticals. Exchange of
information with the Slovak State Institute for Drug
Control (SUKL) in Bratislava still continues and in
2010, the Institute received from SUKL 7 reports
beyond the scope of cooperation with the EU.

Table 4 also provides the number of sent “Rapid
Warnings” and the numbers of received and sent
“Rapid Alerts” from/to foreign countries.

2008

Poéet prijatych podnétd

Number of received reports e ot

Z toho vedlo ke stazeni
Of which resulted in recalls

Z toho zaslanych RV nebo RA
Of which sent RW and RA

31

1 1

107 98 141 94 150 98
34 19 47

4 1 5 2 5 1

A - CR; B - Zemé mimo CR; RV — rychld vystraha, RA — Rapid Alert
A — Czech Republic; B — Countries outside Czech Republic; RW —Rapid Warning, RA — Rapid Alert
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Obr. 5. Pocet prijatych podnétd
Fig. 5. Number of received reports

u Poéet prijatych podnétd | No. of received reports
m Z toho vedlo ke stazeni | Of which resulted in recalls

4.8 Farmakovigilance

V roce 2010 bylo ptijato 1744 primarnich hlaseni
o podezieni na nezddouci Ucinky z uzemi Ceské
republiky a k nim bylo provedeno 426 follow-
up hléaseni (ovéfeni nebo doplnéni informace
u hlésiciho). Od zdravotnickych pracovnikd bylo
obdrieno 1023 hldseni (véechna hlaseni byla
vsouladu se zdkonnymi pozadavky piedana
prislusnym  drZiteldm rozhodnuti o registraci)
a 721 hlaseni zaslali drzitelé rozhodnuti o registra-
ci. Z poregistraénich neintervenénich studii zaslali
drzitelé rozhodnuti o registraci 417 hlaseni.

Periodické  zpravy o bezpeénosti jednotlivych
pripravkd (PSUR) byly, stejné jako v minulém roce,
hodnoceny pouze u pfipravkd, u kiterych bylo iden-
tifilkovéno bezpeénostni riziko nebo bylo nezbytné
Udaje o lé¢ivém pfiipravku piehodnotit v navaznos-
ti na regulaéni procedury EU. Vroce 2010 bylo
piedlozeno 2 290 zprav. Do éeské klinické praxe
byly ve spolupréci s oddélenim registraci pribéiné
prendseny zavéry CHMP a CHMP Pharmacovigi-
lance Working Party. Ustav zvefejnil 28krat informaci
uréenou zdravotnické ¢&i laické vetejnosti tykajici se
bezpeénosti léc¢ivych piipravkd na své internetové
strance, ve Farmakoterapeutickych informacich nebo
v dalsich médiich. Ve spoluprdaci s drziteli rozhodnuti
o registraci zvefejnil 39 dopisd pro zdravotnické
pracovniky tykajicich se aktualizovanych informaci
k bezpeénému pouzivani lééivych pripravkd.

Pocet / Number

248
250 235
200
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1
3 19
0
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Obdobi / Period

EN
4.8 Pharmacovigilance

In 2010, 1744 primary reports of suspected adverse
reactions from the territory of the Czech Republic
were received, and 426 follow-up reports relevant
thereto were made (verification or obtaining of
additional information with/from the reporter).
1023 reports were received from healthcare
professionals (all of the reports were, in compliance
with the legal requirements, handed over to the
relevant marketing authorisation holders); and
721 reports were sent by marketing authorisation
holders. 417 reports from post-authorisation non-
interventional studies were sent by marketing
authorisation holders.

Periodic Safety Update Reports (PSUR) for individual
products were, like in the previous year, evaluated
only for products where asafety hazard was
identified or where it was necessary to review
data of the medicinal product in respect of the EU
regulatory procedures. In 2010, 2,290 reports were
submitted. The conclusions of CHMP and of the
CHMP Pharmacovigilance Working Party were being
transposedto the Czech clinical practice in cooperation
with the Marketing Authorisation department on
an ongoing basis. 28 times the Institute published
information intended for healthcare professionals
or for the general public on the safety of medicinal
products on its website, in Farmakoterapeutické
informace (Pharmacotherapeutic Information, Fl) or
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Ustav vydal 4 ¢&isla Informaéniho zpravodaje
nezadouci U¢inky, ve kterém byly zveiejnény aktuélni
informace tykajici se bezpeéného pouzivani léciv.

Obr. 1. Pocet hlasenych podezieni na
nezadouci Uéinky z Ceské republiky

Fig. 1.Number of suspected adverse
reactions reported from the Czech Republic

Poéet hlasenych podezieni / No. of suspected adverse

1800
1600
1400

1142

720 703 I

2001 2002 2003

1200
1000
800
600

92
40 d
0

1999

o o

496
2000

1491 |

2004

in other media. In cooperation with the marketing
authorisation holders, the Institute published
25 letters for healthcare professionals regarding
updated information on the safe use of medicinal
products.

The Institute published 4 editions of the
Adverse Reactions Information Bulletin which
provided current information on the safe use of
pharmaceuticals.
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Obr. 2. Rozdéleni hlaseni podle kvalifikace hléasiciho
Fig. 2. Reports by the qualification of the reporter
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4.9. Dozor v oblasti
regulace reklamy na lécivé
pripravky

Ustav se v roce 2010 zabyval celkem 186 podnéty
na poruseni zakona é. 40/1995 Sb., o regulaci
reklamy, ve znéni pozdéjsich piredpisd (ZoRR).

EN

4.9. Surveillance in the area
of regulation of advertising
for medicinal products

In 2010 the Institute investigated the total of
186 reports of suspected breaches of Act No
40/1995 Coll., on Advertising Regulation, as
amended (Act on Advertising Regulation).

Tabulka 1. Piehled podnétd fesenych pro podezieni na poruseni ZoRR
Table 1. Overview of investigated reports of suspected breaches of the Act on Advertis-

ing Regulation

Podnéty prevedené

Nové prijaté podnéty

z roku 2009 v roce 2010
Reports brought Newly received reports
forward from 2009 in 2010
Pocet podnétd | Number of reports 40 146 186
Ukonéené | Completed 24 109 133

Piedané k zahdajeni SR
Forwarded for commencement of 16 12 28

administrative procedure

Rozpracované | Pending

Predmétem S3etienych reklam byly v 42 % tisténé
reklamni materialy, v 43 % webové stranky, spon-
zorovani zaujimalo 10 % a reklamni vzorky 4 %
piipadd.

Reklama na léky na predpis tvofila 73 % Setienych
ptipadd, reklama na léky volné prodejné 19 %
piipadd, 8 % podnétd bylo postoupeno prislusnym
Ufaddm, nebo se netykaly reklamy na humanni
lé¢ivé pripravky.

Farmaceutické spoleénosti nebo jejich pravni zas-
tupci podali 19 % ozndmeni o mozném poruseni
zakona, profesni organizace 1 %, anonymové 4 %,
soukromé osoby 12 %, orgdny statni spravy 8 %
a pracovnici SUKL 55 % pripadd.

0 25 25

The object of the investigated advertising was in
42% of cases printed advertising materials, in 43%
websites, in 10% sponsoring, and in 4% promotion
samples.

Advertising  for  prescription-only  medicines
represented 73% of investigated cases; advertising
for OTC medicines represented 19% of cases; 8% of
reports were forwarded to competent authorities,
as they did not concern advertising for medicinal
products for human use.

Pharmaceutical companies or their legal
representatives filed 19% of reports on suspected
breach of law, 1% of reports was filed by professional
societies, 4% were anonymous, 12% were lodged
by private individuals, 8% by state administration
bodies, and 55% by the employees of the Institute.
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Obr. 1. Piehled podnétd fesenych pro podezieni na poruseni ZoRR (2007 —2010)
Fig. 1. Overview of investigated reports of suspected breach of the Act on Advertising

Regulation (2007 — 2010)
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Na zadost vydal Ustav 68 odbornych stanovisek
k problematice zamyslené reklamy.

Vroce 2010 bylo ukonéeno 15 spravnich Fizeni,
jejichz vysledkem byla pokuta v celkové vysi
3215 000,- Ke.

Nejvyssi pokuta ve vysi 500 000,- K& byla udélena
za reklamu zaméfenou na Sirokou vefejnost, jejiz
obsah neodpovidal platnému souhrnu 0dajd
o pfipravku; porusila zadkaz naznacovat, Ze Géinky
podéavani humanniho lé¢ivého piipravku jsou
zaruéené, nejsou spojeny s nezddoucimi Ué&inky
nebo jsou lepsi ¢ rovnocenné Géinkdm jiné lécby
nebo jiného humanniho lé¢ivého piipravku a za-
roven byla nekalou obchodni praktikou.

Oproti roku 2009 3eftil Ustav v roce 2010 o 23 pod-
nétd vice. V roce 2010 byl udéleno 14 pokut oproti
4 pokutam v roce 2009, jejich celkova vyse byla
tudiz vyrazné vyssi nez vyse pokut udélenych v roce
2009. Lze konstatovat, Ze vroce 2010 nedoslo
v oblasti reklamy na lé¢ivé ptipravky, kterou do-
zoruje SUKL, ke zjisténi vyrazné zavazného poruseni
zdkona.

m2007
= 2008
= 2009
m2010
8 10
Sponzoring Reklamni vzorky
Sponsoring Promotion samples

The Institute issued 68 expert opinions on the issues
of intended advertising upon request.

In 2010, 15 administrative procedures were
completed, and they resulted in a fine in the total
amount of 3,215,000 CZK.

The highest fine in the amount of 500,000 CZK
was imposed for advertising targeted at the general
public, the contents of which was inconsistent with
the effective summary of the product characteristics;
it breached the ban on any suggestions that the
effects of administration of a medicinal product for
human use are guaranteed, not associated with
any adverse reactions or are better or adequate to
the effects of other treatment or other medicinal
product for human use, and at the same time, it
constituted deceptive business practice.

Comparedto 2009, in 2010 the Institute investigated
23 more reports. In 2010, 14 fines were imposed as
opposed to the 4 fines imposed in 2009, their total
amount hence significantly exceeding that of fines
imposed in 2009. It may be stated that in 2010 no
major breach of law was discovered in the sphere
of advertising for medicinal products supervised by
SUKL.
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Dozor v oblasti rozhodovéani o povaze
vyrobku

V roce 2010 zahdijil Ustav v 64 piipadech rdznych
vyrobkd, nejé¢astéji doplinkd stravy a kosmetickych
vyrobkyd, Setfeni pro podezieni, Ze vyrobek muze
byt lé¢ivym piipravkem. Ve 20 piipadech bylo roz-
hodnuto, Ze vyrobek neni légivym piipravkem,
v 9 piipadech bylo rozhodnuto ve spravnim
fizeni, Ze vyrobek je dle zakona o lééivech lé¢ivym
pripravkem.

4.10 Prosazovdni prava

Aktivni dozor v oblasti nelegalniho zachézeni
s lé&ivymi piipravky byl v roce 2010 zaméien hlavné
na oblasti zjisfovani, vysetiovani, postih pfipadd dis-
tribuce a prodejd osobami bez piislusného povoleni
a na oblast monitoringu internetového prostiedi, ve
kterém probiha nelegalni prodej lé¢ivych piipravkd.

Ustav v oblasti prosazovéni prava - enforcemen-
tu Uzce spolupracuje s Celni spravou, Policii CR,
Ceskou obchodni inspekci, Statni zemédélskou
a potravinaiskou inspekci (SZPI) a Zivnostenskymi
ofady (ZU). Spoluprace je rozsitena také na
zahraniéni partnery, a to nejen pfi vyméné infor-
maci, ale ipfFi vySetfovani konkrétnich ptipadd
s moZnym mezindrodnim dopadem.

Vroce 2010 bylo prosetieno celkem 104 podnétd,
vlastnich nebo ziskanych. Pfi kontrolnich akcich v in-
ternetovém prostiedi pracovnici Ustavu zistili a etili
8 pripadd neregistrovanych lécivych pipravkd, 6 piipadd
padélky lécivych pripravkd a 4 ptipady neopravnéného
zachdzeni s registrovanymi lé&ivymi pripravky.

Tabulka 1. Vysledky setfenych ptipadd
Table 1. Results of investigated cases

Surveillance in the sphere of decisions
regarding the nature of the product

In 2010, the Institute commenced investigations
of 64 cases involving various products, most often
dietary supplements and cosmetic products, for
suspicion that the product concerned might be
a medicinal product. In 20 cases it was decided that
the product was not a medicinal product, in 9 cases
the product was decided, through an administrative
procedure, to be a medicinal product referred to in
the Act on Pharmaceuticals.

4.10 Enforcement

In 2010, active surveillance in the area of illegal
handling of medicinal products focused, in
particular, upon the identification, investigation, and
penalisation of the cases of distribution and sales
by unauthorised persons and upon monitoring the
internet, where illegal sale of medicinal products is
being carried out.

In the sphere of enforcement, the Institute closely
cooperates with the Czech Customs Administration,
Czech Police, Czech Trade Inspection, Czech
Agriculture and Food Inspection Authority (CAFIA),
and the 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.

In 2010, the total of 104 reports were investigated,
either received ones or the Institute’s own motions.
During control actions on the Internet the employees
of the Institute identified and investigated 8 cases
of non-authorised medicinal products, 6 cases of
counterfeit products, and 4 cases of unauthorised
handling of authorised medicinal products.

Pfipady ukonéeny | Cases concluded by Pocet | Number

Spravnim fizenim | Administrative procedure 10
Trestnim ozndmenim | Reports of crime 8
Piedanim podnétd jinym organdm (SZPI, ZU apod.) 2

Case forwarded to other authorities (CAFIA, ZU, etc.)
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Obr. 1. Kontrolni ¢innost
Fig. 1. Control activities

Pocet / Number
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Ustav v roce 2010 vypracoval pro Policii CR a cel-
ni Ufady celkem 647 odbornych vyjadieni pro
Ucely propusténi/nepropusténi lécivych piipravkd
dovézienych ze tietich zemi, dale pro Uéely identi-
fikace lécivych pFipravkd a objasnéni pravni Upra-
vy v oblasti vydeje, distribuce, dovozu a vyvozu
lé¢ivych ptipravkd.

V probéhu roku 2010 pracovnici Ustavu prezen-
tovali ¢innost enforcementu na 2 pfednaskach.

=2006
= 2007
m 2008
= 2009
m2010

4
-~ -

Nelegalni pFipravky
lllegal products

Neopravnéné zachazeni
s registrovanym pfipravkem
(az od r. 2010)
lllegal handling of authorised
products (only since 2010)

In 2010, the Institute prepared the total of 647
expert opinions for the Czech Police and customs
authorities for the purposes of release/non-
release of medicinal products imported from third
countries, identification of medicinal products,
and for clarification of legislation governing the
dispensing, distribution, import, and export of
medicinal products.

In the course of 2010, the employees of the Institute
presented enforcement activities in two lectures.

Obr. 2. Vysledky setienych piipadd v letech 2005 - 2010
Fig. 2. Results of cases investigated in 2005 — 2010

Pocet / Number

700
= 2005
600 = 2006
m 2007
500 =2008
m 2009
400 m 2010
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Spravni fizeni zahajené SUKL
Administrative procedures
initiated by SUKL

Trestni ozndmeni podané SpKL
Reports of crime filed by SUKL

647

121

8 5 8 24 22 25 49

e e

Vypracovana stanoviska pro Celni
spravu CR a Policii CR
Opinions prepared for Czech Customs
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4.11 Zdravotnické
prostiedky

Dozorova ¢innost SUKL v oblasti pouzivani zdra-
votnickych prostredkd
pozadavkd zdkona €. 123/2000 Sb., o zdravotnic-
kych prostiedcich a o zméné nékterych souvisejicich
zdkonU, ve znéni pozdéjsich predpisd.

Cilem pravidelnych kontrol SUKL je zaijistit, aby zdra-
votni péée byla poskytovana vhodnymi, bezpeénymi
a Uéinnymi zdravotnickymi prostiredky tak, aby pfi
jejich spravném pouziti k uéeldm, pro které jsou
uréeny, nedoslo k poskozeni zdravi poskytovateld
ani jejich uzivateld.

V roce 2010 bylo inspektory odboru lékaren-
stvi a distribuce provedeno celkem 102 kontrol
u poskytovateld zdravotni péée (statnich i nestét-
nich zdravotnickych zatizeni), pfi kterych bylo kon-
trolovéno 1266 zdravotnickych prostiedkd (déle
jen ,ZP").

Vtabulce 1 jsou uvedeny poéty inspekci a je-
jich celkové hodnoceni stupnici 1 az 3 dle vyskytu
a zdvaznosti zjisténych zavad.

je zaméfena na plnéni

[EN
4.11 Medical devices

The surveillance activities of SUKL in the sphere
of medical device usage focuses upon compliance
with the requirements set forth in Act No 123/2000
Coll., on Medical Devices and on Amendments to
Some Related Acts, as amended.

The purpose of regular SUKL inspections is to ensure
that medical care is provided using adequate, safe,
and effective medical devices, in ways preventing,
in their proper use for their intended purposes, any
injuries to the providers and users.

In 2010, the inspectors from the Pharmacy and
Distribution section carried out in total 102
inspections of healthcare providers (both state
and non-state healthcare facilities), during which
1,266 medical devices were inspected.

Table 1 provides the numbers of completed
inspections and their total rating using the 1 to
3 scale forthe occurrence and severity of identified
shortcomings.

Tabulka 1. Kontroly ZP u poskytovatel( zdravotni péce v roce 2010
Table 1. Inspections of medical devices carried out at providers of health care in 2010

Povaha inspekce Celkové hodnoceni
Nature of the inspection General rating

Sankce

(navrh na pokutu)
Penalisation
(proposed fines)

Celkem | Z toho na podnét
Total Of which initiated by report

102

Klasifikace

1 — bez zdvad nebo drobné zdvady
2 — vyznamné zdvady

3 — kritické zavady

Celkem bylo zkontrolovano 407 pfistroju, které
byly uvedeny do provozu do konce roku 1999.
Bez zavad bylo 267 pristroji, u 140 pristrojo
bylo zjisténo 296 zdavad (4 drobné zavady, 272

66,7 23

22,5 11 10,8 1

Classification

1 — No or minor defects
2 — Major defects

3 — Critical defects

In total, 407 devices, which were put into
operation before the end of 1999, were
inspected. 267 devices were found flawless, in
140 devices 296 defects were identified (4 minor
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vyznamnych a 20 kritickych), pficemz 84 pfistrojo
pattilo dle miry rizika pro uzZivatele do klasifikaéni
tridy llb. U viech 407 pfistrojd byly kontrolovany
dokumenty o splnéni podminek pro pouzivani ZP
pfi poskytovani zdravotni péce.

Celkovy pocet kontrolovanych ZP, které byly uvedeny
do provozu po roce 2000, byl 859 pFistroju, z to-
ho bez zavad bylo 649 pFistroji. U 210 pristrojo
bylo identifikovano celkem 461 zavad (25 drob-
nych zdvad, 425 vyznamnych zéavad a 11 zdavad
kritickych), ztoho bylo 113 pfistroj0 zafazenych
dle miry rizika pro uzivatele do klasifikaéni tridy llb.
U viech 859 pfistrojd byly kontrolovany dokumenty
o splnéni podminek pro pouzivani ZP pii posky-
tovani zdravotni péce.

Obr. 1. Pocet kontrol v letech 2006 — 2010
Fig. 1. Numbers of inspections in 2006 — 2010

Pocet / Number

135 135

140
120
100

124
101 100 102
8 I I I
0

6
4
2005 2006 2007 2008 2009 2010
Obdobi / Period

© © o

2

(]

Dale byla provedena kontrola 186 stanovenych
meéfridel, z nichz bylo 158 tonometrd (z toho 9 ne-
bylo ovéteno), 4 audiometry, 16 oénich bezkontaki-
nich tonometrd (z toho 3 nebyly ovéfeny), 3 oéni
kontakini tonometry, 1 Schiotzdv, 2 aplanaéni oéni
tonometry a 2 osobni vahy na gynekologii.

Dne 16.¢rvna 2010 nabyl Oéinnosti zdkon
¢. 196/2010 Sb., kterym se méni zdakon
¢. 123/2000 Sb., o zdravotnickych prostiedcich
a o zméné nékterych souvisejicich zdkond, ve znéni
pozdéjsich ptedpisG. Nejvyznamnéjsi zména této
novely je v oblasti klinického hodnoceni ZP. Jedné
se zejména o pievedeni kompetenci pro ozndmeni

defects, 272 major defects and 20 critical ones); in
terms of the degree of risks for users, 84 devices
were classified as Class llb. For all of the 407 devices,
documents on compliance with the conditions of
use of medical devices in the delivery of health care
were inspected.

The total number of inspected medical devices,
which were put into operation after 2000, was
859 devices, of which 649 devices were found
to be flawless. In 210 devices 461 defects in
total were identified (25 minor defects, 425 major
defects and 11 critical defects); in terms of the
degree of risks for users, 113 of these devices were
classified as Class llb. For all of the 859 devices,
documents on compliance with the conditions of
use of medical devices in the delivery of health care
were inspected.

Obr. 2. Podil zavad u kontrolovanych ZP
Fig. 2. Percentage of defects in inspected
medical devices

m Kriticka zavada
Critical defect
m Drobné zavada

425 (93 %)

Minor defect 11 (2 %)
IV¥znamnu 25 (5 %)
zévada
Maijor defect
Furthermore, inspection of 186 established

measuring devices was conducted, of which 158
were tonometers (9 of them without verification),
4 audiometers, 16 eye non-contact tonometers (3 of
them without verification), 3 eye contact tonometers,
1 Schiotz, 2 applanation eye tonometers, and 2
personal scales at gynaecology offices.

On June 16 2010, Act No 196/2010 Coll,,
amending Act No 123/2000 Coll., on Medical
Devices and on Amendments to Some Related Acts,
as amended, came into force. The most important
change brought by this amendment is in the sphere
of clinical evaluation of medical devices. It concerns
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zdméru provést klinickou zkousku z Ministerstva
zdravotnictvi na Statni Ustav pro kontrolu lé¢iv.

Na zdkladé této zmény byl od éervna do konce
prosince 2010 ozndmen zdmér provést klinickou
zkousku u 12 ZP.

V ramci kontrol klinického hodnoceni a klinic-
kych zkousek ZP u poskytovateld zdravotni
péce bylo provedeno 11 kontrol, pfi kterych bylo
zkontrolovano 10 zkousenych ZP v ramci klinické
zkousky a 2 ZP na zdkladé hodnoceni z literarni
reSerse. Pfi vybéru kontrolovanych pracovisf se
vychézelo ze seznamu zdravotnickych zafizeni,
kterd byla Ministerstvem zdravotnictvi povéiena
k provadéni klinického hodnoceni a klinickych
zkousek ZP.

Setfeni nezadoucich piihod o monitorovéni
napravnych opatieniu ZP. Ustavu bylo nahlaseno
66 nezadoucich pithod davanych do souvislosti
s pouZivanim ZP pfi poskytovani zdravotni péce na
uzemi Ceské republiky, v ramci klinickych zkousek
ZP bylo hlaseno 18 zavainych nezddoucich piihod
(SAE). Déle bylo ozndmeno 7 nezéadoucich piihod
s mistem vzniku mimo uzemi CR se ZP ¢&eskych
vyrobcd. Ve viech piipadech bylo zahdajeno 3etieni.
V rédmci $etieni nezadoucich piihod bylo provedeno
5 kontrol u poskytovateld zdravotni péée a 6 kon-
trol vyrobce, dovozce nebo distributora.

Na zakladé vysledkd 3Setieni nezadoucich piihod
byla udélena poskytovateli 1 pokuta ve vysi 15 000,-
Ké a 1 pokuta distributorovi ve vysi 20 000,- K¢ za
nesplnéni oznamovacich povinnosti.

V rémci spolupréace s COl byla provedena 1 spole¢na
kontrola u distributora. Obé instituce si v ramci
svych kompetenci vzdjemné pieddavaly podnéty
k Setfeni v oblasti ZP

Celkovy pocet prijatych hlaseni o napravnych
opatienich tykajicich se zdravotnickych prostiedkd
od kompetentnich autorit, vyrobcd nebo jejich
zplnomocnénych zdastupcU, distributord, piipadné
dovozcU ¢inil 732. Z celkového poétu pfijatych

particularly the transfer of competences for the
notification of the intention to carry out a clinical
trial from the Ministry of Health to the State Institute
for Drug Control.

With a view to this change, the notification of the
intention to carry out a clinical trial was submitted
for 12 medical devices from June to the end of
December 2010.

Within the scope of inspections of the conduct
of clinical evaluations and clinical trials on
medical devices at healthcare providers’
11 inspections were carried out, during which
10 tested medical devices were inspected within
the scope of a clinical trial and 2 medical devices
within the scope of literature-based evaluation.
The selection of workplaces to be inspected was
based upon a list of healthcare facilities assigned
by the Ministry of Health with the conduct of clinical
evaluations and clinical trials on medical devices.

Investigation of adverse incidents and
monitoring of corrective action for medical
devices. 66 adverse incidents with expected
causality with the use of a medical device in the
provision of healthcare within the territory of the
Czech Republic were reported to the Institute, and
18 serious adverse events (SAEs) within the scope
of clinical trials on medical devices were reported.
Furthermore, 7 adverse incidents occurring outside
the territory of the Czech Republic involving
medical devices of Czech manufacturers were
reported. In all cases investigation was launched.
Within the scope of adverse incident investigations,
5 inspections at healthcare providers” and 6
inspections of the manufacturer, importer and
distributor were carried out.

On the basis of the results of adverse incident
investigations 1 fine in the amount of 15,000 CZK
was imposed upon the operator, and one fine of
20,000 CZK was imposed upon the distributor for
failure to comply with the notification duty.
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hlaseni se 457 tykalo ZP distribuovanych na éesky
trh, viz obr. 3.

Vroce 2010 byl poéet pfijatych hldseni o napravnych
opatienich tykajicich se zdravotnickych prostiedkd
srovnatelny s rokem 2009.

Obr. 3. Hlaseni o napravnych opatienich ZP
prijatych v roce 2010

Fig. 3. Corrective action reports in respect of
medical devices received in 2010
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4.12 Normotvorna
a lékopisna cinnost

Pracovnice lékopisného oddéleni piipravily rukopis
Ceského lékopisu 2009 — Doplitku 2011 (dale jen
CL 2009 - Dopl. 2011). Toto vydani obsahuije v Ev-
ropské ¢&asti preklady textd sedmého vydani Evrop-
ského lékopisu a jeho prvniho a druhého dopliku,
coz je celkem 586 textd, z toho je 38 novych
obecnych stati a ¢lankd a 548 textd revidovanych;
pravé vzhledem k objemu novych ¢& zménénych
textd byla zvolena forma dopliku, nikoliv vydani
celého lékopisu, jak bylo obvyklé v predchozich vy-
danich.

V obecné ¢asti Narodni éasti CL 2009 — Dopl. 2011
je nové zatfazena Tabulka XIV Pfevod hmotnostnich
a objemovych mnoizstvi kapalnych latek av pl-
ném znéni se uvadéji ty revidované tabulky, které

In cooperation with the Czech Trade Inspection,
1 joint inspection of a distributor was carried out.
Both institutions were mutually exchanging motions
to initiate investigations in the sphere of medical
devices.

The total number of reports on corrective action in
respect of medical devices received from competent
authorities, manufacturers or their authorised
representatives, distributors or importers, where
applicable, was 732. Of the total number of received
reports, 457 concerned medical devices distributed
within the Czech market, see Fig. 3.

In 2010, the number of received reports on
corrective actions in respect of medical devices was
comparable to that in 2009.

= Népravné opatfeni s dopadem pro CR

Corrective action with consequences for the Czech Republic
m Népravné opatfeni bez dopadu pro CR

Corrective action without consequences for the Czech Republic
u Celkem | Total

4.12 Standardisation and
pharmacopoeial activities

The employees of the department of Pharmacopoeia
prepared a draft of Czech Pharmacopoeia 2009 -
Supplement 2011 (hereinafter referred to as Ph.Cz.
2009 - Suppl. 2011). This edition contains, in its
European section, translations of the texts of the
seventh edition of the European Pharmacopoeia
and its first and second supplement, which
represents 586 texts in total, of which 38 are new
general articles and 548 review articles; with regard
to the volume of new or amended texts, the form
of a supplement rather than the publication of the
entire pharmacopoeia, as was common in previous
editions, was opted for.

The general section of the National part of Ph.Cz.
2009 - Suppl. 2011 newly contains Table XIV
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byly doplnény o Udaje nové zafazenych latek. Do
Specidlni éasti Narodni &asti bylo nové zafazeno
5 ¢lankd lécivych piipravkd, v éasti Lécivé latky je
nové zatfazen 1 ¢lanek a 1 élanek byl revidovan;
tyto texty byly predloZeny k vefejnému setfeni (noti-
fikovany) a byly pod ¢&islem 2010/0771/CZ oznédme-
ny v souladu se smérnici Evropského parlamentu
a Rady 98/34/ES ze dne 22. éervna 1998 o postu-
pu pfi poskytovani informaci v oblasti technickych
norem a predpisd a pravidel pro sluzby informaéni
spoleénosti, ve znéni smérnice 98/48/ES.

Na piipravé CL 2009 — Dopl. 2011 se v koordina-
ci s lékopisnym oddélenim podileli i dalsi odborni
pracovnici Ustavu.

Tabulka 1. Cesky lékopis 2009

— Doplnék 2011

Table 1. Czech Pharmacopoeia 2009 -
Supplement 2011

¢L 2009 Obecné stati, tabulky
Ph.Cz. 2009 General articles, tables
52

Evropska é&ast | European part
Nérodni éast | National part
Celkem | Total

Pokracovala spoluprace s Evropskou lékopisnou
komisi (dale ELK) na ptipravé dalsiho vydéni Ev-
ropského lékopisu a na piipravé piekladd a revizi
databdze Standard Terms. O zavaznosti vydéni
Evropského lékopisu informuje lékopisné odd.
V informaénich prostredcich SUKL, k nové vydanému
doplitku Ceského lékopisu byl usporadan seming.
Pracovnice odboru se pravidelné Uéastnily zasedani
ELK, zasedani narodnich sekretariatd lékopisnych
komisi a skupiny expertd ELK, aktivné se rovnéz
zU&astnily mezindrodni konference k lékopisné
problematice pofaddané EDQM v Praze.

Vroce 2010 bylo v oblasti normotvorné ¢innosti
komentovéno 27 navrh piekladd éeskych technic-
kych norem pro zdravotnické prostiedky.

Conversion of weight and volume quantities of
liquid substances and full versions of those revised
tables which were supplemented with information
on newly included substances are provided.
The Special section of the National part newly
includes 5 medicinal product articles; section Active
substances newly contains 1 article and 1 article
was revised; these texts were submitted for public
review (notified) and in compliance with Directive
98/34/EC of the European Parliament and of the
Council of 22 June 1998 laying down a procedure
for the provision of information in the field of
technical standards and regulations, as amended
by Directive 98/48/EC, were notified under no.
2010/0771/CZ.

In  coordination with the department of
Pharmacopoeia, other expert employees of the
Institute were also involved in the preparation of
Ph.Cz. 2009 - Suppl. 2011.

Clanky Celkem
Articles Total
534 586

16 5 2]
68 539 607

Cooperation with the European Pharmacopoeial
Commission (hereinafter referred to as EPC) in the
preparation of another edition of Ph. Eur. and in
the preparation of translation and revision of the
“Standard Terms” database continued. The department
of Pharmacopoeia informs about the binding nature
of the Ph. Eur. editions in SUKL's information media,
and a seminar was organised on the newly published
Czech Pharmacopoeia supplement. The employees of
the section regularly took part in the EPC meetings,
national secretariat staff meetings, and EPC expert
group meetings, and actively participated in an
international conference on pharmacopoeial issues
organised by EDQM in Prague.

In 2010, 27 draft translations of Czech technical
standards for medical devices were commented on
within the scope of standardisation activities.
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4.13 Sankce ulozené
Ustavem

Ustav na zakladé zjisténi poruseni legislativnich
pozadavkd v prdbé&hu inspekci zahajuje spravni
fizeni, v ramci kterého je dle zavaznosti zjisténého
problému uloZena sankce dle zakona. Piehled sank-
ci ulozenych od roku 2008 dle jednotlivych zdkond
zobrazuije obr. 1.

Obr. 1. Celkové vyse sankci ulozenych SUKL

EN
4.13 Penalties imposed
by the Institute

On the basis of identified breaches of legislative
requirements in the course of inspections, the
Institute initiates administrative procedures within
which penalties referred to in the Acts are imposed
according to the severity of the identified problem.
An overview of penalties imposed since 2008
pursuant to individual acts is provided in Fig. 1.

Fig. 1. Overall amount of penalties imposed by SUKL
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Zakon o lé&ivech Zakon o néavykovych Zakon o cendach Zakon o regulaci Zakon o zdravotnickych
Act on Pharmaceuticals latkach Act on Prices reklamy prostiedcich
Act on Dependency- Act on Advertising Act on Medical Devices
Producing Substances Regulation

e Zdkon ¢& 378/2007 Sb., o lé¢ivech, ve znéni
pozdéjsich predpisgy.

e Zdkon & 167/1998 Sb., o ndvykovych ldtkéch,
ve znéni pozdéjsich predpisd.

e Zdkon ¢& 526/1990 Sb. o cendch, ve znéni
pozdéjsich predpisgy.

e Zdkon ¢. 40/1995 Sb., o regulaci reklamy, ve
znéni pozdéjsich predpisd.

e Zdkon ¢&. 123/2000 Sb., o zdravotnickych
prostfedcich, ve znéni pozdéjsich predpisd.

Pursuant to Act

e Act No 378/2007 Coll., on Pharmaceuticals, as

amended.

Act No 167/1998 Coll., on Dependency-

Producing Substances, as amended.

e Act No 526/1990 Coll. on Prices, as amended.

e Act No 40/1995 Coll., on Advertising Regulation,
as amended.

e Act No 123/2000 Coll., on Medical Devices, as
amended.
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Sekce cenové
a Uhradové regulace

Sekce provadi rozhodovani o maximalnich cenéach
lé¢ivych pripravkd o o vysi a podminkéach je-
jich UOhrad. Proces stanovovani maximalnich
cen avyse apodminek Uhrady je individualni
a piezkoumatelny, probihd v reZzimu spravniho
fizeni s pevné stanovenymi |hdtami a plné res-
pektuje Evropskou transparenéni smérnici. Zadosti
a podnéty jsou hodnoceny piedeviim na zakladé
posouzeni Uéinnosti, bezpeénosti a nakladové efek-
tivity. Ucastniky spravniho Fizeni jsou ze zakona
zdravotni pojisfovny a drzitelé rozhodnuti o regis-
traci. Podnéty mohou podavat i pacientské organi-
zace ¢i odborné spoleénosti.

4.14 Stanoveni cen
a Uhrad lé¢iv

V probéhu roku 2010 pracovnici Ustavu pokracovali
pfi stanoveni maximalnich cen a vysi a podminek
Uhrady ze zdravotniho pojisténi dle interni meto-
diky zpracované v souladu se zdkonem ¢&. 48/1997
Sb., o vefejném zdravotnim poijisténi a o zméné
a doplnéni nékterych souvisejicich zakond a sou-
visejicimi pravnimi piedpisy.

Maximalni ceny vyrobce

Ustav v roce 2010 pracoval na spravnich fizenich
o zméné maximalnich cen vyrobce zahdjenych
z moci Ufedni a déle probihalo stanoveni maximal-
nich cen v rdmci individuélnich spravnich ¥izeni na
Zadost drzitele rozhodnuti o registraci.

EN]
Price and

Reimbursement
Regulation Branch

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

4.14 Determination of
prices and reimbursements
of pharmaceuticals

In the course of 2010, the employees of the
Institute continued to determine maximum prices
and amounts and conditions of reimbursements
from health insurance in compliance with the
internal methodology drafted pursuant to Act No
48/1997 Coll., on Public Health Insurance and on
Amendments to Some Related Acts, and related
legal regulations.

Maximum ex-factory prices

In 2010, the Institute processed administrative
procedures regarding changes of maximum ex-
factory prices initiated ex officio and determination
of maximum prices within the scope of individual
administrative procedures upon request of the
marketing authorisation holder continued.

67

www.sukl.cz | www.sukl.eu



4. ODBORNE CINNOSTI USTAVU
REGULATORY ACTIVITIES OF THE INSTITUTE

Obr. 1. Poéet hrazenych a obchodovanych lécivych piipravkd dle typu regulace k 31.12.
daného roku

Fig. 1. Number of reimbursed and marketed medicinal products by regulation type as of
December 31 of the concerned year

Pocet kédt SUKL / Number of SUKL codes

=MCV
9685 m OP
10 000 8961 m Celkem
Total
8 000
5509
5395 e
6 000 5297
4569 4392
4 000
3109
2870 2525
2 000
0
2009 2010 2009 2010
Pocet kodd SUKL hrazenych ze ZP Z toho pocet kédt SUKL realné obchodovanych
Number of SUKL codes covered by health insurance Of which actually marketed SUKL codes
MCV - léky jsou regulovdny maximdlni cenou MCV —-medicinal products are regulated by the
vyrobce a obchodni pfirazkou maximum ex-factory price and profit margin
OP — léky jsou regulovdny pouze obchodni OP — medicinal products are regulated only by
pfirdZkou a vztahuje se na né ohlasovaci povinnost  profit margin and are subjected to the producer
ceny puvodce price notification duty

ENJ

Dale bylo Ustavem rozhodnuto o étyiech vitéznych  Furthermore, the Institute decided about four
nabidkach v ramci cenovych soutéziv referenénich  winners of price tenders in reference groups 87/1,
skupinach 87/1, 4/2, 1/3 a 25/3. Na jejich zakladé  4/2, 1/3, and 25/3, on the basis of which the basic
bude vroce 2011 upravena zdkladni Uhrada reimbursement of the concerned reference groups
prislusnych referenénich skupin. will be adjusted in 2011.
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Piehled spravnich Fizeni Overview of administrative procedures

Tabulka 1. Prehled individualnich spravnich fizeni - samostatna SR k MCV
Table 1. Overview of individual administrative procedures — individual administrative
procedures in respect of maximum ex-factory price

Zadosti o stanoveni maximélni ceny vyrobce 2010 Pocet kody SUKL
Applications for maximum ex-factory price determination in 2010 No. of SUKL codes
Probihalo | Pending 249
Rozhodnuto | Decided 236
Poddano odvoléni | Appeal filed 21
Nabylo pravni moci | Came into force 227
Zadosti o0 zménu maximéalni ceny vyrobce Pocet kody SUKL
Applications for maximum ex-factory price changes No. of SUKL codes
Probihalo | Pending 161
Rozhodnuto | Decided 160
Podano odvolani | Appeal filed 2
Nabylo pravni moci | Came into force 157
Zadosti o zru$eni maximalni ceny vyrobce Pocet kodi SUKL
Applications for maximum ex-factory price cancellation No. of SUKL codes
Probihalo | Pending 19
Rozhodnuto | Decided 19
Podano odvolani | Appeal filed 0
Nabylo pravni moci | Came into force 19

Ex offo maximalni ceny vyrobce Pocet kc’»,dﬁ SUKL
Ex officio maximum ex-factory prices No. of SUKL codes
Probihalo | Pending 150
Rozhodnuto | Decided 143
Podano odvoléni | Appeal filed 7
Nabylo pravni moci | Came into force 14

Spolecna Fizeni o stanoveni nebo zméné maximalni ceny a o stanoveni
nebo zméné vyse a podminek Uhrady Poéet kédi SUKL

Joint procedures regarding maximum price determination or change and | No. of SUKL codes
amount and conditions of reimbursement determination or change

Probihalo | Pending 766
Rozhodnuto | Decided 619
Poddano odvoléni | Appeal filed 60
Nabylo pravni moci | Came into force 559
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Tabulka 2. Piehled po¢tu kédd LP/PZLU v cenovych pasmech MCV dle Seznamu
hrazenych pfipravkd po mésicich

Table 2. Overview of the number of codes of medicinal products/foods for special
medical purposes in maximum ex-factory price zones as per the List of Reimbursed
products by month

PesmoMCY | Maximom | a0
e vie oo Tor Tos Tov Tos T Jor Too [ o [ T

Do 20 K¢ véetné
Up to 20 CZK inclusive

Nad 20 K& — 50 K¢ véetné
More than 20 CZK - 50 CZK, 381 385 370 367 398 390 386 375 378 369 363 364

inclusive

Nad 50 K& -100 K¢ véetné
More than 50 CZK - 100 550 556 564 572 604 605 600 609 619 612 620 616
CZK, inclusive

Nad 100 K& — 200 K¢ véetné
More than 100 CZK - 200 599 604 596 606 649 652 676 676 698 694 699 700
CZK, inclusive

Nad 200 K& - 300 K¢ véetné
More than 200 CZK — 300 339 340 353 351 376 379 379 371 368 369 379 383
CZK, inclusive

Nad 300 K& - 500 K¢ véetné
More than 300 CZK — 500 421 418 411 419 439 449 455 457 473 480 490 487
CZK, inclusive

Nad 500 Ké — 1000 Ké véetné
More than 500 CZK — 1000 578 579 569 593 612 619 632 648 665 680 708 710
CZK, inclusive

Nad 1000 K& - 2000 K¢ véetné
More than 1000 CZK - 2000 499 503 521 516 532 544 548 556 570 583 600 620
CZK, inclusive

Nad 2000 K& — 3000 K¢ véetné
More than 2000 CZK - 3000 257 269 269 276 286 297 299 300 299 307 311 307
CZK, inclusive

Nad 3000 Ké - 5000 Ké
véetné

More than 3000 CZK - 5000
CZK, inclusive

Nad 5000 Ké - 10 000 Ké
véetné

More than 5000 CZK

— 10 000 CZK, inclusive

Nad 10 000 Ké& — 20 000 K¢
véetné

More than 10000 CZK

— 20000 CZK, inclusive

47 47 44 41 42 43 43 43 38 38 38 37

289 300 303 311 319 318 323 331 325 332 341 348

251 256 254 252 270 272 272 274 286 290 296 300

195 199 205 205 212 215 217 219 223 226 230 234
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PsmoMCY | Maximom | a0
et o Tor o or Too T Jor [oo [ [ [ [

Nad 20 000 K& — 30 000 Ké
véetné

More than 20 000 CZK

— 30 000 CZK, inclusive

Nad 30 000 K& - 50 000 Ké
véetné

More than 30 000 CZK

— 50 000 CZK, inclusive

Nad 50 000 K& - 100 000
K¢ véetné

More than 50 000 CZK

— 100 000 CZK, inclusive

Nad 100 000 K¢
More than 100 000 CZK

70 72 73

45 44 43

30 29 29

16 14 14

71 78 81 81 82 81 82 83 84

45 45 47 50 52 50 50 47 47

ol ) | Sz S| Y| FF| | e

14 14 15 15 15 17 17 16 15

Pocet kodd | Number of codes 4567 4615 4618 4669 4907 4957 5008 5041 5123 5162 5256 5288

Snizeni dle Janotova bali¢ku

V souvislosti se zakonem ¢. 362/2009 Sb., kterym
se zménily nékteré zdkony v souvislosti s ndvrhem
zakona o statnim rozpoétu Ceské republiky na rok
2010 (tzv. Janotdv bali¢ek), doslo k1. 1. 2010
k 7% snizeni stanovenych maximalnich cen vyrobce
a ohlasovanych cen pOvodce. Z celkového poétu
8961 hrazenych kédd SUKL doslo k 7% poklesu
ceny u 7248 kédd SUKL.

Reductions pursuant to Janota’s Package
With a view to Act No 362/2009 Coll., amending
some acts related with the bill on the 2010 state
budget of the Czech Republic (so called Janota’s
Package), a 7% reduction of determined maximum
ex-factory prices and notified producer prices was
implemented as of January 01 2010. Of the total
number of 8961 reimbursed SUKL codes, the 7%
price reduction was applied to 7248 SUKL codes.

Tabulka 3. Prehled hrazenych a redlné obchodovanych Ié¢ivych pfipravkd, u kterych
doslo k 7% snizeni ceny s ohledem na typ regulace

Table 3. Overview of reimbursed and actually marketed medicinal products with

7% price reduction with a view to the type of regulation

Lécivé pripravky | Medicinal products

Hrazené a realné obchodované — celkem | Reimbursed and actually marketed - total
Z toho pokles ceny o 7 % — celkem | Of which 7% price reduction — total

Z toho s regulaci typu OP | Of which OP regulation type

Z toho s regulaci typu MCV | Of which MCYV regulation type

5437
5210
2 401
2 809

A - Pocet kéd SUKL (k 1. 1. 2010) | Number of SUKL codes (as of January 01 2010)

Ustav rozhodoval ve 114 spravnich fizenich o udéleni
vyjimky ze sniZeni maximalni ceny vyrobce. Veskera
vydané rozhodnuti nabyla pravni moci.

In 114 administrative procedures the Instituted
decided about exemption from maximum ex-factory
price reduction. All of the decisions issued came
legally into force.
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Vyvoj prumérnych cen pro koneéného

spotiebitele

Srovnani  prdmérnych cen pro koneéného
spotiebitele (CKS) ve 4.Q 2009 a 4.Q 2010 u ob-
chodovanych lé&ivych  pFipravkd/potravin  pro

zvlasini lékaiské uéely ukazuje:

celkovy mirny pokles prdmérnych cen u lé¢iv
regulovanych MCYV - snizeni o 2,15 %,

celkovy mirny nérdst prOmérnych cen u lé¢iv
regulovanych pouze OP - nardst o 6,24 % (zé&asti
zpUsoben i zménou nahlasenych cen pdvodce
v zadvéru roku 2009, ddle je ovlivnén nizsim
poctem obchodovanych LP/PZLU, jejichz ceny se
pohybovaly v hornich hranicich jednotlivych ce-
novych pasem),

celkovy mirny nérdst prOmérnych cen u lé¢iv

Development of average prices

for end users

The comparison of average end-user prices (CKS)
in the 4" quarter of 2009 and in the 4" quarter
of 2010 for marketed medicinal products/foods for
special medical purposes indicates the following:

= an overall slight decrease in average prices for
pharmaceuticals with MCV regulation — a 2.15%
decrease;

= an overall slight increase of average prices for
pharmaceuticals with OP regulation type only
— a 6.24% increase (partially caused also by the
change of notified producer prices at the end of
2009, and influenced by the lower number of
marketed medicinal products/foods for special
medical purposes the prices of which ranged

neregulovanych — nardst o 2,70 %.

Zdrojem 0dajd je hlaseni distributord

podle

ustanoveni zakona ¢&. 378/2007 Sh., o lééivech

a o zméndch nékterych souvisejicich zakond,
znéni pozdéjsich piredpisU (dle DIS - 13).

ve

Obr. 2. CKS léciv — srovnani prdmérnych cen

ve 4.Q 2009 a 4.Q 2010 dle jednotlivych
cenovych pasem (dle regulace MCV)

Fig. 2. End-user prices (CKS) of
pharmaceuticals — comparison of average
prices in 4Q/2009 and 4Q/2010 by
individual price zones (by MCV regulation)

around the upper limits of individual price
zones);

an overall slight increase of average prices for
pharmaceuticals without regulation — a 2,70%
increase.

The source of data are reports from distributors
referred to in the provisions of Act No 378/2007
Coll., on Pharmaceuticals and on Amendments to
Some Related Acts, as amended (as per DIS - 13).

Pohyb cen v jednotlivych cenovych pasmech dle regulace MCV, rozdil mezi 4Q/2009 a 4Q/2010
Price movements in individual price zones by MCV regulation 4Q/2009 versus 4Q/2010

8,00 % 7,21
6,31
6,00 %
3,40
4,00 % 2,89
2,00 %
0,17
0 |
-0,48 -0.18
-2,00 %
-2,57
-4,00 %
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Obr. 3. CKS lé¢iv — srovnani prdmérnych cen ve 4.Q 2009 a 4.Q 2010 dle jednotlivych
cenovych péasem (dle regulace OP)

Fig. 3. End-user prices (CKS) of pharmaceuticals — comparison of average prices in
4Q/2009 and 4Q/2010 by individual price zones (by OP regulation)

Pohyb cen v jednotlivych cenovych pasmech dle regulace OP, rozdil mezi 4Q/2009 a 4Q/2010
Price movements in individual price zones by OP regulation 4Q/2009 versus 4Q/2010

0,
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Obr. 4. CKS léciv — srovnani prdmérnych cen ve 4.Q 2009 a 4.Q 2010 dle jednotlivych
cenovych pdsem (neregulované LP)
Fig. 4. End-user prices (CKS) of pharmaceuticals — comparison of average prices in
4Q/2009 and 4Q/2010 by individual price zones (medicinal products not subjected to
regulation)
Pohyb cen v jednotlivych cenovych pasmech u neregulovanych LP, rozdil mezi 4Q/2009 a 4Q/2010
Price movements in individual price zones for medicinal products not subjected to regulation 4Q/2009 versus 4Q/2010
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Piehled nejé¢astéji distribuovanych
pFipravku, u kiterych doslo ke zméné MCV

Z povinnych pravidelnych hlaseni distributord o rea-
lizovanych dodavkach lécivych piipravkd je sle-
dovéan vyvoj spotieb pied provedenymi cenovymi
zménami a po nich. Na zakladé vyhodnoceni téchto
Udajd byl zpracovéan piehled deseti nej¢astéji dis-
tribuovanych léc¢ivych piipravkd, u kterych doslo
ke zméné& maximalni ceny vyrobce, byl sledovéan
vyvo| spotieby, tj. poéet distribuovanych baleni
za pOlroéni obdobi pfed zménou maximalni ceny
a pocet distribuovanych baleni za stejné dlouhé ob-
dobi pdl roku po zméné maximalni ceny (u Udajo
oznaéenych */ se jednd o obdobi jen étvrt roku).
Dalsim sledovanym kritériem za stejna obdobi pied
a po zméné maximalni ceny vyrobce je finanéni ob-
jem v cendch vyrobce.

Z tabulky 4, kterd predstavuje deset nejvice dis-
tribuovanych baleni léé&ivych piipravkd, vyplyva,
Ze spotieba nejéastéji distribuovanych lécivych
ptipravkd ve sledovaném obdobi po zmé&né maximal-
ni ceny se u téchto poloZek snizila, kromé piipravku
Letrox 50, kde se naopak spotieba zvysila. Je viak
treba vzit v Ovahu, Ze snizeni spotfeby mohlo byt
&asteéné zpusobeno i predzdsobenim v lékarnach
pfed tim, Ze pfisluiné maximalni ceny vyrobce
vstoupily v U¢innost.

Z tabulky 5, kterd ukazuje ptehled deseti nej¢astéji
distribuovanych lécivych pripravkd dle finanéniho
objemu, u kterych doslo ke zmé&né maximalni ceny
vyrobce, a vyvoj spotieby v obdobi p0l roku pied
a po zméné maximalni ceny, Ize vidét, Ze zména
spotieby po zméné maximalni ceny se neprojevila
jednoznaéné, protoze u nékterych polozek doslo
k nardstu spotieby, u jinych k poklesu. Pomineme-
li extrémni hodnoty, rozdil ve spotiebé podle poctu
baleni osciloval v prdméru okolo cca -5 % az
+ 5 %, podle finanéni hodnoty v prdméru okolo cca
-6 %az + 6 %.

Overview of the most often supplied prod-
ucts for which the maximum ex-factory
price was changed

The mandatory periodical distributor reports on
realised supplies of medicinal products are used to
monitor the development of consumption prior to and
after the implemented price changes. On the basis of
evaluation of these data, an overview was compiled
of ten most often distributed medicinal products, for
which the maximum ex-factory price was changed,
consumption trend was monitored, i.e. the number
of distributed packages over 6 month prior to the
maximum price change and the number of packages
for 6 months after the maximum price change
(data flagged with */ cover only a quarterly period).
Another criterion which is monitored over the same
periods prior to and after the maximum price change
is the financial volume in ex-factory prices.

Table 4, which lists the ten most often supplied
packages of medicinal products, indicates that
consumption of the most often supplied medicinal
products over the monitored period following the
maximum price dropped for these items, with the
exception of Letrox 50, where an increase was seen.
It is, however, necessary to take into account the
fact that the reduced consumption could be partially
caused also by the pharmacies buying extra supplies
in advance of the relevant maximum ex-factory
prices becoming effective.

Table 5, which provides an overview of the ten
most often supplied medicinal products by financial
volumes, for which the maximum ex-factory
price changed, and their consumption trends
over 6 months before and after the change of
the maximum price, indicates that the change in
consumption after the change of the maximum
price was not explicit, as consumption of some items
grew, while that of others dropped. Disregarding of
outlying values, the difference in consumption by
the number of packages ranged on average around
approx. -5% to + 5%, and by financial volume on
average around approx. — 6% to + 6%.
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Tabulka 4. 10 nejéastéji distribuovanych LP dle poétu baleni vykazanych dle DIS-13,
u kterych doslo ke zméné MCV

Table 4. 10 most often supplied medicinal products reported in compliance with
DIS-13 for which the maximum ex-factory price was changed

Kéd Doplnék néazvu
Néazev | Nome [Name */
Code

0125114 BOTAC06 ANOPYRIN 100mg LOR TBL NOB 1344949 2721 69,78 1285695
60x100mg
0083318 CO1AA05 DICOXIN0,125 POR TBL NOB 354088 13,87 1575 348709
Léciva 30x0,125mg

PAMYCON na

0055759 DO6AX o
pfipravu kapek

DRM PLY GTT 1x1lah 376 433 29,13 61,80 282264
POR TBL PRO

0066015 CO4AX21 ENELBIN 100 retard 239136 217,15 257,66 230 860
100x100mg
0002478 NO5BA01 D!AZEPAM Slovako-  POR TBL NOB 257958 953 68,70 232241
farma 10 mg 20x10mg
0057586 AO03AX13 ESPUMISAN por cps mol 245490 60,48 77,62 193 004
50x40mg
0016600 JOTCROT  UNASYN ']":jlpg\; ;OL 198725 9864 8669 184000
0047141 HO3AAOT  LETROX 50 FOLTEL NEk 80285 4526 5586 97 668 */
100x50rg
0002477 |NO5BAQ1 DIAZEPAMSlovako- - POR TEL NOB 188436 3435 3542 142924
farma 5 mg 20x5mg

INJ SUS 1x0,5ml

0149034 JO7AL52  SYNFLORIX 74523 942,85 1013,82 73 865 */

STR+J
A — Poéet baleni distribuovanych v obdobi /2 A — No. of packages distributed during 6 months
roku pfed zménou ; B — PGvodni maximdlni cena before change; B — Original maximum ex-factory

vyrobce (K¢); C — Novd cena vyrobce (K&); D — Pocet : .C_ ; . ;
baleni distribuovanych v obdobi /2 roku po zméné; price (CZK); C - New max:mur.n e'x factory Rnce
*/ _ Obdobi &vrt roku (CZK); D — No. of packages distributed during

6 months after change*/ — the Period of one quarter

Tabulka 5. 10 nejéastéji distribuovanych LP dle finanéniho objemu v CV vykazanych
dle DIS-13, u kterych doslo ke zméné MCV

Table 5. 10 most often supplied medicinal products by financial volume in ex-factory
price in compliance with DIS-13 for which the maximum ex-factory price was changed

Doplnék naz-

Kod Nazev

Code Name

0025566 LO4ABO4 Humira 40 mg 'zhfofg’nhl e S g9y 2748385 2689846 1 1831
0028028 LOTXEOT Glivec 400 mg gg::gg;;"" S 873 5918572 5960031 37230
0149034 JO7AL52  Synflorix I1I\:<Jos,l5J:1| s |G | 2@ 1oeEs e e |4
0028197 LO3AAI3 Neulasta bmg oo 125 435 074 2688358 271931 5700l o)
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Kéd Nazev vu | Name
Code Name
0026789 A10AB05 Hovorapid Penfill |\ oy 5y ami
100 u/ml
INJ PLV SOL
0028140 LO1XX32 Velcade 3,5 mg 1%3,5 mg
0028007 MO5BAO8 Zometadmg T\ CNCSOL
1X4mg
Enelbin 100 POR TBL PRO
el o B Retard 100x100mg
Novomix 30
0026762 AT0ADO5 o oo/ INJSUS 5x3ml
Thromboreductin  POR CPS DUR
0047614 LO1XX35 0.5 mg 1000,5mg

A — Poéet baleni / finance v cené vyrobce (K¢)
distribuovanych v obdobi /2 roku pfed zménou;

B - Pdvodni maximdlni cena vyrobce (K¢&); C — Novd
MCV (K¢é); D — Pocet baleni/ finance v cené vyrobce
(K¢); distribuovanych v obdobi /2 roku po zméné;

*/ — obdobi ¢&tvrt roku

Vyse a podminky Uhrady ze
zdravotniho pojisténi

Ustav v roce 2010 pokracoval v zapocaté revizi vyse
a podminek Chrady lééivych ptipravkd a potravin
pro zvlastni lékaiské Uéely, které maiji stanovenou
Uhradu ze zdravotniho poijisténi. V souladu s plat-
nou legislativou se vtéchto Fizenich méni vyse
Uhrady dle aktualnich cenovych referenci a pod-
minky Uhrady tak, aby splhovaly oéekéavané vysled-
ky a dévody farmakoterapie. V reviznim fizeni mo-
hou byt vyse a podminky Ghrady nejen zménény,
ale izruseny, ato u ptipravkd, které nelze podat
v ambulantni pé¢i a/nebo pokud neni prokazan je-
jich Géinek ¢i je jejich podavani z odborného hle-
diska nevhodné.

Do reviznich Fizeni jsou rovnéz pfipojovana spravni
fizeni zahajend na Zadost. Ddvodem je zdkonné
ustanoveni o vedeni revizniho fizeni spoleéné& pro
vsechny terapeuticky zaménitelné piipravky. Timto
zpUsobem lze stanovit vysi a podminky shrady viem
terapeuticky zaménitelnym piipravkdm stejné.

Doplnék naz-

Tseerazs B30T Basss JL7
72774736 2816561 30303555 L S0/ o
s | G| aese| LR o
Sssspon | 715 25766 G0N0
doiss0as | 75406 7see1 SIS
S6037 558 917383 1021400 (2100

A - No. of packages / financial volume in
ex-factory price (CZK) distributed during 6 months
before change; B — Original maximum ex-factory
price (CZK); C — New maximum ex-factory price
(CZK); D — No. of packages / financial volume in
ex-factory price (CZK) distributed during 6 months
after change*/ — the period of one quarter

Amounts and conditions of
reimbursements from health
insurance

In 2010, the Institute continued the previously
initiated revision of amounts and conditions of
reimbursement of medicinal products and foods
for special medical purposes, which are covered
by health insurance. In compliance with effective
legislation, the amounts of reimbursement in these
procedures are amended as per the current price
references and conditions of reimbursements in
a manner allowing to meet the expected results and
reasons for pharmacotherapy. Within the scope of
a revision procedure, the amounts and conditions
of reimbursements may not only be changed, but
also cancelled for those products which cannot
be administered as part of outpatient care and/
or for which no effect has been evidenced or the
administration of which is not, from the expert point
of view, suitable.

Revision procedures are also joined with
administrative procedures initiated upon request.
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Paralelné k revizi Ghrad Ustav vyfizuje podané
zadosti o stanoveni, zménu nebo zruseni maximalni
vy$e a podminek Uhrady.

Podil stanovenych shrad dle typu
vykazovéani

Ke konci roku 2010 bylo v Seznamu hrazenych
lé¢ivych piipravkd a potravin pro zvlasini lékaiské
uéely hrazeno 9 685 kodd SUKL, z toho bylo obcho-
dovano 5 509 kodd SUKL. Z éehoz 3 % piedstavuii
piipravky uréené dle soucasné platnych podminek
Uhrady pro nemocniéni uziti, 18 % jsou ptipravky
zvlast uétované vydéavané na zaddanku a 79 % jsou
piipravky vydavané na recept.

Obr. 5. Rozlozeni jednotlivych skupin LP/
PZLU ze Seznamu hrazenych pfipravkd
Fig. 5. Representation of individual groups
of medicinal products/foods for special
medical purposes in the List of Reimbursed
Products

4321 (79 %)

= LP/PZLU hrazené pouze za hospitalizace (SUKL nereguluie)
Medicinal products/foods for special medical purposes reimbursed
only for hospitalizations (not regulated by SUKL)

m LP/PZLU hrazené jako ZULP
Medicinal products/foods for special medical purposes reim-
bursed as separately charged med. products

m LP/PZLU hrazené jako Rp.
Reimbursed prescription medicinal products/foods for special
medical purposes

171 (3 %)

The reason for this is the provision of the law on
conducting the revision procedure jointly for all
therapeutically interchangeable products. This way
the amount and conditions of reimbursement may
be set up for all therapeutically interchangeable
products in the same manner.

In parallel with the conduct of reimbursement
revisions, the Institute handles submitted applications
for the determination, change or cancellation of
maximum prices and conditions of reimbursement.

Percentage of determined reimbursements
by reporting type

As of the end of 2010, the List of Reimbursed
Medicinal Products and Foods for Special Medical
Purposes contained 9,685 reimbursed SUKL codes,
of which 5,509 SUKL codes were marketed. 3% of this
are represented by products intended, according to
the currently effective conditions of reimbursement,
for hospital use, 18% are products separately
charged and dispensed upon request form, and
79% are products dispensed on prescription.

1017 (18 %)
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Tabulka 6. Piehled poctu kédd LP/PZLU v cenovych pasmech vyse Ghrad dle Seznamu
hrazenych pfipravkd po mésicich

Table 6. Overview of the number of codes of medicinal products/foods for special
medical purposes in reimbursement amount price zones as per the List of Reimbursed
products by month

0 200 000000000
Pé shrad
EIEEIEIEEEIME!EIEIIIIIE

Do 20 K¢ véetné
Up to 20 CZK inclusive

Nad 20 K& - 50 K¢ véetné
More than 20 CZK - 50 CZK, 909 918 912 943 1006 1005 1011 1001 1002 986 989 1016
inclusive

Nad 50 K& -100 Ké véetné
More than 50 CZK - 100 1084 1094 1078 1218 1211 1212 1218 1229 1233 1254 1255 1254
CZK, inclusive

Nad 100 K& - 200 K¢ véetné
More than 100 CZK - 200 1548 1562 1546 1497 1496 1525 1536 1546 1596 1599 1611 1634
CZK, inclusive

Nad 200 Ké - 300 K¢ véetné
More than 200 CZK - 300 770 773 769 792 805 809 813 832 835 845 860 868
CZK, inclusive

Nad 300 Ké — 500 K¢ véetné
More than 300 CZK - 500 981 989 1005 1007 1000 1032 1039 1039 1054 1064 1093 1056
CZK, inclusive

Nad 500 Ké — 1000 Ké véetné
More than 500 CZK - 1000 1010 1000 977 946 957 1001 1001 1011 1026 1032 1052 1080
CZK, inclusive

Nad 1000 K¢ — 2000 Ké véetné
More than 1000 CZK -2000 702 722 711 716 718 734 740 747 749 764 782 780
CZK, inclusive

Nad 2000 K& — 3000 K¢ véetné
More than 2000 CZK - 3000 330 341 350 360 368 393 388 395 393 398 402 399
CZK, inclusive

Nad 3000 Ké - 5000 Ké
véetné

More than 3000 CZK — 5000
CZK, inclusive

Nad 5000 Ké - 10 000 Keé
véetné

More than 5000 CZK

— 10 000 CZK, inclusive

Nad 10 000 Ké& — 20 000 K¢
véetné

More than 10000 CZK

— 20000 CZK, inclusive

509 507 501 487 488 492 490 487 481 472 472 467

357 373 368 367 369 367 367 366 368 373 370 373

293 294 299 300 302 307 308 310 305 309 315 323

206 209 211 211 212 214 219 222 223 226 226 230
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. 200 00000000
Pé shrad
ﬂﬂﬂlﬂl!ﬂﬂ!ﬂﬁllﬂﬂlﬂ

Nad 20 000 K& — 30 000 Ké
véetné

More than 20 000 CZK

— 30 000 CZK, inclusive

Nad 30 000 K& — 50 000 Ké
véetné

More than 30 000 CZK

— 50 000 CZK, inclusive

Nad 50 000 K& - 100 000 K¢
véetné

More than 50 000 CZK

— 100 000 CZK, inclusive

Nad 100 000 K¢
More than 100 000 CZK

Pocet kodd | Number of codes 8897 8977 8920 9037 9130 9282 9323 9383 9469 9528 9631 9685

79 79 79 78 80 71 73 76 79 82 82 83

30 30 30 31 33 34 33 31 34 34 36 36

19 17 17 17 17 17 17 17 18 18 17 17

Tabulka 7. Piehled spravnich fizeni k thradam ze zdravotniho pojisténi

Table 7. Overview of administrative procedures in respect of reimbursements from
health insurance

Zadosti o stanoveni nebo zméné vyse a podminek Ghrady

Poéet kédd SUKL

Applications for determination or change of reimbursement amounts No. of SUKL codes

and conditions

Probihalo | Pending 1382
Rozhodnuto | Decided 1343

Poddano odvoléni | Appeal filed 98

Nabylo pravni moci | Came into force 1063
Zadosti o zru$eni Ghrady
Applications for reimbursement cancellation No. of SUKL codes
Probihalo | Pending 137
Rozhodnuto | Decided 110

Podano odvolani | Appeal filed 1

Nabylo pravni moci | Came into force 102

Rizeni zahajend z moci G¥edni
Ex-officio initiated procedures No. of SUKL codes
Probihalo | Pending 4614
Rozhodnuto | Decided 1496

Podano odvolani | Appeal filed 3107

Nabylo pravni moci | Came into force 2 836
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Tabulka 8. Pirehled pravomocnych rozhodnuti revize Ghrad a Uspory ze zdravotniho

pojisténi

Table 8. Overview of legitimate decisions on the revision of reimbursements and

savings in health insurance

Poéet kédd SUKL
No. of SUKL codes

Nabyti G¢innosti

Effective date

Pocet spravnich Fizeni
No. of administrative

l'lsporu ze ZP
Savings in health

procedures insurance
01/2010 112 16 119 000 000
02/2010 311 5 589 000 000
03/2010 597 16 1 665 000 000
04/2010 289 13 513 000 000
05/2010 170 18 384 000 000
06/2010 72 10 190 000 000
07/2010 227 26 228 000 000
08/2010 188 26 288 000 000
09/2010 26 10 13 000 000
10/2010 219 42 203 000 000
11/2010 337 29 660 000 000
12/2010 288 7 94 000 000
LEN

Celkové Uspory ze viech reviznich Fizeni byly
vypocitany ve vysi 4,9 mld. K& roéni Uspory.

Snizeni dle Janotova bali¢ku

V souvislosti se zakonem ¢. 362/2009 Sb., kterym
se zménily nékteré zakony v souvislosti s navrhem
zakona o statnim rozpoctu Ceské republiky na rok
2010 (tzv. Janotdv bali¢ek), doslok 1.1.2010k 7%
snizeni Uhrad. Z celkového po¢tu 8 897 hrazenych
kodd SUKL k 1.1. 2010 doslo k 7% poklesu Ghrady
u 7 231 kédd SUKL.

The total savings arising from all revision procedures
were calculated in the amount of 4.9 bill. CZK of
annual savings.

Cuts by Janota’s Package

With a view to Act No 362/2009 Coll., amending
some acts related with the bill on the 2010 state
budget of the Czech Republic (so called Janota’s
Package) reimbursements were decreased by
7% as of January 01 2010. Of the total number
of 8,897 reimbursed SUKL codes, as of January
01 2010 a7% cut in reimbursement affected
7,231 SUKL codes.
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Tabulka 9. Piehled hrazenych a realné obchodovanych lécivych pripravkd, u kterych
doslo k 7% snizeni ceny s ohledem na typ regulace

Table 9. Overview of reimbursed and actually marketed medicinal products for which
prices were cut by 7% with a view to the type of regulation

Lécivé pripravky

Poéet kod SUKL (k 1. 1. 2010)

Medicinal products

Hrazené a redlné obchodované — celkem
Reimbursed and actually marketed — total

Z toho pokles thrady o 7 % — celkem
Of which 7% cut in reimbursement — total

Piehled nejé¢astéji distribuovanych
pFipravku, u kterych doslo ke zméné
vhrady ze zdravotniho pojisténi

V piehledu je uvedeno, u kterych ptipravkd doslo
v probéhu roku 2010 ke zméné Uhrady, ato jak
z pohledu pfipravkd nejéastéji distribuovanych, tak
u piipravkd s nejvyssi cenou pUvodce.

No. of SUKL codes (as of January 01 2010)

5437

4 449

Overview of the most often distributed
products for which reimbursement from
health insurance was changed

The overview indicates for which products
reimbursement changed in the course of 2010,
both in terms of most often supplied products and
products with the highest producer price.

Tabulka 10. 10 Nejé¢astéji distribuovanych LP dle po¢tu baleni vykazanych dle DIS-13,

u kterych doslo ke zméné UHR

Table 10. 10 Most often supplied medicinal products by the number of packages reported
in compliance with DIS-13, for which reimbursement from health insurance was changed

Doplnék
nazvu |

Name

supplement

0003837 NO2BEO1 Paralen 500 ?85;35:903
0084256 NO2BAOT Acylpyrin ?‘35533"'7: i
0013316 CO8CA08 Lusopress ;gzgg;:os
0002592 MO4AAO01 Milurit 100 28511- ggﬂgo °
0049909 CO7ABO5 Lokren 20 mg zgiggrl;];LM
0026554 C09CAO07 Micardis 80 mg 2?:;3:;1:0'3
0001066 DO6AX Framykoin I]:):l\{\ol;:G

5137 552 6,34 8,10 4637071

1124 859 9,88 8,10 1024 456
706 967 120,68 48,64 669 274
315819 40,12 42,54 308 297 */
486 737 94,36 39,48 485 067
371246 194,96 126,20 414 049
157 372 28,60 30,04 168 579 */
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Doplnék
nazvu |
Name
supplement

Nézev

Name

Euphyllin CRN POR CPS PRO
0044305 RO3DA04 200 50%200mg
Pamyconna  DRMPLV GTT
0055759 DO6AX pfipravu kapek 1x1LAH
POR TBL NOB

0014957 NO3AEO1 Rivotril 0,5 mg 50x0.5mg

A — Pocet baleni distribuovanych v obdobi /2 roku
pred zménou; B — Pocet baleni distribuovanych

v obdobi /2 roku po zméné; UHR - hrada ze zdra-
votniho pojisténi; */ — obdobi ¢&tvrt roku

352283 98,75 104,12 335 932
103 244 44,62 41,50 193 227 */
143 442 71,02 52,90 146 041 */

A — No. of packages distributed during 6 months
before change; B — No. of packages distributed
during 6 months after change;

UHR - reimbursement covered by health insurance;
*/ — the period of one quarter

Tabulka 11. 10 nejéastéji distribuovanych LP dle finanéniho objemu v cendach vyrobce
vykéazanych dle DIS-13, u kterych doslo ke zméné UHR

Table 11. 10 most often distributed medicinal products by financial volume in
ex-factory prices reported in compliance with DIS-13, for which reimbursement from

health insurance was changed

Doplnék
néazvu
Name
supplement

Nazev
Name

UHR (K¢) |UHR (K¢)

Herceptin INF PLV SOL
0025555 LO1XC03 150 mg 1x150ml
Mabthera INF CNC SOL
0026544 LO1XC02 500 mg 1%x50ml
. INF CNC SOL
0028397 LO1XCO7 Avastin 400mg/16ml
INJ SUS
0149034 JO7AL52  Synflorix 1x0,5ml
STR+J
INF CSL LQF
0027702 LO1CDO2 Taxotere 80 mg 2ml/80mg+S
INJ SOL
0028197 LO3AA13 Neulasta 6 mg 1x0,6ml
0125641 CO02AC06 Tenaxum POR TBL NOB
90x 1mg
. INH PLV CPS
0032393 RO3BB04 Spiriva 30x18rg

9367/ 9478/

143265 642 1890126 17059,56 140 510994 ™/
4876/ 3940/
160056 845 4125600 3721704 15, 173993 */
7992/ 8520/

247247 509 3937659 3229320 ;40534 560
74523/ 73865/
58920119 30121 109900 5g5.5168
10234/ 9339/

138 461 141 1497600 859680 1. '077 444
4861/ 4454/

125 425074 3126600 2453147 o0 500 574
110295/ 110810/
45018007 26260 37157 suo7427
49051/ 52628/
40469037 31850 95977 4y gssoag 7/
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Levemir 100 INJ SOL
U [/l 20 u/ml (penfill)  5x3ml

Ezetrol 10 mg POR TBL NOB
0047994 C10AX09 tablety 28%10mg B

A — Pocet baleni / finance v cené vyrobce (K¢)
distribuovanych v obdobi /2 roku pfed zménou
B — Pocet baleni/ finance v cené vyrobce (K¢)
distribuovanych v obdobi /2 roku po zméné
UHR - ¢hrada ze zdravotniho pojisténi

*/ — obdobi ¢&tvrt roku

Individualné pripravované lééivé
pFipravky (IPLP)

K 1.1.2010 vstoupily v platnost Ghrady dvou skupin
individualné pfipravovanych lééivych pripravkd,
které byly vydany opatienim obecné povahy (ddale
OOP) v souladu s § 15, odst. 5 zdkona o veiejném
zdravotnim pojisténi a zadkona & 500/2004 Sb.,
spravni fad, 88 171 az 174. Jednd se o podskupinu
11 magistraliter, kde byly ustanoveny podminky
Uhrady v souladu s platnym Cenovym piedpisem
MZ CR a s platnym znénim zdakona o veiejném
zdravotnim pojisténi. V piipadé podskupiny 14 se
jednd o nové zavedenou podskupinu, parenterdalni
vyzivy pro domdci pouziti (dale DPV). Vydané OOP
stanovuje vysi a podminky Uhrady pro jednotlivé
kédy individuélné pfipravovanych DPV. Pro tuto pod-
skupinu byla vydana metodika stanoveni Ghrady,
kterd je zveiejnéna na strankach SUKL.

V souladu s platnymi metodikami probéhly v prvnim
pololeti roku 2010 pravidelné roéni revize Ghrad
podskupin IPLP 12 a 15, individualné vyrabéné
transfuzni pfipravky (TP) a dale podskupiny 13,
individualné pfipravovana radiofarmaka (RF). Revize
byla zaméfena na zpdsob a podminky stanoveni
vy$e Uhrad u jednotlivych IPLP a dale byly porovnany
roéni produkce a spotfeby u transfuznich pfipravkd
i piipravovanych radiofarmak. Vysledky obou re-
vizi jsou zvefejnény na strankach SUKL. Na jejich
zakladé doslo ze strany Ustavu k piedlozeni navrhu
na Upravu Uhrad u obou revidovanych skupin. Vy-
danim opatieni obecné povahy (dale OOP) byly
provedeny zmény Ghrad v souladu s cenovym vyvo-

57614/ 58703/
77709763 ' 81287 157467 36 491 495
87302/ 78 400/
73424128 119976 99282 (7915457

A — No. of packages / financial volume in ex-factory
price (CZK) distributed during 6 months before
change; B — No. of packages / financial volume in
ex-factory price (CZK) distributed during 6 months
after change; UHR - reimbursement covered by
health insurance; */ — the period of one quarter

Individually prepared medicinal

products (IPLP)

As of January 01 2010, reimbursements of two
groups of individually prepared medicinal products
took effect in the form of general measures
(hereinafter referred to as OOP) issued in
compliance with Section 15, paragraph 5 of Act
on Public Health Insurance, and Act No 500/2004
Coll.,, the Administrative Code, Sections 171
to 174. This concerns a group of 11 medicines
prepared according to a formula, where conditions
of reimbursement were determined in compliance
with the effective Price Regulation of the Ministry
of Health of the Czech Republic, and with the
effective Act on Public Health Insurance. Subgroup
14 concerns a newly established subgroup of
parenteral nutrition for home use (hereinafter
referred to as DPV). The published OOP lays down
the amount and conditions of reimbursement for
individual codes of individually prepared DPV.
A reimbursement determination methodology was
drafted for this subgroup and has been published
at SUKL's website.

In compliance with the effective methodologies,
regular annual revisions of reimbursements for IPLP
subgroups 12 and 15, individually manufactured
transfusion products (TP) as well as subgroup 13,
individually prepared radiopharmaceuticals (RF)
took place in the first half of 2010. The revision
focused upon the method and conditions of the
determination of amounts of reimbursement for
individual IPLPs and compared annual productions
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jem vstupnich surovin a vysledkd provedené revize
u skupin individualné pfipravovanych radiofarmak.
Ve druhém pololeti bylo vyddano OOP, kterym byly
upraveny Uhrady stavajiciho sortimentu transfuznich
pifipravkd v ndvaznosti na provedenou revizi, vyvoj
cen a podminky vyroby a nové poznatky.

Provedenymi Upravami Uhrad u obou uvedenych
skupin ptipravkd doslo v porovnani's rokem 2009 ke
snizeni predpokladanych celkovych roénich nakladd
vydanych ze zdravotniho pojisténi, a to za skupinu
transfuznich pfFipravkd ve vysi cca 50 mil. K& a za
skupinu individualné pfipravovanych radiofarmak
také ke snizeni celkovych nakladd o 50 mil. Ké.

Obr. 6. Piehled nakladd na revidované
skupiny IPLP

Fig. 6. Overview of costs of revised groups
of IPLPs

Néklady v tis. K& / Costs in thous. CZK
1800
1600
1400
1200
1000
800
600
400
200

1623,925

1314,131 1268,504

895,874 829,882

747,298

0
2008

2009 2010

Obdobi / Period

u Ndklady na RF | Costs of RPh
m Ndklady na TP | Costs of TP

and consumptions of transfusion products as well as
prepared radiopharmaceuticals. The results of both
revisions are published on the website of SUKL. On
the basis of the aforementioned results, the Institute
presented a proposal of amended reimbursements
for both of the revised groups. By means of an OOP,
changes to reimbursements were implemented
to be consistent with the price development of
starting materials and the results of the conducted
revision for groups of individually prepared
radiopharmaceuticals. In the second half of the year,
an OOP was issued amending reimbursements for
the currently available range of transfusion products
to reflect the conducted revision, the development
of prices, and manufacturing conditions and new
findings.

The implemented changes to the reimbursements
for both of the aforementioned groups of products
resulted in a decrease in the anticipated total annual
costsincurred by health insurance comparedto2009;
for the group of transfusion products this decrease
amounted to approx. 50 mil. CZK and for the group
of individually prepared radiopharmaceuticals the
total cost reduction amounted also to 50 mil. CZK.
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PROCESSING AND PROVISION OF INFORMATION

5.1 Informaéni technologie

V roce 2010 byl v oblasti informaénich technologii
kladen ddraz na rozvoj dalsich sluzeb pro spolu-
pracujici subjekty. V souvislosti se systémem sbéru
dat z lékaren dle pokynu LEK-13 verze 2 byla
zprovoznéna nova sluzba pro lékarny ,Systém rych-
Ié vystrahy”. Tato sluzba umoziiuvje zabezpeéenym
pfipojenim zasilat Iékarndm informace online, pfimo
do jejich lékarenského SW. Lékarny tak nemuseji
slozité zpracovavat jednotlivé informace od SUKL,
ale maiji je piimo zabudované do svych lékarenskych
programU pro dal$i zpracovani. Ke konci roku 2010
bylo zapojeno do systému sbéru dat dle pokynu
LEK-13 verze 2 66 % z celkového poctu lékaren.
V rédmci nardstajictho poétu pripojenych lékaren
byl proveden upgrade systémd SUKLu pro zajisténi
vy$si dostupnosti a bezproblémového chodu tohoto

5.1 Information
technologies

In 2010, emphasis in the sphere of information
technologies was placed upon the development of
other services for cooperating entities. In respect
of the system of data collection from pharmacies
pursuant to guideline LEK-13, version 2, a new
service — “Rapid Alert System” for pharmacies was
put into operation. This service allows to send online
information to pharmacies via secured connection,
directly to their pharmacy SW. This eliminates the
need for pharmacies to process individual pieces
of information from SUKL in a complex manner,
as the information is being directly integrated into
their pharmacy programs for further processing. In
late 2010, 66% of the total number of pharmacies
were involved in the data collection system
referred to in guideline LEK-13, version 2. With
the growing number of connected pharmacies, an
upgrade of SUKL systems was carried out in order
to ensure better availability and flawless operation
of this system using load balancing, which evenly
distributes the load among SUKL servers.
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PROCESSING AND PROVISION OF INFORMATION

systému pomoci loadbalancingu, ktery rovnomérné
rozklada zatéz na servery SUKL.

Pomoci nové zprovoznéného systému nahliZeni pres
rozhrani DSR (Dokumentace sprévnich Fizeni) ke kon-
ci roku 2010 nahlizelo celkem 37 farmaceutickych
firem.

Obr. 1. Nahlizeni do spisu

Fig. 1. Document viewing

Poéet nahlizeni do spisu pfes internetové stranky (verso) — rok
2010 / No. of document viewings via websites (verso) — 2010
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Dale pokrac¢ovala vyména a modernizace hard-
warového vybaveni, ktera byla zapoéata v roce
2007. Doslo k posileni chladiciho vykonu klimati-
zaci v serverovné doddanim daldi klimatizaéni jed-
notky. Probéhl upgrade stavajiciho nevyhovuijiciho
telefonniho systému s ohledem na vy$si bezpeénost
a dostupnost na novy digitalni systém vyuZivajici
VolIP telefonii, ktery umoziuje $irsi vyuZiti novych
vlastnosti a sluzeb tohoto systému. Do systému byla
nové napojena vzdalena pracovisté SUKL (OKL), coz
snizilo provozni naklady za voléani. Novy telefonni
systém rovnéZ umozfivje zaznamendni hovoru
a uloZeni hovoru do spisu spravniho fizeni. V ramci
tohoto upgrade byla také provedena instalace celo-
Ustavni bezdratové sité véetné instalace na viech
lokélnich pracovistich. Tedy pracovnici s mobilnim
poditaéem mohou pouzit toto bezdratové piipojeni
k siti, a rovnéz pracovnici s bezdratovym VolP tele-
fonem mohou této bezdratové sité vyuzit pro volani.
V rédmci modernizace hardwarového vybaveni doslo
také k rozsifeni diskového prostoru na serverech

Towards the end of 2010, 37 pharmaceuticals
companies in total availed of the viewing service
provided by the newly operated viewing system via
the DSR (Administrative procedure documentation)
inferface.

Obr. 2. Pocet subjektd pfipojenych

k rozhrani DSR

Fig. 2. Number of entities connected to the
DSR interface

Poéet subjekd / No. of entities
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The exchange and modernisation of hardware which
had started in 2007 further continued. Another air
conditioning unit was added to the server room to
enhance the cooling capacity of air conditioning.
The current telephone system, which was no longer
sufficient, was upgraded in order to achieve higher
security and availability to the new digital system
using VolP telephony, allowing for a broader
utilisation of the new features and services of this
system. Remote SUKL offices (OKL) were connected,
which reduced the operating expenses of calling. The
new telephone system also allows to record and save
calls in the administrative procedure file. As part of
this upgrade, the installation of the wireless network
encompassing the entire Institute was carried out,
including installations at all local workplaces. This
means that employees who use notebooks may avail
of this wireless network connection, and employees
with wireless VolP telephone may use this wireless
network for calling. Within the scope of hardware
modernisation, disc space on the Institute’s servers
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Ustavu z ddvodu nardstu elektronické dokumen-
tace, kterou Ustav zpracovava. Déle byl nasazen
a zprovoznén novy systém archivace elektronické
posty pracovnikd Ustavu.

Oddéleni IT zajistuje plynuly provoz uzivatelskych
stanic a serverd, ma dohled nad informaénimi tech-
nologiemi, zabezpeéuje ochranu informaéni infra-
struktury pfed napadenimi zvendéi. Jeho cilem je,
aby byla zajisténa spokojenost uzivateld a dalsich
soucinnych subjektd. Spolupracuje s externimi fir-
mami a zapojuje se do projektd tykajicich se rozvoje
informacnich technologii a bezpeénosti dat.

5.2 Databaze lécivych
pripravkd a sledovani
dodavek distribuovanych
|éCivych pripravkd

Stétni Ustav pro kontrolu lééiv vede na zdkladé povin-
nosti dané zdkonem o lédivech evidenci registro-
vanych lécivych pFipravkd a zajistuje zvefejnéni vy-
branych informaci ve svém informaénim prostredku.
K uéelu této evidence slouziinterni databéaze lééivych
pifipravkd (DLP), kterd je pribéiné aktualizovana.

Evidence lé¢ivych pFipravko
a jejich komponent

Databdze ma dvé zakladni éasti, které jsou navzajem
propojeny — knihovnu Iékd a knihovnu komponent.

Knihovna Iéku

Zde jsou zaznamendny Udaje o véech huménnich
lé¢ivych pripravcich, pro néz bylo v Ustavu vedeno
registraéni Fizeni, véetné téch, jejichZ registrace
byla zrusena nebo u kterych spravni ¥izeni o re-
gistraci teprve probiha. Lécdivé piipravky jsou v da-
tabazi evidovany prostiednictvim jednoznaéného
identifikatoru, kterym je kod SUKL, piidélovany

was also extended with aview to the increase of
electronic documentation processed by the Institute.
Furthermore, a new system of archival of electronic
mail of the employees of the Institute was introduced
and put live.

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

5.2 Database of medicinal
products and monitoring
of supplies of distributed
medicinal products

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

Registry of medicinal products
and their components

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

Medicines Library

The Medicines Library contains data on all human
medicinal products for which the Institute has held
marketing authorisation proceedings, incl. those
whose marketing authorisation has been revoked or
for which the marketing authorisation application is
currently pending. Medicinal products are recorded
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kazdé varianté lécivého piipravku. Kromé udajd
charakterizujicich jednotlivé varianty pfipravku se
jedné zejména o ATC skupinu, definovanou denni
davku (DDD), specifikovany jsou pfipravky volné
prodejné, piipravky obsahujici ndavykové latky,
pripravky podléhaiici povinnému hlaseni SUKL atd.
V databézi jsou zaznamendvény vystupy ze viech
registraénich fizeni, véetné schvalenych textd souhr-
nu Udajd o pfipravku (SPC), pFibalové informace
i textu na obalu, evidovany jsou i Udaje ze sle-
dovani dodavek distribuovanych lé¢ivych pripravkd.
V knihovné 1ékd jsou rovnéZz evidovany lécivé
piipravky, pro néz byl Ministerstvem zdravotnictvi
povolen specificky lééebny program, a dale potra-
viny pro zvlastni lékaiské ucely, které Ustav eviduje
v souvislosti s agendou cen a Uhrad ze zdravotniho
pojisténi.

V roce 2010 Ustav udélil 1 057 rozhodnuti o regis-
traci (8 626 kédd SUKL). Byla zrusena registrace pro
652 registraénich ¢&isel, coz odpovida 6119 kodam.
Ke zruseni registrace dochéazelo bud na Zadost
drzitele rozhodnuti o registraci (570 registraénich
éisel) nebo tim, Ze drzitel nezazadal o prodlouzeni
registrace (82 registraénich disel). Celkové byla
v r. 2010 ukonéena platnost 10 141 kédd (ukonéena
doba doprodeje kédu nebo zrusena registrace).

Knihovna komponent

Zahrnuje veskeré lé¢ivé a pomocné latky, obsazené
v léc¢ivych pripravcich registrovanych v CR, dale
i jiné, tzv. INN komponenty, uvadéné v publikaci
WHO Drug Information a komponenty lékopisné
(uvedené v Evropském a Ceském lékopise). Tyto
posledni dva typy komponent jsou v databéazi evi-
dovéany bez ohledu na to, zda jsou v nékterém
v CR registrovaném pripravku obsazeny & nikoli.
Kromé zdakladnich Udajd jsou uvedena piedeviim
synonyma ndzv0 komponent véetné literarnich
zdroj0, oznaéeny jsou latky ndavykové nebo latky
s potencidlem pro doping. V souéasné dobé ob-
sahuje knihovna komponent 21 207 latek, v roce
2010 bylo vlozeno 427 novych komponent a aktua-
lizovany zaznamy u 4 298 komponent.

in the database using a unique identifier, which
is the SUKL code, allocated to each presentation
of a medicinal product. In addition to the data
which characterise individual presentations of the
product, the records include, in particular, the ATC
group, daily defined dose (DDD), specification
of OTC products, products containing addictive
substances, products subject to mandatory reporting
to SUKL, etc. The database contains records
of the outcomes of all marketing authorisation
procedures, incl. approved texts of the summary
of product characteristics (SPC), package leaflet as
well as labelling, and data from the monitoring of
deliveries of distributed medicinal products. The
Medicines Library, moreover, contains a registry of
medicinal products for which the Ministry of Health
has approved a specific therapeutic programme,
and foods for special medical purposes, which are
registered by the Institute in relation to the issues of
prices and reimbursements from health insurance.

In 2010, the Institute granted 1,057 marketing
authorisations (8,626 SUKL codes). Marketing
authorisations were revoked for 652 marketing
authorisation numbers which corresponds to
6,119 codes. Marketing authorisations were
revoked either upon request of the marketing
authorisation holders (570 MA numbers) or due to
the fact that the marketing authorisation holders
did not apply for MA renewal (82 MA numbers). In
2010, the validity of 10,141 codes in total expired
(the period of final code sale expired or marketing
authorisation was revoked).

Components Library

The Components Library includes all active
substances and excipients contained in the medicinal
products authorised in the Czech Republic as well
as other, so called INN components included in
the WHO Drug Information, and pharmacopoeial
components (contained in the European and
Czech Pharmacopoeias). The latter two types
of components are registered in the database
regardless of the fact whether they are contained in
any product authorised in the Czech Republic or not.
In addition to the essential data, synonyms of the
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Byla provedena aktualizace oznaéeni komponent na
doping a oznaéeni piipravkd s témito latkami v DLP
podle The 2010 Prohibited List — The World Anti-
Doping Code platné od 1. 1. 2010, bylo zahdjeno
vkladani posledniho vydéni Evropského lékopisu
7.0, ktery je zavazny od 01/2011, byla provede-
na kontrola navrienych novych navykovych latek,
zejména chemického nézvoslovi a bylo zapoéato
s aktualizaci ATC v knihovné komponent, vzhledem
k pfipravé nového SRDLP

Tabulka 1. Vybrané podskupiny
registrovanych |é¢ivych pfipravkd
evidované v databazi SUKL k 31.12. 2010
Table 1. Selected subgroups of authorised
medicinal products recorded in the SUKL
database as of December 31 2010

Celkovy pocet reg. Cisel /
obchodovanych reg. cisel

Total no. of authorised
MA numbers/marketed

names of components, incl. literature sources, are
provided, and addictive substances or potentially
doping substances are flagged. At present, the
Components Library contains 21,207 substances;
in 2010, 427 new components were entered and
records of 4,298 components updated.

An update of the flagging of doping components and
products containing these substances in the DLP was
carried out in compliance with The 2010 Prohibited
List — The World Anti-Doping Code which came into
force on January 01 2010; incorporation of the latest
European Pharmacopoeia 7.0, which is binding as
of 01/2011 begun; a check of the proposed new
addictive substances was carried out, particularly in
terms of chemical terminology; and an ATC update
in the Components Library was started with a view
to the preparation of the new Medicinal Products
Database Management System (SRDLP).

Celkovy pocet kédu
SUKL / obchodovanych
kédd SUKL

Total no. of SUKL codes

MA numbers

Celkem lécivych pfipravkd (bez homeopatik)
Medicinal products in total (excl. homeo-
pathic products)

Registraéni ¢isla udélena Ustavem
MA numbers granted by the Institute

Registraéni éisla piipravkd registrovanych
centralizovanym postupem Spoleéenstvi
MA numbers of products authorised via
Community centralised procedure

Jednoslozkové | Single-component
Viceslozkové | Multi-component

OoTC

OTC s omezenim | Restricted Sale OTC
Vyhrazena lééiva | Selected pharmaceuticals

OTC a vyhrazenda lé¢iva povahy rostlinnych
lé¢ivych pFipravkd

OTC and selected pharmaceuticals of the
nature of herbal medicinal products

Homeopatika | Homeopathic products

/ marketed SUKL codes

13 617 / 4923 55837 /7 354

7 109 / 4347 49277 /6770
6508 /576 6560 /584
10 858 47 571
2759 8266
761/ 662 2707 / 947
9/7 23/13
52/ 45 144 / 61
108 / 88 292 /131
1322 /317 3464 /450
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V registrovanych lééivych piipravcich je obsazeno  Authorised medicinal products contain 2412 various
celkem 2412 rdznych lé¢ivych latek. active substances in total.

Obr. 1. Registrované lécivé pripravky v letech 2005 - 2010
Fig. 1. Authorised medicinal products in the period 2005 — 2010

Registrované lécivé piipravky (bez homeopatik) / Authorised medicinal products (excl. homeopathic products)

= Celkem registrovanych kodo SUKL | Authorised SUKL codes in total ;
60 000 = Z toho redlné obchodovanych kédd SUKL | Of which actually marketed SUKL codes 55 837
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Celkem nebyla v probéhu roku 2010 hlasena dis-  Inthe course of 2010, the distribution of 48 483 SUKL
tribuce u 48 483 kodu (86,8 %) lécivych pripravkd  codes of medicinal products in total (86.8%) excl.
bez homeopatik. Tyto ptipravky mély tedy platné roz- homeopathic products was not reported. Hence
hodnuti o registraci, nebyly viak uvadény na trh. despite having an effective marketing authorisation,
these products were not placed on the market.

Obr. 2. Vybrané podskupiny registrovanych lééivych pfipravkd — vyvoj v letech 2005 - 2010
Fig. 2. Selected subgroups of authorised medicinal products — development in the period
2005 -2010
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Pravidelné vystupy z databaze lééivych Regular ovutputs from the database of
pFipravku medicinal products

Ustav pravidelné zveiejiivje pro potieby odborné For professionals as well as for the general
i Siroké vefejnosti informace o registrovanych public, the Institute regularly publishes data about
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lé¢ivych pripravcich, schvéalenych specifickych
lééebnych programech a potravinach pro zvlastni
lékaiské Uéely se viemi podrobnymi Udaji v ramci
databdze registrovanych lééivych piipravkd.

Pro potiebu distributord a spoleénosti dodavaijici
SW systémy pro lékaie a lékarny jsou shodné data
zvefejhiovana na internetovych strankach v podobé
Cisleniku SUKL. Ten umoziiuje strojové zpracovani
dat a zdroven obsahuje i veskeré potiebné pomoc-
né ciselniky.

Od roku 2008 Ustav na svych strankach zvetejiuje
piehled Seznam hrazenych lééivych piipravkd
a potravin pro zvlésini lékaiské Uéely, a to véetné
jeho aktualizaci. Vroce 2010 byl zaveden sys-
tém zvefejiovani tzv. Kontrolniho seznamu, ktery
dopifedu upozoriiuje odbornou vefejnost na
mozné zmény maximdalnich cen a Uhrad, vyplyvajici
z pravomocné ukonéenych rozhodnuti.

Informace z databdze jsou dale vyuzivany
i v prehledu hlaseni o uvedeni na trh, pteruseni
nebo ukonéeni dodavek lécivych piipravkd na trh,
v pitehledu zmén v registracich nebo v piehledu
neintervenénich poregistraénich studii.

Hodnoceni dodéavek distri-
buovanych lééivych pripravko

Hodnoceni dodavek distribuovanych lécivych
pifipravkd, zaloZzené na povinném hlaseni subjektd
opravnénych v CR distribuovat lécivé pripravky,
bylo vroce 2010, stejné jako v pfedchozich
letech, provadéno étvriletné. Zamérem SUKL je
od roku 2011 evidovat hlaseni dodavek od viech
distribuénich subjektd v mésiénich intervalech.
Pitedmétem hlaseni byly dodavky lé¢ivych piipravkd
do lékaren, dalsich zdravotnickych zafizeni,
a pokud se jednalo o vyhrazend lé¢iva, i prodejcim
vyhrazenych lé¢iv. Kromé registrovanych lécivych
piipravkd byly hodnoceny i pFipravky zafazené
do specifickych lé¢ebnych programd a neregistro-
vané piipravky, dodavané na zéakladé lékaiského
predpisu pro konkrétniho pacienta.

authorised medicinal products, approved specific
therapeutic programmes and foods for special
medical purposes with all details within the scope
of the database of authorised medicinal products.

For distributors and companies supplying SW
systems to doctors and pharmacies, identical data
are published on the website in the form of SUKL
Index. This allows for computerised data processing
and, at same time, contains all necessary auxiliary
indices.

Since 2008, the Institute has been publishing the
List of reimbursed medicinal products and foods for
special medical purposes, including its updates, on
its website. In 2010, the system of so called Control
List publishing was established, which notifies
professionals in advance of possible changes to
maximum price and reimbursements implied by
completed decisions which came legally into force.

Information from the database is also utilised in the
overview of reports on placement on the market or
suspension or termination of supplies of medicinal
products on the market, in the overview of variations
to marketing authorisations or in the overview of
non-interventional post-marketing studies.

Evaluation of deliveries of
distributed medicinal products

Evaluation of deliveries of distributed medicinal
products based upon the mandatory reporting from
entities authorised to distribute medicinal products
in the Czech Republic was, in 2010, like in previous
years, conducted on a quarterly basis. As of 2011,
SUKL intend to log the delivery reports from all
distributors in monthly intervals. The subject-matter
of the reports concerned the deliveries of medicinal
products to pharmacies, other healthcare facilities,
and, in the case of selected pharmaceuticals, also
deliveries to vendors of selected pharmaceuticals. In
addition to the authorised medicinal products, also
products used in special therapeutic programmes
and non-authorised products supplied on medical
prescription to a specific patient were included in
the evaluation.
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Byly vyhodnocovany Udaje o objemech distri-
buovanych lé¢ivych piipravkd v poétu baleni, ve
finanénim vyjadreni (v K& av DDD/1000 obyvatel/
den. Udaije o finanénich nakladech jsou s ohledem na
potiebu porovnanitéto hodnoty v prdbéhu let uvedeny
v cendch pUvodce, tj. v cendch vyrobce bez DPH (vyse
DPH se v pribéhu let ménila) a bez obchodni pfirdzky
(stanovené OPF dle Cenového piedpisu Ministerstva
zdravotnictvi 1/2008/FAR ze dne 12. kvétna 2008,
resp. Cenového piedpisu Ministerstva zdravotnictvi
2/2009/FAR ze dne 20. biezna 2009, podléhda pouze
&ast lécivych pripravkad).

Pravidelné ¢tvriletni vyhodnoceni dodavek distri-
buovanych pfipravkd je od r. 2008 na webovych
strankach Ustavu dopliiovéano tabulkou, ve které
jsou uvedeny dodéavky pro kaidou lécivou latku
(rozliseno ptipadné dale na cestu podani).

V roce 2010 se Ustav ve vyhodnoceni dodavek dis-
tribuovanych pfipravkd nové zaméfil kazdé étvrileti
na vybranou skupinu lé¢ivych ptipravkd a dlouho-
doby vyvoj vtéto skupiné hodnotil podrobné.
V 1. é&tvrileti to byla skupina inhibitord tumor nek-
rotizujiciho faktoru alfa (TNF-alfa), ve 2. étvrtleti an-
tidiabetika (kromé inzulind), ve 3. &tvrtleti antiretro-
virotika a ve 4. étvrtleti antibiotika.

Vroce 2010 bylo distribuovano 304,36 mil.
baleni lé¢ivych piipravkd, predstavujicich piiblizné
5817,92 mil. definovanych dennich davek. Hodnota
téchto dodavek byla 58,85 mld. K¢ (dle cen vyrobce).

Ké v mid.
CZK in bill

Celkovy pocet baleni — mil. ks
Total no. of packs — mil. pcs

6000 5610,92 .00 .o 5546,32 239703 79
4904,77 : "
5000
a000 50
3000 o 40
[v)
N 30
2000 20
1000 10
0 0

2006 2007 2008 2009 2010

Data on the volumes of distributed medicinal
products in number of packages, in financial
volumes (in CZK), and in DDD/1,000 inhabit./day
were evaluated. With a view to the need to compare
their value over the years, data on financial costs
are provided in producer prices, i.e. ex-factory
prices excl. VAT (VAT rates were changing over
the years), and excl. profit margin (profit margins
stipulated by the Price Regulation of the Ministry of
Health No. 1/2008/FAR of 12 May 2008, and by
the Price Regulation of the Ministry of Health No
2/2009/FAR of 20 March 2009, resp., govern only
part of the medicinal products).

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

In 2010, the Institute in evaluating supplies of
distributed medicinal products each quarter newly
focused upona selected group of medicinal products
and evaluated the long-term development within the
concerned group in detail. In the 1¢ quarter it was
the group of tumour-necrotising factor alpha (TNF-
alpha) inhibitors; in the 2" quarter antidiabetics
(except for insulins); in the 3™ quarter antiretroviral
products; and in the 4" quarter antibiotics.

In 2010, 304.36 mil. packages of medicinal
products were distributed, which corresponds to
approx. 5817.92 mil. defined daily doses. The value
of these deliveries was 58.85 billion CZK (based on
ex-factory price).

Obr. 3. Dodavky lécivych pripravkd v letech
2005 -2010

Fig. 3. Deliveries of medicinal products in
the period 2005 - 2010

Celkovy pocet baleni — mil. ks | Total no. of packs — mil. pcs
m Definovanych dennich davek — mil. | Defined daily doses — mil.
m Finanéni néklady (dle cen vyrobce) — mld. | Financial costs
(based on ex-factory price) — bill.
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Tabulka 2. Dodavky distribuovanych lécivych pFipravkd v roce 2010
Table 2. Deliveries of distributed medicinal products in 2010

Lécivé pripravky celkem | Medicinal products in total
Dodavky do lékaren a zdravotnickych zafizeni (mil. baleni) 304 360
Deliveries to pharmacies and healthcare establishments (mil. packages) !
Dodavky do lékéaren a zdravotnickych zafizeni (dle cen vyrobce v mil. K¢) 58 850 000
Deliveries to pharmacies and healthcare establishments (mil. CZK based on ex-factory price) !
Dodavky do lékaren a zdravotnickych zafizeni (mil. DDD) 5817,920

Deliveries to pharmacies and healthcare establishments (mil. DDD)
DDD/1000 obyvatel/den | DDD/1000 inhabitants/day 1516,520
Lécivé pripravky na lékarsky predpis | Prescription-only medicinal products

Dodavky do lékaren a zdravotnickych zafizeni (mil. baleni)

Deliveries to pharmacies and healthcare establishments (mil. packages) LR e
Dodavky do lékaren a zdravotnickych zafizeni (dle cen vyrobce v mil. Kg) 52 420100
Deliveries to pharmacies and healthcare establishments (mil. CZK based on ex-factory price) !

Dodavky do lékéaren a zdravotnickych zafizeni (mil. DDD) 5291,860

Deliveries to pharmacies and healthcare establishments (mil. DDD)
DDD/1000 obyvatel/den | DDD/1000 inhabitants/day 1 379,360

OTC a vyhrazenda lééiva | OTC and selected pharmaceuticals

Dodavky do lékaren, zdravotnickych zafizeni a prodejcdm vyhrazenych lééiv (mil. baleni)
Deliveries to pharmacies, healthcare establishments, and vendors of selected pharma- 101,351
ceuticals (mil. packages)

Dodavky do lékaren, zdravotnickych zafizeni a prodejcim vyhrazenych Iééiv (dle cen
vyrobce v mil. Kg)

Deliveries to pharmacies, healthcare establishments, and vendors of selected pharma- 2 SR T
ceuticals (mil. CZK based on ex-factory price)

Dodavky do lékaren, zdravotnickych zafizeni a prodejcdm vyhrazenych lééiv (mil. DDD)

Deliveries to pharmacies, healthcare establishments, and vendors of selected pharma- 525,100
ceuticals (mil. DDD)

DDD/1000 obyvatel/den | DDD/1000 inhabitants/day 136,900

OTC s omezenim | Restricted OTCs

Dodavky do lékaren a zdravotnickych zafizeni (mil. baleni)

Deliveries to pharmacies and healthcare establishments (mil. packages) 0je
Dogldvlfy do lékaren a zdravotnickych zah’zen-l’ (dle cen vy.robce v mil. K¢) - 65.902
Deliveries to pharmacies and healthcare establishments (mil. CZK based on ex-factory price) !

Docil(lvlfy do lékaren a.zdravofnick)kh zatizeni (rnil. DDD) ' 0.962
Deliveries to pharmacies and healthcare establishments (mil. DDD) !

DDD/1000 obyvatel/den | DDD/1000 inhabitants/day 0,251
Dodavky do lékéaren (mil. baleni) | Deliveries to pharmacies (mil. packages) 1,570
Dodavky do lékaren (dle cen vyrobce v mil. Kg) 100,650

Deliveries to pharmacies (mil. CZK based on ex-factory price)
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5.3 Informacéni aktivity

Informaéni  aktivity zajisfuje v Ustavu ,Tiskové
a informaéni oddéleni” (TIO). TIO komunikuje
s laickou i odbornou vefejnosti. Dotazy vefejnosti
zodpovida telefonicky, e-mailem i pisemné. Jed-
nim z UkolU je spréva a rozvoj webovych stranek
Ustavu www.sukl.cz, Informaéniho portalu pro
veiejnost www.leky.sukl.cz awebu kampané
Nebezpeéné léky www.nebezpecneleky.cz. TIO
spravuje i odbornou knihovnu Ustavu a zodpovida
za publikaéni ¢innost Ustavu, kterou tvofi priprava
a vydavani Véstniku SUKL a lékového bulletinu
Farmakoterapeutické informace, ktery je &lenem
Mezindarodni spoleénosti lékovych bulletind (ISDB).
Dalsi publikaci Ustavu je elektronicky zpravodaj
Nezddoucich Gé&inkd, ktery zpracovava oddéleni
farmakovigilance. Ysechny publikace jsou dostupné
na internetovych strankach SUKL www.sukl.cz.

V bifeznu 2010 odstartoval Statni Ustav pro kon-
trolu lé¢iv kampan Nebezpeéné léky, jejimz cil-
em je prevence uzivani padélkd 1ékd a varovani
pred riziky ndkupu lékd na Internetu. Kampan
se odehréavala priméarné na webovych strankach
www.nebezpecneleky.cz, dale pak formou re-
klamy na Internetu, v MHD vcelé CR a radiu.
Kampan navstivilo od za¢atku kampané do konce
roku 62 500 névstévnikd, kteii zhlédli vice nez
250 000 stranek. Na podzim 2010 se kampan
presunula i na Facebook, kde si nasla skupinu svych
pfiznivcd. V rdmci kampané byl Siroké vefejnosti
nabidnut névod, jok se pFi nakupu lékd na Inter-
netu chovat, i ptiklady konkrétnich padélkd a rizik
spojenych s jejich uzivanim. Na kampani Ustav spo-
lupracoval s fadou statnich i soukromych subjektd.

Dalsim komunikovanym a propagovanym projek-
tem byla kampan na podporu hlaseni nezadoucich
U¢inkd, na které spolupracovalo TIO s oddélenim
farmakovigilance. Kampan se odehravala ze-
iména formou prezentaci této problematiky na
odbornych semindafich a kongresech. V ramci
kampané byly distribuovany informaéni mate-
rigly jok na kongresech a seminéfich, tak i pfimo
konkrétnim lékafOm, na nichz lezi hlavni bremeno

[EN|
5.3 Information activities

Information activities in the Institute are provided
for by the Press and Information Department
(TIO). TIO communicates both with the general
public and with healthcare professionals.
Questions from the public are answered by phone,
e-mail, as well as in writing. One of TIO’s tasks
is the administration and development of SUKL's
website www.sukl.cz, the Public Information
Portal located at www.leky.sukl.cz and the
website of the hazardous medicines campaign
www.nebezpecneleky.cz. TIO also maintains the
professional library of the Institute and is responsible
for the publication activities of SUKL, which involves
the preparation and publication of SUKL Bulletin, and
the drug bulletin Farmakoterapeutické informace
(Pharmacotherapeutic Information), a member of
the International Society of Drug Bulletins (ISDB).
Another publication produced by the Institute is the
electronic Adverse Drug Reactions bulletin, which is
prepared by the department of Pharmacovigilance.
All publications are available from SUKL's website
located at www.sukl.cz.

In March 2010, the State Institute for Drug Control
launched the Hazardous Medicines campaign,
the purposes of which is the prevention of use of
counterfeit medicines and warnings against the
risks of buying medicines via the internet. The
campaign was conducted primarily on the website
www.nebezpecneleky.cz, by means of advertising
presented on the internet, in means of public
transport all over the country, and in the radio. From
the launch of the campaign till the end of 2010,
the campaign was visited by 62,500 visitors who
viewed more than 250,000 pages. In autumn 2010
the campaign was moved also to Facebook where it
found its group of supporters. The campaign offered
the general public a guide to buying medicines
on the Internet, as well as examples of specific
counterfeit medicines and risks associated with
their use. In the campaign the Institute cooperated
with many a state and private entity.
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nedostateéného hlaseni nezadoucich  G¢inkd.
Hmatatelnym vysledkem kampané je vyrazné
zvy$eni hlasivosti nezdadoucich G¢&inkd. V roce

2010 se poéet hlaseni po podani jinych lé¢&ivych
pfipravkd nez vakcin zvysil o 50 % v porovnani
s prOmérnym poétem hlaseni za poslednich 5 let.
Vyrazny pokles hlaseni nezadoucich G€inkd ve spo-
jitosti s BCG vakcinou byl vykompenzovan pravé
hldsenim nezadoucich G€inkd v jinych piipravkd.
Coz byl efekt, ktery SUKL od kampané oéekaval,
a lze ji tedy oznadit za Uspésnou.

Ustav na pocatku loiiského roku zahdijil sluzbu
dotazovani odbornikd na lékovou problema-
tiku. V ramci této sluzby poskytované na portdale
www.leky.sukl.cz se mUze Sirokd vefejnost dota-
zovat odborniky z fad lékaid a farmaceutd na otaz-
ky lékové problematiky, které je nenapadnou pfi
navstévé lékarny nebo lékafe. Celkem této sluzby
vyuzilo v loriském roce 630 tazateld.

V roce 2010 bylo vydano 31 tiskovych zprav nebo aviz
SUKL a zodpovézeno bylo celkem 297 novinaiskych
dotazd.

Obr. 1. Prdmérnd denni navstévnost
internetovych stranek SUKL

Fig. 1 . Average daily No. of visits to SUKL
websites
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Another communicated and promoted project
was a campaign for the support of adverse drug
reaction reporting, in which TIO cooperated with the
department of Pharmacovigilance. The campaign
took particularly the form of presentations of
these issues at expert workshops and congresses.
Within the scope of the campaign, information
materials were disseminated both at workshops
and congresses and directly to doctors who bear
the main burden of inadequate adverse reaction
reporting. The tangible outcome of the campaign is
a pronounced increase in adverse drug reaction
reporting rate. In 2010, the number of reports
following the administration of other medicinal
products than vaccines increased by 50% compared
to the average number of reports over the last
5 years. A significant drop in adverse drug reaction
reporting in respect of the BCG vaccine was offset
by the very reporting of adverse reactions to other
products, which was the effect of the campaign
anticipated by SUKL and for this reason the
campaign may be considered successful.

In the beginning of last year, the Institute launched
the Ask-an-Expert service for questions concerning
the issues of medicines. Within the scope of this
service, provided at the www.leky.sukl.cz portal,
the general public may ask experts - doctors and
pharmacists — questions about medicines which
have not occurred to them while visiting a doctor or
a pharmacy. Last year, 630 enquirers in total used
this service.

In 2010, 31 SUKL press releases or advices were
issued and 297 journalists” questions in total were
answered.
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6. Finanéni a materidlni
zdroje Ustavu

Hospodaieni v roce 2010

Prijmy

Hlavni ¢éast piijm0 byla v roce 2010 tvofena na-
hradami vydajd za odborné Ukony, které po-
dle zakona ¢.378/2007, o lécivech, ve znéni
pozdéjsich predpisd provadél Ustav na zadost
vyrobcd, distributord, prodejcd a jinych prévnic-
kych i fyzickych subjektd. Nejvétsi podil z celko-
vého objemu ¢inily pfijmy za Zéadosti v agendé
registraci lécivych piipravkd. P¥ijmy za provedené
odborné ukony Ustav postupné vyuzivd v sou-
ladu se zdkonem ¢. 218/2000 Sb., o rozpoc¢tovych
pravidlech, na financovéni vydajd, nezajisténych
prostfrednictvim pfidélu finanénich prostredkd ze
statniho rozpoétu, ato na financovani mzdovych,
provoznich a investiénich potieb. V uplynulém ob-
dobi roku 2010 bylo takto vyuzito 336 519 tis. Ké.
Formou povoleného piekroéeni vydajd bylo vyuzito

6. Financial and
Material Resources
of the Institute

Income and Expenditure
Account for 2010

Incomes

The major part of incomes in 2010 was generated
by reimbursement for expert activities which,
pursuant to Act No 378/2007, on Pharmaceuticals,
as amended, were conducted by the Institute upon
request from manufacturers, distributors, vendors,
and other legal entities and natural persons. The
major part of the overall volume was represented
by income from applications related to marketing
authorisations of medicinal products. The

 J.u.4 Apparat zur Verbr
4 vonPhospher, hiezu

11.Ahnlicher Apparat
> _nach Rrjestley. /&

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 allocated
financial resources from the state budget, namely
for the funding of payroll, operating and investment
needs. In the past period of 2010, 336,519 thous.
CZK were utilised for these purposes. Through
permissible excess expenditure 61,003 thous. CZK
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61 003 tis. K& na investiéni vydaje a 275 516 tis. K¢
na neinvestié¢ni vydaje.

Mimo pfijmy za ndhrady vydajd za odborné ukony,
dalsi ¢ast piijm0U tvofily napt. vybrané spravni poplat-
ky za podavané zadosti ve vysi 31,9 mil. K& a ostatni
prijmy, joko napF. pFijmy z Orokd z finanénich
prostiedkd na vkladovych uétech u Ceské narodni
banky, pfijmy za poskytovani sluzeb a informaci,
prondjem qj. (tab. 2).

were used for investment purposes and 275,516
thous. CZK for non-investment purposes.

In addition to income from reimbursement of costs
for expert activities, another part of income was
generated e.g. by the collected administrative fees
for submitted applications amounting to 31.9 mil.
CZK and other incomes, such as incomes from
the interest on funds on deposit accounts with the
Czech National Bank, income from the provision of
services and information, lease, etc. (Tab. 2 refers).

Tabulka 1. Finanéni prostiedky a statni rozpocet

Table 1. Funds and the state budget

. |2008 2009 2010

Prdmérny pocet zaméstnancd
Average headcount

Finance pfidélené ze statniho rozpoctu na
provoz SUKL | Funds allocated from the state
budget for the operation of SUKL

Odvod financi do statniho rozpoétu
Payments to the state budget

Majetek

Stav celkovych aktiv Ustavu k 31. 12. 2010 ¢inil
2.100.157 tis. K& Majetek je ocenén v potizovacich
cendach. Vybrané druhy aktiv a pasiv Ustavu jsou
uvedeny v tabulce 2.

Vydaje
Udaije o vydaijich v roce 2010 jsou dle jednotlivych
kategorii uvedeny v tabulkéach 3 az 5.

Z investi¢nich zdroj0 byla financovéana ptredevsim
modernizace telefonni sité, rekonstrukce slabo-
proudych technologii, nakup kapalinového chro-
matografu, archivace elektronické posty, dokonéeni
rekonstrukce socialniho zafizeni, dodavky vypoéetni
techniky a nasledné pokrac¢ovalo financovani
z investiénich prostiedkd na akce v roce 2010, vzta-
hujici se na realizaci centrélniho UloZisté a sbéru
dat od distributord lécivych piipravkd, dodavka
systému pro zpracovani SRDLP. které byly zapocaty
v minulych letech.

144 614 000 K¢

25 097 000 K¢

306 337 333

82 728 000 K¢ 45 182 000 K¢

47 920 000 K¢ 40 151 000 K¢

Assets

The total assets of the Institute as of December 31
2010 were 2,100,157 thous. CZK. The assets are
appraised at purchase prices. Selected types of

assets and liabilities of the Institute are specified in
Table 2.

Expenses
Data concerning expenditures incurred in 2010 are
provided in Tables 3 to 5, broken down by individual
categories.

Investment resources were utilised primarily for the
funding of modernisation of the telephone network,
reconstruction of communications installations,
purchase of a liquid chromatograph, electronic mail
archival, completion of restrooms reconstruction,
computer technology deliveries, and subsequently,
funding from investment resources for projects in
2010 continued in respect of the implementation of
the Central Repository and collection of data from
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Tabulka 2. Piehled vybranych druhG aktiv a pasiv organizace (v tis. K¢)

Table 2. Overview of the Institute’s selected assets and liabilities (CZK thousands)

Nazev polozky Obdobi minulé | Obdobi bézné
Name of item Previous period | Current period

AKTIVA | ASSETS
A. Stala aktiva celkem | Total fixed assets
v tom | including:

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

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

Pozemky | Land
Stavby | Buildings

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

Drobny dlouhodoby majetek | Low-value long-term assets
B. Obézna aktiva celkem | Total current assets
v tom | including:
I. Zasoby celkem | Total reserves
Il. Pohledavky celkem | Total claims

. Uéty rozpoétového hospodaieni
Total economic accounts Total current liquid assets

IV. Finanéni majetek celkem | Total current liquid assets
PASIVA | LIABILITIES

C. Vlastni kapital | Own resources

v tom | including:

I. Jméni Géetni jednotky | Accounting unit assets

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

Fond kulturnich a sociélnich potieb
Fund of cultural and social needs

Fond rezervni |Reserve fund
lll. Vysledek hospodateni | Economic result
D. Cizi zdroje celkem | Total not-own sources
v tom | including:

I. Vydajové Géty rozpoctového hospodaieni
Budgetary operations expense accounts

lll. Kratkodobé zavazky celkem | Total short-term obligations

*V roce 2009 byla vyddna vyhl. & 410/2009 Sb.,
s u¢innostiod 1. 1. 2010, kde dos$lo ke zméndm

1467 888
430 747

124 505

306 243

695
180 396

84 290

40 862
1037 141

54
1756

0

1 035 330
1467 888
1439117

423 077

1011961

3 508

1 008 453
4 079
28 771

28 771

2 100 157
482 172

132 834

349 338

923
196 424

114 476

37 515
1617 985

54
1903

316 607

1299 421
2100 157
1697 306

419 734

1278 924

3 459

1275 465
-1 352
402 851

381 701

21150

* In 2009, Decree No. 410/2009 Coll., was is-
sued, taking effect from January 01 2010, and
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ve vykazovani Géetnich dat, a proto neni polozka
“Vydajové Uc¢ty rozpoctového hospodareni” v mi-
nulém obdobi vykazovana.

Neinvestiéni vydaje byly éerpany na é&innosti od-
bornych Gtvard a zajisfovani provozu Ustavu

(tabulka 4).

Ostatni
Na zahraniéni pracovni cesty bylo z rozpo¢tu Ustavu
vynaloZeno 2.500 tis. K¢&.

Kontrola

V roce 2010 nebyly provedeny Zadné kontro-
ly kontrolnimi orgény podle § 7 az 11 zakona &.
320/2001 Sb., o finanéni kontrole. Rovnéz NKU
neprovedl v roce 2010 v Ustavu zadnou kontrolu
a zddné kontroly nebyly provedeny ani podle § 24
zdkona €. 320/2001 Sh.

the Decree introduced changes in the reporting
of accounting data, therefore the item “Budgetary
operations expense accounts” was not reported in
the previous period.

distributors of medicinal products, delivery of the
system for SRDLP processing, which had begun in the
previous years.

Operating expenditures were utilised for the
activities of regulatory units and for the operation
of the Institute (Table 4).

Other
2,500 thous. CZK from the budget of the Institute
were paid for business trips abroad.

Auditing

In2010, no audits were conducted by control bodies
pursuant to Sections 7 to 11 of Act No 320/2001
Coll., on Financial Control. 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 2010, either.

Tabulka 3. Rozpodtové piijmy, rozpoétové vydaje a financovani (v tis. K¢)
Table 3. Budget incomes, budget expenditures and financing (CZK thousands)

Rozpocet na rok 2010 | Budget for 2010 Skuteénost

Pfijmy | Incomes

Ptijmy za spréavni poplatky

Schvéleny rozpocet | Rozpocet po zménach | zd rok 2010
Approved budget | Corrected budget 2010 reality

S . 8 200 8 200 31 909
Incomes from administrative fees
Ptijmy za pokuty | Incomes 0 0 2736
Ptijmy z prondjmu majetku 0 0 128
Incomes from property lease
Ptijmy z Uroku a realizace finanéniho
majetku | Incomes from interest and 1 800 1 800 5227
realisation of current liquid assets
Ostatni nedaﬁc?vé piijmy 0 0 151
Other non-tax incomes
Pievody z vlastnich fondd 0 0 276 456
Transfers from own funds
CELKEM | TOTAL 10 000 10 000 316 607
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Rozpoéet na rok 2010
Budget for 2010

ydaj > > SChVéI,e“),' . . | Skutecnost za
Vydaje Schvaleny rozpocet véetné | o1 2010

Expenditures rozpoéet mimorozpottu | 2010 reality
Approved Approved
budget budget incl.
out-of-budget

Platy zaméstnancO v pracovnim poméru

. , . 31777 175 528 171 241
Fulltime employees’ salaries

Ostatni platby za provedenou préci

Other personnel expenditures e 8 Sl

Povinné poijistné placené
zaméstnavatelem 10 966 62 541 58 914
Mandatory premium paid by employer

Pitevody vlastnim fondom FKSP

Transfers to own funds ce g2 IolY
Néhrady nemoci | Sickness compensations 0 500 350
Provozni vydaje | Operating expenditures 2012 121 491 80 057
Potizeni dlouhodobého hmotného a ne-

hmotného majetku | Acquisition of long- 0 145 799 61003

term tangible and intangible assets

Pievedené a nevyéerpané prostiedky na

osobni vydaje, v roce 2011 odvedeny

do stétniho rozpoétu | Brought-forward 1637
and non-utilised personnel expenditures,

transferred to state budget in 2011

CELKEM | TOTAL 46 341 515 681 381 701
v tom | including:
Bézné vydaje

. 46 341 369 882 320 698
Current expenditures

ST e 0 145 799 61 003
Capital expenditures
Tabulka 4. Provozni vydaje jednotlivych Utvard Ustavu, rezijni a jiné vydaje v r. 2010
(v tis. K¢)

Table 4. Operating expenditures of the Institute’s various departments and branches
in 2010 (CZK thousands)

Vydaje za | Ostatni vydaje

Utvar - hospodaiska stiediska ial h Celkem

Department/Branch muter!u Ofher . Total
Materials | expenditures

Usek reditele | Department of Director 166 270 436

Usek kancelare teditele | Director’s office 92 56 148
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Néaméstci | Deputy directors 187 310 497
Sekce dozoru | Surveillance Branch 732 3138 3870
Sekce servisnich &innosti | Service Activities Branch 147 145 292
Sekce registraci | Registration Branch 8IS 105 500
Sekce informatiky | IT Branch 101 125 226
Sekce cenové a Uhradové regulace

Price and Reimbursement Regulation Branch Ledy e e
Vydaje na platy a ostatni platby za provedenou préci ) 176 222 176 222
Payroll expenses and other personnel expenses

Odvody na socidlni vydaje | Social expense levies - 58 914 58 914
Prid&l FKSP

Fund of cultural and social needs (FKSP) allocation : aols gl
Prevedené a nevyéerpané prostfedky na osobni vydaje,

v roce 2011 odvedeny do statniho rozpoétu i 1638 1638
Brought-forward and non-utilised personnel expendi-

tures, transferred to state budget in 2011

Hospodarské stiediska celkem 1 940 244 980 246 920

Departments/Branches in total

Utvar | Department/Branch

Vydaije za

Sluzby [ Cestovné | Celkem

material Services | Transport | Total

Materials

Ucelova strediska | Purpose-dedicated centres 10 206 61072 2 500 73778

Utvar - hospodaéiské a uéelova stiediska Vydaje za

Department/Branch - economic and

Sluzby [ Cestovné | Celkem

material Services | Transport | Total

purpose-dedicated centres
Celkem | Total

Materials
12 146 306 052 2 500 320 698

Tabulka 5. Statistika vydajd v letech 2008 - 2010

Table 5. Developments in the area of

expenses and wages in the years 2008 — 2010

l_m-m-

Neinvesti¢ni vydaje celkem (v tis. K¢)

Total operating expenditure (in thousands of CZK)

274 846 336 844 320 698

Neinvestiéni vydaje (bez mzdovych prostiedkd, pojisténi

2 a FKSP) (v tis. K¢)

62 510 111 157 82 044

Operating expenditure (excl. wages) (in thousands of CZK)

Vydaje na investice (v tis. K¢)

Capital assets expenditure (in thousands of CZK)

4 Prdmérny piepocteny poéet zaméstnancd
Average converted number of employees

Expenses per employee (line 1/line 4)

Nakladovost na jednoho zaméstnance (fadek 1/fadek 4)

44 464 106 419 61003

306 337 333

898 1000 963
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7. ZAMERENI NA ZAMESTNANCE
FOCUS UPON EMPLOYEES

7.1 Personalni otazky

Vzhledem k planovanym ukold a cilom SUKL byl
pro rok 2010 stanoven persondlni plan ve vysi
338 zaméstnancd (v piepodtu na délky pracovnich
Uvazkyd). K 31.12. 2010 byl tento planovany pocet
zaméstnancd naplnén na 98,82 %, to je 334 pra-
covnich Uvazkd.

Evidenéni pocet zaméstnancd ve fyzickych osobach
byl 347, z toho 283 Zen (ti. 81,56 %) a 64 muzd
(tj. 18,44 %). V porovnani s predchazejicim rokem
doslo k cca 1% pieskupeni struktury zaméstnancd
ve prospéch muzd.

Cas odpracovany vramci dohod o provedeni
prace a dohod o pracovni ¢innosti predstavoval
13,97 zaméstnance v piepoé¢tu na plny pracovni
Uvazek.

Vékovy promér viech zaméstnanci je 42 let.

7.1 Personnel issues

With regard to the planned tasks and objectives of
the Institute, the planned headcount for 2010 was
established at 338 full-time equivalent employees
(FTEs) . As of December 31 2010, this planned
headcount was achieved at 98.82%, i.e. 334 FTEs.

The number of physical employees on payroll
was 347 persons, of which 283 were women (i.e.
81.56%) and 64 men (i.e. 18.44%). Compared to
the previous year, the headcount structure changed
as the proportion of men grew by approx. 1%.

Time worked under contracts of work and contracts
of services was adequate to 13.97 FTEs.

The average age of all employees is 42 years.
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Tabulka 1. Vékova struktura zaméstnancd v %

Table 1. Age structure of employees in %

Zameéstnanci do 35 let Zaméstnanci ve véku od 36 do 55 let | Zaméstnanci starsi nad 55 let
Employees under 35 years | Employees aged 36 to 55 years Employees over 55 years

37,32 (2009 = 35,90)

Vyuziti fondu pracovni doby

Z celkového poétu odpracovanych hodin 603 918
bylo 546,5 hodin pies¢asovych. Preséasovda préace
se tykala v pfevdiné mife zaméstnancd zafazenych
v kategorii d&lnické (Fidi¢i).

Za rok 2010 nasi zaméstnanci zameskali 2 018 pra-
covnich dnd z ddvodu nemoci nebo osetfovani
¢lena rodiny (rok 2009 = 5 822 pracovnich dnd). To
je pokles 0 65,34 %. Z fondu pracovni doby za rok
2010 bylo z ddvodu nemoci nebo osetiovani élena
rodiny zameskdano 2,28 %.

46,30 (2009=46,60)

16,38 (2009=17,50)

Working hours utilisation

Of the total number of 603 918 hours worked,
546.5 were overtime hours. Overtime work mostly
concerned employees from the workers category
(drivers).

In 2010, the employees of the Institute were absent
for 2,018 working days due to sickness leave or
nursing a family member (in 2009 = 5,822 working
days). This is a 65.34% drop. Of the working hours
for 2010, 2.28% accounted for absences due to
sickness leave or nursing family members.

Tabulka 2. Kvalifikaéni struktura zaméstnanct dle dosazené Urovné vzdélani
Table 2. Qualification structure of employees by achieved level of education

Vzdéléani

Education

Zakladni | Primary

Stredni odborné | Secondary technical
Stredni vieobecné | Secondary general

Sttedni odborné s maturitou
Secondary technical with GCE

Vy3si odborné | Technical colleges
Bakalaiské | Bachelor’s degree
Vysokosgkolské | University

Vysokoskolské doktor. | University doctorates

Flukiuace

Vroce 2010 nastoupilo 67 novych zaméstnancd
(2009 = 72). Pracovni pomér byl ukonéen se
67 zaméstnanci (2009 = 61).

2 0 0

0,56

6 1,68 4 1,15
15 4,20 11 3,17
98 27,45 93 26,8
9 2,52 10 2,88

8 2,24 9 2,59
210 58,83 213 61,38
9 2,52 7 2,03

Staff turnover
In 2010, 67 new employees started their jobs in
SUKL (2009 = 72). 67 employees left (2009 = 61).
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7. ZAMERENI NA ZAMESTNANCE
FOCUS UPON EMPLOYEES

Tabulka 3. Piehled ukonéenych pracovnich pomérd v roce 2010 podle divodu
a podle sekci
Table 3. Overview of employment terminated in 2010 by reason and branch

Ve zkusebni Upvl.yyuh’m =57 Dohodou el
Sekce dobé ;rcf'.' e.' fi Termination |*€ si!' u'ny
Branch In probation- s "|" €1IME by agree- [ZaMesinance

ary period employment ment Notices given by

contract expiry employees

KR | Director’s office 3 1 3 2 9 27,27
NIE | Deputy
director for IT and 1 5 4 5 15 23,08
economics
DOZ | Surveillance 3 6 3 8 20 19,27
REG | MA 6 6 3 15 17,44
CaU | Price and
reimbursement 3 1 5 6 12,50
regulation
CELKEM | TOTAL 7 21 17 23 68 19,60

*/ — % k pldnovanému poctu zaméstnancid | % in respect of planned number of employees

Motivace

I vroce 2010 byl uplathiovan novy systém
odménovani zavedeny v roce 2008. Tento systém
prispél nejen ke stabilizaci odbornikd, ale stal se
i vyraznym prvkem pro zvy$eni efektivnosti naboru
specialistd a odbornikd.

Prdmérny mésiéni hruby plat za rok 2010 dosdhl
vySe 41.095,- Ké.

Staff incentives

The new remuneration system introduced in 2008
continued to be applied also in 2010. This system
contributed not only to the stabilisation of expert
staff, but also became a significant feature for the
increased effectiveness in recruiting specialists and
experts.

In2010, the average monthly gross salary amounted
to 41,095 CZK.

Tabulka 4. Prdmérny hruby mési¢ni plat podle Grovné vzdélani 2010
Table 4. 2010 average monthly gross salary by achieved level of education

SO b
Secondary tech-
nical without
GCE

Vzdélani

Education

Promérny plat

27 625
Average salary

ez maturity SO s maturitou
Secondary tech-
nical with GCE

33 265

Vyssi odborné

a bakaléarské Vysokoskolské
Technical colleges and | University
bachelor degrees

43 258 45 242
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7. ZAMERENI NA ZAMESTNANCE
FOCUS UPON EMPLOYEES

V roce 2010 bylo 18,09 % prostiedkd na
mzdy kryto z rozpoétovych zdrojd a 81,91 %
z mimorozpoétovych zdrojo.

Socidalni program

Ustav zajisfuje stravovani zaméstnancd na zakladé
smluv s jinymi pravnimi subjekty. Zaméstnavatel
pfispivd na Uhradu nékladd na jedno hlavni jid-
lo vsouladu s vyhlaskou Ministerstva financi
€. 430/2001 avsouladu s platnou Kolektivni
smlouvou. Kromé této Uhrady ndékladd prispiva
zaméstnavatel na jedno hladni jidlo z FKSP a to ve
vysi 6,65 Ke.

Vsouladu s Kolektivni  smlouvou  podporuje
zaméstnavatel z prostiedkd FKSP i sportovni a kul-
turni aktivity zaméstnancd, motivuje zaméstnance
k pééi o své zdravi. Prostredky na tyto aktivity jsou
éerpany bud ze spoleéné éasti fondu, ze které
je zajistén provoz puUjéovny sportovnich potieb,
zaméstnanecké knihovny, sauny, nebo z tzv. osob-
niho konta zaméstnance, které podporuje indi-
vidualni zaméfeni aktivit zaméstnancd.

V rédmci podpory programu zaméstnavani rodi¢d
s malymi détmi uplatiuje Ustav moznost pruiné
pracovni doby, umoZiuje zaméstnani na kratsi
Uvazek.

Vroce 2010 byl vytvofen program ,prace z do-
mova”“, ktery je uplatfiovan tam, kde je to v ramci
néplné prace mozné a efektivni.

7.2 Vzdélavani
zaméstnancy

Hlavnim cilem prdbézného vzdélavani zaméstnancd
Ustavu je zabezpedit trvalé udriovani a zvysovani
kvalifikace v oblasti odbornych znalosti a doved-
nosti tak, aby byli schopni plnit Ukoly souvisejici
s ¢innosti Ustavu na co nejvyssi odborné drovni.
A to nejen v oblasti odbornych ¢innosti: registraci,

In 2010, 18.09% resources for payroll were covered
from the budget and 81.91% from out-of-budget
resources.

Social programme

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

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

As part of the Support of Employment for Parents
with Young Children Programme, the Institute
employs a flexible working hours schedule and
allows employees to work part-time.

In 2010, the “work-from-home” programme was created
which is applied to those positions where it is feasible
and efficient with a view to the particular work.

7.2 Employee education

The primary objective of the continuous employee
education in the Institute is to safeguard sustained
and increasing qualifications in the sphere of
expert knowledge and skills so that the employees
are able to accomplish tasks associated with the
operation of the Institute on the maximum expert
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7. ZAMERENI NA ZAMESTNANCE
FOCUS UPON EMPLOYEES

dozoru nebo cen a Ghrad, ale i napfiklad v oblasti
ekonomiky a informatiky. Cast prostiedkd pak byla
vénovdana na rozvoj manazerskych dovednosti ve-
doucich zaméstnancd. Nezbytnym piedpokladem
pro efektivni praci je aktivni vyuzivani informaénich
technologii. Proto byla v prdbéhu roku 2010
potradana i skoleni pro uZivatele jednotlivych IT ap-
likaci.

Tabulka 1. Piehled vzdélavacich aktivit
v roce 2010

Table 1. Overview of educational
activities in 2010

Poéet akci
Number of
events

Druh akce
Type of event

Poéet hodin
Number of
hours

level possible — not only in the regulatory sphere
of marketing authorisations, surveillance or prices
and reimbursements, but also e.g. in the sphere
of economics and IT. Part of the resources was
dedicated to the development of managerial skills
of managerial staff. A necessary precondition for
effective work is active utilisation of information
technologies. For this reason, trainings for users of
various IT applications were organised in the course
of 2010.

Pocet uéastniky

Naklady v Ké

PC skoleni | PC training 45

Jazykové kurzy

18
Language course

Odborné kurzy a skoleni
Expert course and
training

175

Manazerské dovednosti
Managerial skills

Ostatni (BOZP,

smérnice, ...)

Other (occupational 13
safety and health protec-

tion; directives, etc.)

Celkem | Total 258

Number of !

attendants Costs in CZK

221 331 143 892
378 140 265 608
1170 292 1258 090
72 41 176 684

66 319 27 500
1907 1123 1871774
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8. ZAMERENI NA JAKOST
FOCUS UPON QUALITY

8. Zaméreni na jakost

Systém jakosti Ustavu je certifikovan v souladu
s pozadavky normy CSN EN ISO 9001:2008
a Ustav opakované Uspésné absolvoval dozorovy
audit spole¢nosti LRQA. Dale je Ustav aktivné za-
pojen v benchmarkingu regulaénich lékovych Gifadd
EU avroce 2010 probéhlo posouzeni provadéné
pravé v rdmci benchmarkingu. Zjisténi a doporuéeni
z externich auditd byla zapracovana do napravnych
opatieni a jejich plnéni bude hodnoceno v rémci
provadénych internich auditd.

Ustav dbé na bezpeénost a zajisténi dovéryhodnosti
dat a informaci ve svych informaénich systémech.
Vroce 2007 zavedl a certifikoval systém Fizeni
bezpeénosti informaci (ISMS) a tento systém a jeho
procesy byly certifikovany dle normy ISO 27001.
V prosinci roku 2010 probéhl uspésné recertifikaéni
audit tohoto systému. Certifikaéni autoritou je
spole¢nost CQS - Sdruzeni pro certifikaci systémd
fizeni jakosti.

8. Focus upon quality

The quality system of the Institute was certified in
compliance with the requirements of the CSN EN ISO
9001:2008 standard and the Institute repeatedly
successfully completed the surveillance audit
performed by LRQA. Furthermore, the Institute is
actively involved in the benchmarking of medicines
regulatory agencies of the EU; in 2010, the Institute
underwent an assessment conducted within the
scope of the aforementioned benchmarking
exercise. The findings and recommendations of
external audits were incorporated in corrective
action and compliance therewith will be subject to
evaluation within the scope of conducted internal
audits.

The Institute pays special attention to ensuring the
security and trustworthiness of data and information
in its information systems. In 2007, the Institute
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established and certified the information security
management system (ISMS) and this system and its
processes were certified pursuant to the ISO 27001
standard. In December 2010, a re-certification
audit of this system was successfully completed. The
certification authority is CQS - a Quality System
Certification Association.
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9. VYHLEDY DO ROKU 2011

V roce 2011 stoji pfed Statnim Ustavem pro

7 we

kontrolu lééiv Fada Ukold a povinnosti

Zasadnim ukolem Ustavu v roce 2011 je dokonéeni
revize vy$e a podminek Ghrady lé¢ivych pripravkd
ze zdravotniho pojisténi, a to i za nepfilis pfiznivé
legislativni situace. Ustav bude pokracovat v efek-
tivni &innosti, ktera systému vetejného zdravotniho
pojisténi prinasi Uspory v fadu miliard korun. Ustav
by rad svymi zkusenostmi z regulace cen a Ghrad
lé¢ivych piipravkd prispél k legislativnim krokdm,
které zjednodusi proces regulace, pfinesou vyssi
predvidatelnost a prdchodnost regulace v této
oblasti.

Dolezitou soudasti agendy, které se bude Ustav
vénovat, je problematika regulace reklamy. Pro
informovani odborné vefejnosti a farmaceutic-
kych firem uspofada prvni konferenci a 2 work-
shopy zaméiené na reklomu na lécivé pfiipravky.
V probéhu roku bude Ustav spolupracovat s dalsimi
stadtnimi institucemi na novele zékona o regu-
laci reklamy, kterd stanovi jasné pravidla pro re-
klamu. Ustav bude taktéz vychazet ze zkuenosti
a doporuéeni evropskych instituci.

Setkavani's odborniky formou seminaid a workshop0
je cestou, kterou se Ustav bude v nasledujicim roce
ubirat. V neposledni fadé bude pokracovat spolu-
préce s pacientskymi organizacemi, kterou povazuji
za mimoradné ddlezitou a oboustranné piinosnou.

o .

PharmDr. Martin Benes
,

w (]

reditel Ustavu

Jednou ze stézejnich priorit Ustavu je bezpedi
pacientd. V radmci ochrany siroké vefejnosti bude
Ustav pokracovat v informaénich kampanich
o nebezpeénych lécich a v kampani na zvyseni hla-
sivosti o nezddoucich Géincich lééiv, a to zejména
osvédéenou cestou elektronické komunikace, ktera
zadala jiZ v pfedchozim roce.

Ustav se bude i naddle intenzivné vénovat infor-
movani vefejnosti. Kromé optimalizace jiz fun-
gujicich webovych stranek bude zfizen profil pro
irokou vefejnost na Facebooku. V neposledni fadé
bude Ustav dbat na vlastni publikaéni ¢innost, ktera
vefejnosti poskytne mnoho uziteénych a zajimavych
informaci ze svéta lékd.

V probéhu roku 2011 bude Ustav usilovat
o vyuzivani centralniho ulozisté elektronickych
receptd ze strany lékaid, lékarnikd a pacientd. Elek-
tronicky recept, tzv. eRecept, je nastrojem k G&inné&{si

v jeho vyuzivani pozadu.

| v nadchazejicim roce bude Ustav plnit jemu
svéfené Ukoly tak, aby byla v Ceské republice
zajisténa dostupnd, moderni, vysoce kvalitni, G¢innd
a bezpeéna léciva, zdravotnické prostiedky i lidské
tkédné a bunky.
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9. OUTLOOK FOR 2011

In 2011, the State Institute for Drug Control
faces a number of tasks and responsibilities

The major task of the Institute in 2011 is to complete
the revision of the amounts and conditions of
reimbursement of medicinal products from health
insurance, despite the not much favourable
legislative situation. The Institute shall continue
its effective activities which bring the public health
insurance system savings of billions of Czech crowns.
Availing of its experience from the regulation of
prices and reimbursements of medicinal products,
the Institute hopes to contribute to legislative steps
which would simplify the regulatory process and
provide for a higher degree of predictability and
practicality of regulation in this sphere.

Animportant part of activities which will be performed
by the Institute address the issues of advertising
regulation. In order to inform the professionals
and pharmaceutical companies, the Institute shall
organise a 1st conference and 2 workshops focused
upon advertising for medicinal products. In the
course of the year, the Institute shall cooperate with
other state institutions on the amendment of the
Act on Advertising Regulation, which is to lay down
clear rules for advertising. The Institute shall also
avail of the experience and recommendations of
European institutions.

Meetings with experts, organised as seminars and
workshops is a way which the Institute wishes to
take in the following year. Last but not least the
Institute shall continue to cooperate with patient
organisations, which | consider to be of special
importance and mutually beneficial.

One of the top priorities of the Institute is
patient safety. Within the scope of protection of
the general public the Institute shall continue
to carry out its information campaigns about
dangerous medicines and the campaign aimed at
increasing the reporting rate of adverse reactions
of medicines, particularly via the well proven
electronic communication channel which was put
into operation in the last year.

The Institute shall continue to give much attention
to the provision of information for the public.
In addition to an optimisation of the operating
websites, a profile shall be opened for the general
public on Facebook. Last but not least the Institute
shall pay attention to its own publication activities
which will provide the public with many a useful
and interesting piece of information from the world
of medicines.

In the course of 2011, the Institute shall strive to
facilitate the usage of the central repository of
electronic prescriptions by doctors, pharmacies
and patients. An electronic prescription, so called
e-prescription, is an instrument for more effective
and safer health care and the Czech Republic
should not lag behind in its application.

Even in the coming year the Institute shall fulfil
its tasks in o manner securing available, modern,
high-quality, effective and safe pharmaceuticals,
medical devices as well as human tissues and cells
in the Czech Republic.

. .

PharmDr. Martin Benes
(] (]

Director of the Institute
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10. PREHLED NEJDULEZITEJSICH

KONTAKTU PRO JEDNOTLIVE OBLASTI CINNOSTI USTAVU

Aktualizace k 1. 5. 2011

Podrobny aktualizovany pirehled kontaktd Ize nalézt na internetové strance Ustavu, vedouci jednotlivych

Utvard jsou uvedeni v organizaéni struktuie Ustavu.

Predvolba: 272 185

Reditel Ustavu
PharmDr. Martin Bene$

Podatelna a vypravna

Manazer jakosti
Ing. Radmila Foretova

Interni audit a kontrola
Kamila Hruskova

Tiskové a informaéni oddélenf
Vedouci oddéleni
Bc. David Pfinesdom

Tiskova mluvei
Veronika Petlakova

Informacéni stiedisko

Kanceldt feditele Ustavu
Vedouci kancelare reditele
Katefina Feistové

Usek informa¢né-ekonomicky
Néaméstek pro informatiku a ekonomiku
Martin Jira

Sekce informatiky
Vedouci sekce
Ing. Tomés Melen

Linka E-mail

834
806

861

225

354

332
333

710

873

928

Usek ndméstka pro odbornou ¢innost

Néaméstek pro odbornou éinnost
MUDr. Jiti Deml

Sekce dozoru
Vedouci sekce
RNDr. Olga Hanzli¢ckova

Sekce registraci
Vedouci sekce
MUDr. Helena Tutterova

Sekce cenové a Uhradové regulace
Vedouci sekce
MUDr. et Mgr. Jindfich Kotrba

870

833

830

342

martin.benes@sukl.cz

posta@sukl.cz fax: 271 732 377

radmila.foretova@sukl.cz

kamila.hruskova@sukl.cz

david.prinesdom@sukl.cz

veronika.petlakova@sukl.cz

infs@sukl.cz

katerina.feistova@sukl.cz

martin.jira@sukl.cz

tomas.melen@sukl.cz

jiri.deml@sukl.cz

olga.hanzlickova@sukl.cz

helena.tutterova@sukl.cz

jindrich.kotrba@sukl.cz
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10. OVERVIEW OF ESSENTIAL CONTACTS
FOR INDIVIDUAL SPHERES OF OPERATION OF THE INSTITUTE

Updated as of May 01 2011

A detailed updated overview of contacts is available from the website of the Institute; the heads of
individual units are specified in the organisational structure of the Institute.

Prefix: 272 185 Ext. E-mail

Director of the Institute

PharmDr. Martin Bene$ 834 martin.benes@sukl.cz

Mail and dispatch room 806 posta@sukl.cz fax: 271 732 377

Quality Manager
Ing. Radmila Foretovéa 861 radmila.foretova@sukl.cz

Internal Audit and Control
Kamila Hruskova 225 kamila.hruskova@sukl.cz

Publicity and Information dept
Head of department

Bc. David Pfinesdom 354 david.prinesdom@sukl.cz
Public Relations Officer

Veronika Petlakova 332 veronika.petlakova@sukl.cz
Information Centre 333 infs@sukl.cz

Director’s Office
Head of Director’s Office
Katefina Feistova 710 katerina.feistova@sukl.cz

Information and economic section
Deputy Director for IT and Economic Issues

Martin Jira 873 martin.jira@sukl.cz

IT Branch

Vedouci sekce

Ing. Tomas Melen 928 tomas.melen@sukl.cz

Regulatory affairs deputy director’s section
Deputy Director for Regulatory Affairs
MUDr. Jifi Deml 870 jiri.deml@sukl.cz

Surveillance Branch
Head of Branch
RNDr. Olga Hanzli¢kova 833 olga.hanzlickova@sukl.cz

Marketing Authorisation Branch
Head of Branch
MUDr. Helena Tutterova 830 helena.tutterova@sukl.cz

Price and Reimbursement Regulation Branch
Head of Branch
MUDr. et Mgr. Jindfich Kotrba 342 jindrich.kotrba@sukl.cz
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